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Participant Information Leaflet for [insert target group – if more than one will be involved]
	Study Title:
	Enter study title here

	Investigator(s):
	Enter the name(s) of researcher(s) who will be working with the participants here. If any investigators are external to Warwick, please ensure their organisation is included next to their name.


[bookmark: Text4]
Introduction

You are invited to take part in a research study. Before you decide, you need to understand why the research is being done and what it would involve for you. Please take the time to read the following information carefully. Talk to others about the study if you wish.

Please ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.

Who is organising and funding the study?

Explain who is organising and funding the project. If you are conducting this study as part of your University course and it is not funded by an external body, please state that here.

What is the study about?

Explain the purpose of the study (please use lay language and avoid acronyms)

What would taking part involve?

Clearly outline in lay terms what taking part in the study will involve for the participant. Please consider the following:
· what exactly will happen, for example: access to personal information, questionnaires, interviews, discussion groups, measurements, blood tests, sample collection, x-rays etc. (give details about what the questions/measurements will be relating to); 
· how long the participant will be involved in the research;
· how often they will need to attend: meet a researcher, attend a focus group, visit a clinic or their GP etc. (as appropriate);
· how long these visits will be;
· whether any interviews/focus groups will be audio or video recorded. 

Do I have to take part?

No. Participation in this study is completely voluntary and choosing not to take part will not affect you [or your medical care/student grades etc.] in any way. You can also choose to withdraw your participation without giving a reason by contacting one of the research team. Further details about withdrawing from the study are provided later on in this document. 

What are the possible benefits of taking part in this study?

Detail any possible benefits that the participant may get from taking part in this study and/or the wider benefits to society that may result from the study if there are no direct benefits to individual participants.

Please note that expenses/payments should not be presented as a benefit to participation. 

What are the possible disadvantages, side effects or risks, of taking part in this study?

Detail any possible disadvantages that the participant might experience. If anything is identified, detail what action will be taken. Think about this from the perspective of the participant.

Expenses and payments

Explain whether the participant will be reimbursed for their participation in the study or will receive any form of payment/token for their time. If not, this should be clearly stated. 

Will my taking part be kept confidential?


Give information about how participants’ data will be kept confidential. Please state in lay terms:
· how their data will be collected (paper forms, webform, app, in person)
· for what purpose their data will be processed
· how data will be de-identified (i.e. participants will be given a study number to protect their identity and the code linking this will be stored separately to the research data);
· how data will be stored securely during the data collection period; for the duration of the research project and beyond
· consider any special category data and the additional safeguards to be afforded to such
· who will be able to access the data; 
· you should also provide details on whether any personal data will be transferred or shared to other organisations outside of the University for this project (if known);
· outline where there may be limits to maintaining confidentiality e.g. if a participant were to disclose that they, and/or others, may be at risk of harm, there is a duty of care to report this to the relevant authorities;
· consider whether direct quotes will be used in the research report/publication where individuals could be identified directly or indirectly- if so this needs to be explicit.

Note. If you have a way of linking data back to an individual, the data is pseudonymised and participants cannot be told participation is anonymous. Transparency to research participants about what will happen to their data is key.

What will happen to the data collected about me?

As a publicly-funded organisation, the University of Warwick have to ensure that it is in the public interest when we use personally-identifiable information from people who have agreed to take part in research. This means that when you agree to take part in a research study, such as this, we will use your data in the ways needed to conduct and analyse the research study.

We will be using information from you in order to undertake this study and will act as the data controller for this study. We are committed to protecting the rights of individuals in line with data protection legislation. (If Warwick are not the data controller or there are other data controllers involved in the project, this should be included here). The University of Warwick will keep identifiable (delete if not applicable) information about you [for x years after the study has finished/ until x]. 
Include/delete the below as applicable: 
1) No identifiable data will be collected from you as part of this study. This means that once your responses have been submitted to the research team, it will not be possible to withdraw this data as your individual responses cannot be identified. (NB email addresses/contact details for the purpose of setting up interviews and IP addresses (online questionnaires) are identifiable so if these are being collected this needs to be clear. Similarly, consider whether you have given the option for participants to provide their contact details for a copy of the study results).
2) Research data will be anonymised as quickly as possible after data collection and it will not be possible to withdraw your data after this point (please specify when this will be. If email addresses are being collected for the purposes of arranging interviews etc. make it clear what this data will be used for and at what point this will be deleted.) 
3) Research data will be pseudonymised as quickly as possible after data collection. This means all direct and indirect identifiers will be removed from the research data and will be replaced with a participant number. The key to identification will be stored separately and securely to the research data to safeguard your identity. (Please specify whether it is possible to withdraw data, and up to what point it will not be possible to withdraw data- this needs to be explicit). 

Data Sharing

If data will be shared outside the University for this study, please provide details of the other organisations. – Note: Data Processing/Sharing Agreements should have been provided and approved by the University.

Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate. The University of Warwick has in place policies and procedures to keep your data safe. 

This data may also be used for future research, including impact activities following review and approval by an independent Research Ethics Committee and subject to your consent at the outset of this research project. (Make sure there is reference to future use on the consent form). If there is no possible future use of the data, please delete this section.

For further information, please refer to the University of Warwick Research Privacy Notice which is available here: https://warwick.ac.uk/services/idc/dataprotection/privacynotices/researchprivacynotice or by contacting the Legal and Compliance Team at infocompliance@warwick.ac.uk. 

What will happen if I don’t want to carry on being part of the study?

Ensure it is clear that participation is entirely voluntary, and a decision to withdraw participation from the study without giving a reason, would not affect them in any way. Detail the process of how they do this, including who to contact. Please note withdrawing participation is separate to withdrawing data that has already been collected during the study. Please ensure the process for withdrawal of participation and withdrawal of data (if possible- consider whether it is possible to identify the participant) is clear.   
Please note that if you withdraw from the study, it will not be possible to withdraw your data after [insert time period or date], after which point the data will have been anonymised OR it will not be possible to withdraw your data which have already been collected because they have been anonymised. To safeguard your rights, we will use the minimum personally-identifiable information possible and keep the data secure in line with the University’s Information and Data Compliance policies. (Delete reference to identifiable data if none will be collected). 
What will happen to the results of the study?

Explain what will happen to the results, whether the study is going to be submitted to any journals for publication and where the results might be discussed and/or whether the data will be deposited in an archive.

Who has reviewed the study?
This study has been reviewed and given favourable opinion by the University of Warwick’s Humanities and Social Science Research Ethics Committee (HSSREC)/Biomedical & Scientific Research Ethics Committee (BSREC): Insert your HSSREC/BSREC reference number here (given to you during the course of the review process). (Delete as applicable)

Who should I contact if I want further information?
Include the name and contact details for the lead researcher and supervisor for student projects. 

Who should I contact if I wish to make a complaint?

Any complaint about the way you have been dealt with during the study or any possible harm you might have suffered will be addressed.  Please address your complaint to the person below, who is a senior University of Warwick official entirely independent of this study:

Head of Research Governance
Research & Impact Services
University House
University of Warwick
Coventry
CV4 8UW
Email: researchgovernance@warwick.ac.uk 
Tel: 02476 575733

If you wish to raise a complaint on how we have handled your personal data, you can contact our Data Protection Officer who will investigate the matter: DPO@warwick.ac.uk. 

If you are not satisfied with our response or believe we are processing your personal data in a way that is not lawful you can complain to the Information Commissioner’s Office (ICO).

Thank you for taking the time to read this Participant Information Leaflet
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