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Notes for the Guidance of Applicants

Information to Participants and Forms of Consent and Undertaking: A Model

1. Introduction
1.1. The following models are intended to assist you in drawing up a hand-out for the information of participants and a form of consent and undertaking. It is not possible to provide a pro-forma which would be appropriate for all eventualities. It is designed to provide a check-list of points to help you to ensure that you have included what should be included.
1.2. You should read carefully the notes for the guidance of applicants to ensure that you prepare forms which are relevant to your participant group. For example, the form of consent required from adults is different to that which is required from children who are not old enough to give consent in their own right, but require the consent of a parent or guardian on their behalf.
2. Information to prospective participants

2.1. Annexe 1 sets out the information which should be included in the hand-outs which you prepare for the information of prospective participants. You should use the model as a checklist to ensure that you have included all that is relevant. The points highlighted under the heading ‘Project Description’ may be not appropriate in all cases nor will all programmes involve remuneration, but it would be unusual for any of the other points highlighted not to be included.
3. Form of consent to participate

3.1. Annexe 2 provides a model form of consent. In the case of experimental programmes involving minors consent is obtained from the parent or guardian on behalf of the child, so the wording should be amended to reflect this.
3.2. The model does not provide for the form to be witnessed by a person other than the principal investigator. In most cases the witnessing of the form by an independent third party would not be considered necessary, but in experiments involving some physical exertion or examination (most notably in clinically-related programmes of research) it may be prudent to make provision for the form to be witnessed by a third party.
3.3. If participant groups are composed of people who could be considered particularly vulnerable, such as the visually impaired of the elderly and infirm, consideration should be given to whether provision should be made to have the form witnessed by a third party to whom the purpose of the programme has also been explained and who is competent to explain what is required to the participant and ensure that their interests have been protected.
Please do not include these guidance notes with your submission.
University of East London

[relevant campus address]

Research Integrity

The University adheres to its responsibility to promote and support the highest standard of rigour and integrity in all aspects of research; observing the appropriate ethical, legal and professional frameworks.
The University is committed to preserving your dignity, rights, safety and well​being and as such it is a mandatory requirement of the University that formal ethical approval, from the appropriate Research Ethics Committee, is granted before research with human participants or human data commences.
The Principal Investigator/Director of Studies
[Name(s)]

[Contact Address(es)]

[UEL telephone/email]
Student researcher
[Name(s)]

[Contact Address(es)]

[UEL telephone/email]
[Provide names of any external contractors or partner institutions involved in the research]
[Provide names of any funding bodies or research councils supporting the research]
Consent to Participate in a Research Study
The purpose of this letter is to provide you with the information that you need to consider whether to participate in this study.

Project Title
[full title of the programme]

Project Description

[description of the lay language including aims and objectives]

[explanation of the contribution of the contribution required as participants]

[explanation of what the participants will be asked to do e.g. description of experiments, focus groups, interviews, questionnaires etc]

[description of any hazard or risk]

[description of any likely after-effects, discomfort or distress which might be experienced]

[description of any after-care which might be required]
[For research involving under 16s or vulnerable groups, where true, a statement has been included on all information sheets that the investigators have passed appropriate Disclosure and Barring Service checks]
[A clear statement that where participants are in a dependent relationship with any of the researchers that participation in the research will have no impact on assessment / treatment / service-use or support]
[in the case of patients or participants undergoing treatment explain whether the programme forms of part of their treatment and whether or not any benefit is to be gained from their participation]

Confidentiality of the Data

[If the sample size is small, advice to participants that this may have implications for confidentiality / anonymity]
[If the research involves focus groups this may have implications for confidentiality / anonymity]
[A clear statement that, where possible, participants’ confidentiality will be maintained unless a disclosure is made that indicates that the participant or someone else is at serious risk of harm. Such disclosures may be reported to the relevant authority]
[description of how the data will be stored and what steps will be taken to protect its confidentiality]

[explanation of what will happen to the data once the programme has been completed]
[A statement that the data generated in the course of the research will be retained in accordance with the University’s Data Protection Policy]
Location
[description of the place at which the research is being carried out]

Remuneration
[give the amount, terms and conditions of any payment that will be made]

Disclaimer
Your participation in this study is voluntary, and you are free to withdraw at any time during the research. Should you choose to withdraw from the programme you may do so without disadvantage to yourself and without an obligation to give a reason. Please note that your data can be withdrawn up to the point of data analysis – after this point it may not be possible.
Ethical Approval for the research project has been granted by Research, Research Degrees and Ethics Sub-Committee (RRDE).
If you have any concerns regarding the conduct of the research in which you are being asked to participate, please contact: 

Catherine Hitchens, Research Integrity and Ethics Manager, Graduate School, EB 1.43

University of East London, Docklands Campus, London E16 2RD 

(Telephone: 020 8223 6683, Email: researchethics@uel.ac.uk)

For general enquiries about the research please contact the Principal Investigator on the contact details at the top of this sheet.

Annexe 2
UNIVERSITY OF EAST LONDON
Consent to Participate in a Programme Involving the Use of Human Participants.
[Please note that where the study involves different groups of participants, or different activities, e.g. parents, staff, questionnaires, focus groups etc., a separate information sheet and consent form may be appropriate for each]
[Please note that for children under 16 an age-appropriate assent form is required, as well as parental consent]
[Full title of the programme]

[Names of researchers]

Please tick as appropriate:
	
	YES
	NO

	I have read the information leaflet relating to the above programme of research in which I have been asked to participate and have been given a copy to keep. The nature and purposes of the research have been explained to me, and I have had the opportunity to discuss the details and ask questions about this information. I understand what is being proposed and the procedures in which I will be involved have been explained to me.


	
	

	[If participation is to be audio or video recorded, please state this and ask participants to confirm they consent]


	
	

	I understand that my involvement in this study, and particular data from this research, will remain strictly confidential as far as possible. Only the researchers involved in the study will have access to the data. (Please see below)

	
	

	I understand that maintaining strict confidentiality is subject to the following limitations:

[If the sample size is small, or focus groups are used state that that this may have implications for confidentiality / anonymity, if applicable]

[A clear statement that, where possible, participants’ confidentiality will be maintained unless a disclosure is made that indicates that the participant or someone else is at serious risk of harm. Such disclosures may be reported to the relevant authority]


	
	

	[Specify if anonymized quotes will be used in publications]

	
	

	[Specify if participant has the option to be named in publications]

	
	

	[Give proposed method(s) of publication dissemination of research findings]

	
	

	[If applicable, obtain participants’ permission to use the data in future research by your team]

	
	

	[If applicable, obtain participants’ permission to be contacted for future research studies by your team]

	
	

	It has been explained to me what will happen once the programme has been completed.


	
	

	I understand that my participation in this study is entirely voluntary, and I am free to withdraw at any time during the research without disadvantage to myself and without being obliged to give any reason. I understand that my data can be withdrawn up to the point of data analysis and that after this point it may not be possible.


	
	

	I hereby freely and fully consent to participate in the study which has been fully explained to me and for the information obtained to be used in relevant research publications.


	
	


Participant’s Name (BLOCK CAPITALS) …………………………………………………………………….

Participant’s Signature ………………………………………………………………………………………..

Investigator’s Name (BLOCK CAPITALS) …………………………………………………………………..

Investigator’s Signature ………………………………………………………………………………………

Date: ………………………….



June 2019
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