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Research Ethics Approval Guidance Form
(EC1 Form)
Guidance for completing the EC1 form


	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
	Prof. Elizabeth Hughes
	Tick box for the subgroup you want to review the application
	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:

Provide a short descriptive title.
Make sure the same title is used on all study documents.



	Short title (optional):

This space can be used to provide a briefer title.



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

The chief investigator is the individual who is responsible for the whole project.
The chief investigator will be the academic supervisor in student projects (including PhD projects).


	Email for the chief investigator:

Use this space to provide a work email address for the chief investigator.



	Other staff involved:

List any other academics or key stakeholders involved in the preparation of the study.



	Name of student undertaking the study (if applicable): 

Use this space to identify any student(s) involved in the project.



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

Name the level of study e.g. MSc.


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

Use this space to provide a work email address for the student undertaking the study.



	Study governance


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

The study sponsor is responsible for the initiation and management of the research.
GCU will be the study sponsor for student and staff projects.



	Study start date: (N.B. The date when the study starts, not the start of the education course/module):
The date the study will start e.g. 01.05.24.



	Study end date: (N.B. The date when the study ends, not the end of the education course/module):
Anticipated end date for the study e.g. 01.05.25.



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

Many projects completed at GCU fall into the category of service evaluation and/or audit. 

The above link will take you to a decision-making tool designed by the NHS to help people determine whether their projects are classified as research. The outcome of the decision-making tool will help you know whether your project is research and influence the level of approval needed by the NHS. See step-by-step guide to research ethics at GCU for further details.



	Is the study a clinical trial?*
‘Clinical trials’ are defined as any study that falls into one of these categories:

1. A study of a medicinal product.

2. A study of a medical device.

3. A combined study of a medicinal product and a medical device.

4. A study using a novel intervention or a randomised study of an intervention in clinical practice.



	Does the study include any invasive or biological procedures (e.g. taking blood/tissues)? *
If yes, these must be identified in the risk assessment and you should make contact with the biological safety advisors who will be able to guide you with the necessary requirements for the study.
The biological safety advisors contact details are as follows:

John Butcher

E-mail: John.Butcher@gcu.ac.uk
Telephone: 0141 331 8250

Claire Crossan

E-mail: Claire.Crossan@gcu.ac.uk
Telephone: 0141 331 8543



	Does the study involve the NHS (e.g. patients, staff, or both)?*
Any study involving NHS patient, staff, or resources will need approval from the NHS. Approval will be secured from the NHS after securing ethical approval from GCU. See step-by-step guide to research ethics at GCU for further details.


	Does the study require NHS REC approval?*
This link (http://www.hra-decisiontools.org.uk/ethics/) will take you to a decision-making tool designed by the NHS to help people determine whether projects need to be reviewed by an NHS Research Ethics Committee. The outcome of the decision-making tool will help you know whether you need to complete an IRAS form and seek approval from an NHS ethics committee. See step-by-step guide to research ethics at GCU for further details.



	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?

Personal data relates to an identified or identifiable individual e.g. name, matric number, IP address, and/or other data.

If you can identify a person directly by the information, then the information is personal data.



	Has the chief investigator completed GDPR and data protection training?

GDPR and data protection training is mandatory for all staff and academic supervisors at GCU. 

GDPR and data protection training is available online via GCU Learn.


	Has gatekeeper approval been given (if applicable)?

Confirm whether or not gatekeeper approval has been secured and provide evidence (e.g. email confirmation) with the application.


	Has this application been reviewed prior to submission (essential)?
Academic scrutiny prior to submission is essential. This will normally be the academic supervisor, but might also include peer review and/or review by a funding body.



	Who has reviewed this application

(e.g. study team, peer, academic supervisor)?

Use this space to explain who reviewed the study prior to submission e.g. the study was reviewed by academic supervisor Dr. Smith.



	Has the study been prospectively registered (essential for clinical trials)?
The Declaration of Helsinki expects research involving human subjects to be registered on a publicly accessible database before recruitment of the first subject GCU has access the prospective trial register: ClinicalTrials.gov (https://clinicaltrials.gov/).


	What is the prospective registration number (if applicable)?
Use this space to document the prospective trial registration number, if applicable. 

e.g. NCT12345678



	Does the chief investigator have up to date Good Clinical Practice training (essential for clinical trials)?
Good Clinical Practice training is a recognised training for people involved in clinical trials.

Good Clinical Practice training can be accessed at GCU and via the National Institute for Health Research (https://www.nihr.ac.uk/health-and-care-professionals/learning-and-support/good-clinical-practice.htm).



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

Students involved in the study should be familiar with the principles of ethical research and informed consent. This will normally involve attending educational sessions on research ethics and/or self-directed learning



	How will results of the study be disseminated?
Use this space to explain the dissemination planned for the study e.g. conference presentations, journal publication, dissertation.



	Study design 



	Answer all questions in this section by adding an X to either Yes, No, or N/A.

	Yes
	No
	N/A

	1) Is there a robust rationale for the study?
A robust rational helps determine the useful of a study and whether it is worthwhile. This can be demonstrated by highlighting a gap in knowledge and/or using literature to help justify the study.


	
	
	

	2) Is there a clear study question(s)?
All studies should have clear question(s) and aim(s).

	
	
	

	3) Can the methodology and study design answer the question(s)?
The study methodology should answer the question(s) and aim(s) of the study. The should consider study design, methods, and sample size etc.

	
	
	

	4) Are inclusion and exclusion criteria clearly stated?
The protocol should clearly state the planned inclusion/exclusion criteria.


	
	
	

	5) Will the study only invite adult participants?
Studies involving children present significant ethical issues (e.g. informed consent and child protection) and will need additional ethical scrutiny.


	
	
	

	6) Has the study team considered whether participant vulnerability and/or safeguarding issues will be encountered?
Studies involving vulnerable participants present significant ethical issues (e.g. informed consent and safeguarding) and will need additional ethical scrutiny. Approval from an NHS Research Ethics Committee will be needed if the study participants are adults with incapacity.

	
	
	

	7) Will participants receive a participant information sheet before starting the study?
The participant information sheet should be provided to all potential participants before seeking consent.  


	
	
	

	8) Will participants be able to read and understand the participant information sheet?
It is important to think about the intended audience when writing a participant information sheet. Using plain English and making the information accessible will help participants understand the information being provided. 


	
	
	

	9) Will the participant information sheet provide full details of the study and any potential risks involved?
The participant information should be comprehensive and include potential risks. See guidance on participant information sheets.


	
	
	

	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?
Potential participants should be able to ask questions about the study and be given time to consider their participation in the study.


	
	
	

	11) Will participants be told their participation is voluntary?
Study participation must be voluntary.


	
	
	

	12) Will participants be told they can withdraw from the study at any time and without any penalty?
Participants must be able to withdraw from the study, if they change their mind. Withdrawing from the study should not disadvantage the participant in any way and/or affect their legal rights.


	
	
	

	13) Will participants have to opt-in to the study (e.g. by contacting the study team or returning a survey)?
Potential participants should not be automatically included in a study and must opt-in to participate.


	
	
	

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

(N.B. anonymous online surveys can use implied consent)
Written informed consent should be taken for all participants. Participants can withdraw consent and consent should be revisited regular during a study. Some online anonymous surveys use implied consent, but it is important potential participants receive enough information about the study to help them decide whether they wish to participant.  


	
	
	

	15) With questionnaires/interviews, will participants be given the option to skip questions and/or take a break?
Participant must be allowed to skip questions and/or take a break during data collection.


	
	
	

	16) Will data collection methods be tested prior to use with participants (e.g. informal rehearsal with colleague/student)?
Data collection methods should be tested prior to use with study participants. The testing will help ensure the data collection methods are not excessive and/or practical. This can involve informal testing with the study team and/or with peers.


	
	
	

	17) Will steps be taken to reduce the burden on participants (e.g. convenient appointments, expenses, and/or regular breaks)?
Every effort should be taken to reduce the burden and inconvenience for participants. These steps should be detailed in the protocol and participant information sheet.

	
	
	

	18) Will permission be secured to use existing/copyrighted data collection tools?
Permission should be secured prior to using any existing data collection tool with copyright.


	
	
	

	19) Will data management adhere to GCU policies, data protection legislation, and GDPR?
All studies should adhere to GCU data management policies and studies involving personal data must comply with data protection/GDPR legislation.


	
	
	

	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 and/or professional misconduct)?
The participant information sheet should explain confidentiality within the study and situations where confidentially might need to be broken. In extreme case this could lead to professional investigations etc.

	
	
	

	21) Will steps be taken to maintain participant anonymity (e.g. pseudonyms)?
Anonymisation of data should occur as soon as practically possible and certainly before being published.

	
	
	

	22) Will participants be told what data will be collected and how their data will be used (e.g. anonymous quotes)?
The participant information sheet should tell participants what information will be collected (e.g. name, age, occupation) and how it will be used (e.g. anonymous results in a journal).

	
	
	

	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?
GDPR expects participants to be told about the legal basis for processing data and who to contact if they have concerns about how their data has been handled. 
e.g. “the data controller for this study is Glasgow Caledonian University. Information for the study is being processed to perform of a task carried out in the public interest and on the basis of Article 6(1)(e) of the General Data Protection Regulation. Enquiries specifically relating to data protection should be made to the University’s Data Protection Officer (DPO). The DPO can be contacted by email: dataprotection@gcu.ac.uk. If you are unhappy with the response from the University, you have the right to lodge a complaint with the Information Commissioner’s Office (ICO). The ICO can be contacted by email: casework@ico.org.uk.”

	
	
	

	24) Will participants be told about what will happen to their data after the study has finished?
Participants should be told how their data will be managed after the study has been completed. This should include where it is stored, how it is stored, who has access, how long it will be held, when it will be destroyed, and how it will be destroyed.


	
	
	

	25) Will participants receive debriefing and/or follow-up support after the study (e.g. links to useful services)?
Participants should be offered formal/informal debriefing and support after the study. This can include signposting to support services and/or debriefing with a member of the study team.


	
	
	

	26) Will participants be advised to contact their GP  GP (or other relevant person/body) if any serious health concerns are highlighted during the study.
Depending on the nature if the study, data collection might reveal a serious health concern. In these situations, the study team has an obligation to inform the participant and advise them to speak to their General Practitioner about the finding. Some studies might choose to do this automatically for all participants, but this needs to be agreed with participants beforehand and consented.  


	
	
	

	27) Will participants be told how to access a summary of the study findings once it is completed?
Participants should be told how they can access the findings from the study and/or provided with a brief summary of the study findings.


	
	
	

	28) Will the study team be able to access emotional support and other assistance during the study to ensure their physical and emotional wellbeing?
Emotional support should be available for the study team e.g. Positive Living services at GCU and/or Occupational Health.


	
	
	

	29) Do the potential benefits of the study outweigh the possible risks associated with the study?
The potential benefits from a study must outweigh the possible harms for the study to be ethical.


	
	
	

	30) Will all serious adverse events that are related to the study and unexpected be documented and reported to the sponsor?
Unexpected study related events/incidents that result in death, life-threatening injury/illness, result in hospitalisation, or an extension of hospital admission should be reported to the study sponsor (e.g. GCU). 


	
	
	

	31) Does the study team and/or student have the necessary knowledge, skills, and competence to undertake the study?
The study team including students, must have the necessary knowledge, skills, competence to carry out their role and be properly supervised.


	
	
	

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

All study documents (e.g. consent form and participant information sheet) should be proof read and approved by the study team for accessibility, presentation, and accuracy.


	
	
	

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

The study team have an obligation to disclose any ethical issues not already covered in the EC1 form or the research protocol.


	
	
	

	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.  

    

	This space is used to expand and explain any NO answers to the above questions. It can also be used to provide details of any additional ethical considerations within the application.



	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). Please refer to the GCU Research and Project Risk Register template and the EC1 exemplar form (available on GCU HLS ethics web pages), if you want additional guidance on risk identification.


	Possible risks
	Level of risk

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

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

(e.g. acceptable)

	1) 

List the main risks or ethical concerns (see exemplar for examples)

	Estimate possible harm posed by the risk e.g. low, medium, or high.
	Estimate the likelihood of the risk happening e.g. low, medium, or high.
	Use the risk assessment matrix above the determine whether risk is acceptable or not.

	2) 


	
	
	

	3)


	
	
	

	4)


	
	
	

	5) 

Add more rows, if needed

	
	
	

	Risk mitigation


	Risk
	Steps taken to reduce and/or mitigate risks



	1)

List mitigation for each of the risks listed above


	Use this section to clearly explain what the risks are and the steps being taken by the study team to reduce the risk and/or mitigate any possible harms.



	2)


	

	3)


	

	4)


	

	5)


	

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



	Yes/No (please delete as appropriate)
Having completed the risk assessment above indicate whether the study has significant risks or not. 


	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: Full name

Signature:  Electronic or ink signature.
Date: Provide date when form was approved by chief investigator.


	Student carrying out the study (if applicable):

Name: Full name
Signature:  Electronic or ink signature.
Date: Provide date when form was approved by student.
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