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Application for externally approved research projects
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Guidance for completing the EC3 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
	Dr Ben Parkinson
	Mark the subgroup you are wanting
	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) (N.B. student projects should secure ethical approval at GCU before seeking ethical approval externally): 

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.
N.B. the study sponsor is different from the study funder


	Study start date:
The date the study will start e.g. 01.05.24.



	Study end date:

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?*
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.


	Anticipated number of participants?

Provide an estimated sample size for the study.


	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.


	Ethical approval 



	What is the name of the ethics committee that approved this study?

Provide full name of approving ethics committee.


	

	When was ethical approval given?

Provide date that ethical approval was given by the external ethics committee.
	

	What is the reference number for the ethical approval?

Provide a reference number for the ethical approval.


	

	Who is the contact person for the ethical approval?

Provide contact details for a contact person within the external ethics committee.
	

	Are any other approvals necessary for this study (e.g. Caldicott)?

List any other approvals necessary for the study.


	

	When were these other approvals secured (if applicable)?

List dates for when each of the other approvals where secured.

	

	Checklist of items to submit with completed EC3 form. 



	Please check box for those items attached

	Yes
	No
	N/A

	1) Completed EC3 form


	
	
	

	2) Research protocol


	
	
	

	3) All study documents (e.g. participant information sheet, data collections tools, and consent forms).
	
	
	

	4) Proof of ethical approval

	
	
	

	5) Proof of gatekeeper approval (or other necessary approvals)

	
	
	

	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 (if applicable):

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