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PARTICIPANT INFORMATION SHEET 

This is a template participant information sheet (PIS) which researchers should refine according to the needs of their study. The Participant Information Sheet should be clear and unambiguous and written in jargon-free language appropriate for all potential participants. Complex medical and scientific terminology should be translated throughout. The sheet should be provided on paper featuring the Brighton and Sussex Medical School logo, with full contact details provided for the lead researcher and normally contain the following information and sub headings:
(PLEASE DELETE THE SECTIONS OF THIS TEMPLATE WHICH ARE NOT RELEVANT TO YOUR STUDY)
Study title 

The title should be simple and self-explanatory to a lay person.

Invitation Paragraph 

This paragraph should explain that the individual is being asked to take part in a research study. The following is an example of how this may be phrased:

‘We are inviting you to take part in a research study. Please take time to read the following information carefully and discuss it with others if you wish. Before you decide whether to take part, it is important for you to understand why the project is being done and what it will involve. Please ask if there is anything that is unclear, or if you would like more information. Take time to decide whether you wish to take part.’
1. What is the purpose of the study? 

The background and explicit aims of the study should be given here. Purpose is an important consideration for research participants and it should be presented clearly and succinctly. You should say how long the study will run and outline the overall design of the study. 
2. Why have I been invited to participate? 

You should explain how the individual was chosen to take part in the study and how many other people will be asked to participate.

3. Do I have to take part?
You should explain that taking part in the research is entirely voluntary. For example, you could say: -

'It is up to you to decide whether or not to take part. If you do decide to take part, you will be asked to sign a consent form. If you decide to take part, you are still free to withdraw at any time and without giving a reason'. 
If your study involves the recruitment of medical students you must explain that choosing to either take part or not take part in the study will have no impact on their marks, assessments or future studies.

4. What will happen to me if I take part? 

You should explain your methods of data collection, including what the individual will be asked to do and how much time will be involved.

5. What are the possible benefits of taking part? 

You should outline any direct benefits or none (see suggested wording below) for the individual and any other beneficial outcomes of the study, including furthering our understanding of the topic.
‘There are no direct benefits for you in taking part in this study. However, the study may help further our understanding of… This may help people with… in the future.’   

6. Are there any possible disadvantages or risks of taking part? 
You should describe any disadvantages or 'costs' involved in taking part in the study, including the time involved. Consider whether time burden/inconvenience to participants, possible drug side-effects or other consequences for participant wellbeing are relevant to the study.   
If your study will involve fMRI imaging, please include the following: -
‘The MRI images that will be acquired are not for clinical diagnostic purposes and the examination should not be considered an alternative to a proper medical consultation. However, very rarely something may be found in the images and an expert opinion sought. If there are any unexpected findings that need further tests, your GP will be contacted in the first instance with your permission. The GP will then contact you if further tests are required. If you have any concerns about this please contact a member of the team.’
7. What about confidentiality?
As a researcher, two principles are important here. Firstly, the ‘Common law duty of confidentiality’ by which all participants, unless specifically informed otherwise can expect that the researcher will treat what they have received with confidentiality. Secondly, the requirements of UK and EU data legislation that apply to all types of personal data that are received. Failure to act in accordance with the principles and requirements of either may be considered research misconduct.

You should explain that all information collected about the individual (‘personal data’) will be kept confidential (subject to legal limitations) and describe how confidentiality, privacy and anonymity will be ensured in the collection, storage and publication of research material:
‘All information collected about the individual (‘personal data’) will be kept confidential (subject to legal limitations) to ensure compliance with data protection legislation that researchers need to understand and follow. You, and your data, will be assigned a unique identifier that will be used to name the files. Outputs arising from the research (e.g. scientific publications) will not contain any personal data that would permit identification.

Your name and contact details will be stored separately from your data in a password protected file. This will be stored on a University server (research data is required to be stored on University servers such as OneDrive or BOX, and not on an individual researcher’s computer. Data storage should also be password protected).  and will never be shared with others.’
If you will be taking any special category personal data. ‘Special category data’ includes information about an individual’s race, ethnic origin, politics, religious and philosophical views, trade union membership, genetics, biometrics (where used for ID purposes), health, sex life, or sexual orientation. The participant is required to be informed clearly how long the data will be kept for, who it will be shared with, what safeguards will be used to make sure that it is safe and when it will be destroyed.
The fact that the outputs of the research will anonymise the data received does not mean that safeguards are not legally required for processing any type of personal data.
If it is a condition of your research funding that the research data must be shared and stored in a repository, you must explain how the data will be stored (for example with the Economic and Social Data Service or the UK Data Archive) and explain it will be anonymised.
If interview group/focus group face-to-face meetings are part of your research, consider stating something like: 

“All members of the group will sign on their Consent Form that they agree that anything they hear during a group session, including persona; details, they will keep confidential.”

In exceptional circumstances, for e.g. in the event of disclosure of suicidal ideation, or where a disclosure is made regarding your safety or that of others, the researcher will be legally required to pass that information on to an appropriate individual or agency.   

8. What will happen if I don’t want to carry on with the study?

For example, you could say: -

‘Taking part in the study is voluntary and you are free to withdraw your consent at any time, without giving a reason. We will be happy to discuss with you what will happen to any data that has been collected up until the point of your withdrawal from the study.’
‘You can ask to withdraw any of your data up until 7 days after your interview after which data analysis begins. Please contact the lead researcher if you no longer wish to join, or wish to withdraw from the project.’ 

9. What should I do if I want to take part? 

Explain exactly how the participant should provide their consent to participate in the study.
If you would like to take part then please email [name] (emailaddress@bsms.ac.uk).
10. What will happen to the results of the research study? 

You should tell the individual what will happen to the results of the research. Will they be used in your dissertation or thesis? For what degree? Will they be published? How can they obtain a copy of the published research? How long will any data be retained after collection?

[If not defined by the funder or other relevant stakeholder, the University’s Master Records Retention Schedule should be used for reference: (http://www.sussex.ac.uk/ogs/policies/information/recordsmanagementguidance).] 
Example: “The results will be used to… This will help… We hope that this will help improve future experiences for patients and their clinical teams. We will also produce a report and can send you a copy if you would like to give us your preferred contact details to do so/on the Consent Form.”

11. Who is organising and funding the research? 

You should explain that you are conducting the research as a student or member of staff at Brighton and Sussex Medical School (BSMS). You should also state the organisation that is funding the research (e.g. Economic and Social Research Council, Nuffield Foundation, Wellcome Trust, etc.) if appropriate.

12. Who has approved this study? 

You may state that the research has been approved by the Brighton and Sussex Medical School Research Governance and Ethics Committee (RGEC). Please also indicate the ethical review application number of the study (e.g. ER/BSMSAA01/1)
13. Who is responsible if something goes wrong?/What if there is a problem?
Example text: ‘If you have any concerns about any aspect of this study or about the way you have been approached or treated during the study, or how your information is handled during the course of the study you should contact the lead researcher who will do their best to answer your questions. Their contact details are provided at the end of this Sheet. 
Alternatively, you may wish to contact the University of Sussex Research Governance Office via: rgoffice@sussex.ac.uk.’
14. Contact for further information? 

You should give the individual a contact point (both phone and email) for further information. If the lead researcher is a student, contact details of the supervisor shall be provided. 
15. Insurance

Please add the following standard sentence to inform research participants about our insurance provision: 
“The Universities of Brighton and Sussex have insurance in place to cover their legal liabilities in respect of this study.”
Thank you 

Remember to thank the individual for taking time to read the information sheet:
Thank you for taking the time to read this information sheet
A note on version control  
The information sheet should be version controlled, i.e. the project title, version number and date of the finalised version should all feature in the footer of this document. 

E.g. Project Title; PIS & CF, 21 April 2020 ,version 1.
<Project Title>



Page 4 of 4






<Version Number>

<Date>

