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Researchers Template Guidance for the Participant Information Sheet

This document is a guide to what may be required to be included in the Participant Information Sheet and should be read alongside the template Consent Form.  Both documents need to be adapted to suit the requirements of the study.

The link to the Privacy Notice for Research should be provided in the Participant Information Sheet. It may be helpful to provide bullet points covering the main points covered in the Privacy Notice for Research, for example:

· Who is collecting the data
· Where it is being collected from
· What will be done with data, including how it will be kept secure and who the data may be shared with
· When the data will be deleted
· Explains the lawful basis for why the personal data is/can be used

Rights as a data subject

Provide detail about their rights to their personal data. We advise inserting the following wording:
‘The UK GDPR provides you with the following rights in relation to your personal data: 
· The right to access the data we hold about you
· The right to rectify the data we hold about you
· The right to have the data we hold about you erase.
· The right to restrict how we process your data.
· The right to data portability
· The right to object to us processing the data we hold about you
Please note the extent to which these rights apply may vary and in some circumstances, rights may be restricted when the data is being used for research purposes.  We will always try to respond to concerns or queries that you may have. If you wish to exercise these rights, please contact us using the information provided in ‘Contact for further information’ section below’
Below are examples of the main points a Participant Information Sheet (PIS) should include:

The title of the research project 
If the title could be difficult to understand, then it should be explained in lay terms. 

Invitation paragraph
Explain that the prospective participant is being asked to take part in a research project. For example, you could say:
‘You are being invited to take part in a research project. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and discuss it with others if you wish. Ask us if there is anything that is not clear or if you would like more information. Take time to decide if you wish to take part.’

Online Surveys

See the guidance at Consent_for_questionnaires_and_surveys Although the completion and return of online surveys constitutes implied consent, it is advisable to explicitly state this and consider adding the link to the Research Participant Privacy Notice (see above) to the opening information statement to participants. Surveys that are not anonymous and request personable identifiable data will require a Participant Information Sheet to be provided.

What is the purpose of the project?
The background, aim and duration of the project should be given here.  Remember to be brief and don’t use overly complicated language that a lay person wouldn’t understand. 

Why have I been chosen?
You should explain how the participant was chosen and say how many other participants will be recruited.

Do I have to take part?
You should explain that taking part in the research is entirely voluntary and that refusal to agree to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled, and the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled. For example:
‘It is up to you to decide if you wish to take part or not. If you do decide to take part, you will be given this information sheet to keep (and be asked to sign a consent form) and you can still withdraw at any time without it affecting any benefits that you are entitled to in any way. You do not have to give a reason.”

What do I have to do? / What will happen to me if I take part?
You should state how long the participant will be involved in the research, how long the research will last (if this is different), how often they will need to participate and for how long each time.  You should explain if travel expenses are available. 
You should explain what exactly will happen (e.g. blood tests, interviews?) 
Where a participant is to be interviewed, it might be helpful to explain the questioning style (e.g. clarify if questions will enable open as well as closed answers to be given in relation to a particular topic, e.g. clarify which aspects of the topic participants should be able to discuss in-depth and which not in-depth).
You should explain the participant’s responsibilities, setting down clearly what you expect of them.
You should set out simply the research methods you intend to use i.e. focus groups, interviews, questionnaires etc. 
State if there are any lifestyle restrictions participating.

What are the possible disadvantages and risks of taking part?
Any reasonably foreseeable discomforts, disadvantages and risks need to be stated. 

What are the possible benefits of taking part?
Any benefits to the participants that can reasonably be expected should be stated.  However, where there is no intended benefit to the participant from taking part in the project this should be stated clearly.  It is important not to exaggerate the possible benefits to the participants during the project, this could be seen as coercive. 
For example, you could say:
‘Whilst there are no immediate benefits for those people participating in the project, it is hoped that this work will …’

Compensation for any inconvenience, time, and travel expenses etc
Any reimbursement made to compensate participants for taking part needs to be outlined here, ensuring it is not implied that being ‘paid to take part’.  If there may be any impact on taxed income including any effect on state benefits that may be received by participants should be stated.  See the Reimbursement of Participants protocol here.

Withdrawing from the study

Surveys – If the surveys are anonymous, it should be made clear that responses cannot be withdrawn once they are submitted

Interviews – If participants can withdraw their responses, they should be provided with a timeframe post interview completion up until which this can happen as it will not be possible to withdraw responses once analysis has begun (e.g. up to 2 weeks after the interview)

Focus Groups - Participants may withdraw prior to or during the focus group, however, due to the conversational nature of a focus group it will not be possible to withdraw any contributions already provided

Use, dissemination and storage of research data
This should be explained.  Also explain your plans for future publishing, archiving and re-use of the data where known, or be explicit about the potential for this to happen. If you intend to share this data with third parties, please detail who it will be shared with and why also state   the information will be anonymised/pseudonymised and explain the existence of any data sharing agreements in place to enable these data shares.

What will happen to my personal information?
Clarify any limits to confidentiality and anonymisation.  Explain how identifiable participants will be. If you intend to link this data with other datasets, detail which datasets will be used and how this will be done securely. Explain what will, and what could happen to the data. Explain when personal identifiable data will be deleted (as applicable)

What will happen to the results of the research project? 
You should state that all information collected about them will be kept secure and explain how information will be kept confidential.  Example paragraph:
‘All the contact information that we collect about you during the research will be kept strictly confidential and will be stored separately from the research data.  We will take steps wherever possible to anonymise the research data so that you will not be identified in any reports or publications. 
Sometimes it is not possible to keep everything confidential, for example if the participant discloses an intention to harm themselves or others.  If you feel that your research data collection methods may well solicit information about potential harm or abuse or other situations that require reporting, then potential participants should be informed about this possibility/obligation in the consent process.  Where, due to the nature of the research, it may not be possible to guarantee the anonymity of the data then the reasons for this should be stated here and any limits to anonymisation made clear to participants before they consent to take part.  Furthermore, the consequences to the participant from data not remaining confidential should be provided here. 
If a focus group is being used as a method of data collection, full anonymity cannot be guaranteed on behalf of the other focus group participants.  The consent form should clearly note this limitation. 
You should be able to tell the participants what will happen to the results of the research (i.e. when the results are likely to be published, whether they can obtain a copy of the published results) and add that they will not be identified in any report or publication.
Given the importance of research data for the future you need to include a statement indicating that the data collected during the project might be used for additional or subsequent research (this should be explicit on the participant consent form). or other purposes such as teaching, as indicated on the consent form template.

What type of information will be sought from me and why is the collection of this information relevant for achieving the research project’s objectives?
Please explain here.

Who is organising/ funding the research?
You should state the organisation or company that is sponsoring or funding the research.

Contact for further information
You should give the participant a contact point for further information. 
This can be your name, address, and telephone number or that of another researcher in the project. If this is a supervised-student project, the address and telephone number of the student’s supervisor should be included as well. The use of personal phone numbers and email addressed should be avoided. 

Ethics approval: This study has received ethics approval from the (state name of approving REC and Institution) ref XXXXXXX

Concerns or Complaints

Participants with any concerns or complaints should be advised to contact the PI/CI/Research Team for a local resolution in the first instance and if there are any issues or concerns about which participants remain dissatisfied, then the Research Ethics Team should be contacted via ResearchEthics@leeds.ac.uk who will then consider next steps.

Finally … 
The information sheet should state that the participant will be given a copy of the information sheet and, if appropriate, a signed consent form to keep.
Remember to thank the participants for taking the time to read through the information.
Version control is important. For example, use a table like the one below to keep track of the various versions of your documents:
	Project title
	Document type
	Version #
	Date

	
	Eg consent form for...
	
	



Additional question to include in an information sheet if the research involves producing recorded media:

Will I be recorded, and how will the recorded media be used?
You need to obtain the participants’ permission to record their activities on audio or video media.  You must ensure that there is a clear understanding as to how these recorded media will be used stored and accessed for instance, if you record a music or theatre performance, you must not publish or broadcast the recording, show it in public, or deposit it in an archive without the performers’ permission.  Storage (and eventual disposal) of interview recordings which contain sensitive material can also be an issue to address. For example:

‘The audio and/or video recordings of your activities made during this research will be used only for analysis and for illustration in conference presentations and lectures. No other use will be made of them without your written permission, and no one outside the project will be allowed access to the original recordings.’ 
If you plan to use the recording in a publication or broadcast or deposit it in an archive, it is often better to prepare and sign a separate release form for each item used.  You must ensure that all appropriate boxes have been agreed to, to avoid any future complications. For example, if an individual is not happy for data to be used in the future (even in an anonymised form) you should ensure it is explained that they would not fit the required criteria for the project aims and intended publications.  State if any audio or video imaging would be anonymised (e.g. sound distorted or image pixelated).  

Please contact the Information Governance Team at DPO@leeds.ac.uk for any data related queries regarding the use of images in research and for any ethics related queries contact ResearchEthics@leeds.ac.uk in the first instance.
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