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ETHICS COMMITTEE
PROFORMA FOR ETHICAL OPINION
A favourable ethical opinion is required from the Ethics Committee for any proposed health or social care research involving human participants (including the use of their tissue / data) in the Bailiwick of Guernsey.
This proforma should be completed and submitted, together with a suitable covering letter and all study documentation to Tracey.mcclean@gov.gg
Summary of Proforma
The proforma consists of the following:
Part A
Part A should be completed by all applicants seeking a favourable ethical opinion from the Ethics Committee on a proposed research study. It provides details of the key contacts involved, a brief summary of the project and details of any existing favourable ethical opinion.

Part B
Part B provides details of any existing favourable ethical opinion or where such an opinion is being sought simultaneously.

Part C
Part C provides summary details of the research methodology and methods that will be used as part of the proposed study.

Part D
Part D provides a non-exhaustive list of suggested documentation that will be used as part of the research study. These documents should be dated and include version numbers (i.e. DATE MONTH YEAR, Version 1.0).
Part E
Part E provides a declaration to be signed by the Lead Investigator / Principal Researcher.
PART A
	Project title:





	Lead Investigator / Principal Researcher, contact details and qualifications:



Please also provide names, contact details, qualifications and their role in the project for all other individuals involved with the study:







	Brief summary of the project:





	Provide summary details of any existing favourable ethical opinion or where such an opinion is being sought simultaneously (please state ‘NONE’ where this does not apply):

NB. Part B of this proforma also needs to be completed where the study has already received a favourable ethical opinion (i.e. from a university as part of a degree course or from a recognised UK Research Ethics Committee).




PART B
Please complete the following to provide details of any existing favourable ethical opinion or where such an opinion is being sought simultaneously (i.e. from a university as part of a degree course or from a recognised UK Research Ethics Committee).
Please tick (✔) boxes as appropriate.
	I confirm that the proposed study is being submitted as part of a research degree through the …………………………………………………………. (please state name of university, college etc) and the relevant documentation has been attached.
Please also submit a copy of any letter of favourable opinion received from your University Research Ethics Committee (or equivalent).
	

	
	



	I confirm that the proposed study is being conducted as part of a multi-centre research study and has already received a favourable ethical opinion from the ………………………………………………………………………………. (please state name of relevant UK Research Ethics Committee). In such cases, all existing documentation should be submitted with this proforma, together with details / evidence of the existing favourable ethical opinion.
A cover letter should also be submitted clarifying how the study is being extended to Guernsey and Alderney and set out how the uniqueness of local services will be accommodated.
	

	
	






PART C

	Aims and objectives of the project:







	Project plan outlining the key milestones of the research:







	Project Duration (include proposed start / end dates and any intermediate target dates in between:







	Rationale for the project, this should be supported by a brief literature review:






	Research methodology (i.e. survey, RCT, phenomenology etc):







	Research context/setting:







	Sample, details of number, characteristics, sampling method and recruitment strategy:







	Data collection methods:








	Data Analysis methods:







	Perceived ethical issues around consent, potential harm, protection of anonymity and confidentiality, and any relationship issues which could be coercive. You need to indicate how you will address these issues.







	Any potential conflicts of interest including funding:







	How the results will be written up, disseminated and / or published:








PART D
This section should include details of all documentation being using as part of the research study. Documents should be dated, include version numbers (i.e. DATE MONTH YEAR, Version 1.0) and be on headed paper where appropriate (i.e. letters, consent forms etc).
Documentation is likely to include:
· Research Protocol (this will provide a full description of the research study, expanding on the summary provided within Parts A & C and specifying the procedures / process to be used [e.g. in recruiting participants, gathering / managing / analysing data etc])
· Information Sheet for Participants;
· Consent Forms;
· Any correspondence to be sent to individuals involved in the study;
· Interview schedules;
· Questionnaires and other data collection tools;
· CV of the principal researcher;
· A letter of support from degree supervisor or line manager, as appropriate;
· Confirmation of a favourable ethical opinion if sought elsewhere.


	Please list any additional documents submitted below:









PART E
I confirm that, to the best of my knowledge, the information provided above is correct and as complete as possible.
I acknowledge that, subject to receiving a favourable ethical opinion, summary information about this research study will be made publically available (as set out below).

Name of Lead Investigator / Principal Researcher:
…………………………………………………………………………..

Signature:

…………………………………………………………………………..

Date:
…………………………………………………………………………..
[bookmark: _heading=h.gjdgxs]

Information Publically Available
Please note that to meet the requirements of good research governance research studies that have been given a favourable ethical opinion by the Committee will be detailed on the gov.gg website under Research and Development. The information posted will include: 
· The name and contact details of the lead researcher;
· The title of the project;
· A brief summary of the study.
By submitting this proposal for ethical opinion, you are also agreeing to have this information hosted on the Research and Development web page should you receive a favourable ethical opinion by the Ethics Committee.

image1.png
== | States of

M‘\

Y= | Guernsey




