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Participant Information Sheet 
 (Date, Version)

Guidance for Participant Information Sheets (DELETE PRIOR TO HRA SUBMISSION)
· Use plain English - Avoid acronyms, unnecessary jargon and medical terms - remember the audience is likely to be lay people
· Be welcoming - Remember this is an invitation so make it inviting 
· Keep it simple - why have you invited this person, why should they take part, what do you want them to do, what will happen to any information they give you
· Think about how to explain the study and what is required of participants in as accessible way as possible. 
· Be careful of negatives - avoid saying things like you will not be paid, there is no benefit to you - even if true, wording it like this is off-putting
· Be kind with your wording - remember this is somebody's life - you might be studying poor life outcomes, links to morbidity, Increased risk of suicide - but don't forget this is personal to the person reading the PIS as a potential participant
· Make it accessible- can you have an easy read version? Have a newsletter layout perhaps with an index, images, offer a video, a flowchart, translation options
· Photos of the main researchers can help people feel connected to the Study
· Where to get help - research what organisations will be relevant / local to your participants - don't just put the Samaritans 
· You need to get this right as your research relies on people agreeing to be participants and this is your first and possibly only contact with them

This Template has been adapted from a REC and HRA approved PIS used in IRAS 312765, GIVE 3. Public and Patient involvement experts provided significant input into the design and content of this template. Additionally, the HRA PIS template (2017) and the HRA Quality Standards, and Design and Review Principles for participant information have been observed and incorporated. 

Each PIS sub-heading has either guidance on what to include or a suggested text which you may choose to use. 
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· Study information:

Title (and shorthand) and researcher name+ contact details


Equality & Diversity statement

We want our research tools to be as accessible and inclusive as possible regardless of age, disability, gender, ethnicity, religion or sexual orientation. If you have any individual needs concerning this information sheet e.g. larger print, printed on yellow paper, or a different language for instance, please speak to the research assistant (see the end of this information sheet for contact details).

Why is the study being done?

Explain here: What is the nature of the study you are proposing? Why are you doing this research? What is already known? How many will be involved in the study? Etc. You should try to keep this brief and avoiding cutting and pasting directly from a protocol; keep your language understandable.

Why have I been invited to take part?

Suggested text: We would like to invite you to take part in the above study. To help you decide whether you would like to take part, it is important that you understand why the study is being done, and what it will involve. Please read the information below carefully and ask questions if anything is not clear, and take time to decide if you would like to be involved.

Explain here the participant identification activities that have taken place and list the inclusion criteria that have led to this person being contacted.

There may be specific issues to address here when you are inviting someone else to give consent on behalf of another, or you are consulting someone to give their opinion on the inclusion of another (e.g. adults not able to consent for themselves)


· Deciding whether to take part 
Do I have to take part?

Suggested text: No, it is up to you to decide whether or not you want to take part. Even if you do decide to take part, you can change your mind at any time without having to give a reason. Your decisions will not affect any care you may be receiving from a care team if you have one or any other support services you may be receiving.


Are there any reasons why I wouldn't be able to take part?

Explain: any exclusion criteria that may mean that the participant will not be able to go on to take part in the research after screening

What will happen if I am eligible to take part? 

You should give potential participants an idea of what they should expect if they agree to take part. It is important that you consider their perspective and likely view of any impacts on them, their lives and those close to them. Potential participants need to know what they are being asked to give consent to.

[bookmark: _GoBack]Consider including a timeline or flowchart of the visits involved in the study and explaining arrangements for reimbursement of time and/or travel. It is also helpful to indicate the duration of visits and whether refreshments will be provided.
How will we use information about you?
Please include here the standard HRA transparency text for PIS - available here: https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/transparency-wording-for-all-sponsors/ 
If anonymised data will be stored on a research database please explain here
If audio recordings or video recordings will be taken of participants, please include details here. 
What are your choices about how your information is used?
Please include here the standard HRA transparency text for PIS - available here: https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/data-protection-and-information-governance/gdpr-guidance/templates/transparency-wording-for-all-sponsors/ 

Where can you find out more about how your information is used?
You can find out more about how we use your information 
· at www.hra.nhs.uk/information-about-patients/
· our leaflet available from http://www.hra.nhs.uk/patientdataandresearch
· by asking one of the research team
· by sending an email to Researchgovernance@spft.nhs.uk, or 
· by ringing us on 0300 304 0088. 

If you decide not to take part, you do not need to read further and we thank you for your time.


· What would taking part in the study involve?

Explain here: the next steps to be taken if the participant chooses to take part - e.g. making contact with the research team, arranging a screening visit, providing consent.

Where would I have to go?

Explain here whether visits will take place at the participants home or elsewhere. Explain any arrangements for reimbursement of travel costs.

What are the possible benefits of taking part?

It is likely that you cannot guarantee any specific benefits, and this should be made clear to potential participants. However, research does deliver wider benefits to society / others with a similar condition and some indirect benefits might be foreseeable for participants themselves. 

What are the possible risks of taking part?

You should include details of all significant risks of harm, risks to confidentiality and psychological risk. 

Try to describe the likelihood of adverse things happening, as well as severity in language all potential participants are likely to understand
  
· Things that you need to know if you participate
What happens if something goes wrong?

Suggested text: Whilst we hope that taking part in the study will be a positive experience, in the unlikely event that you feel any harm has been caused to you, please do not hesitate to get in touch using the contact details below. If you then want to take the matter further, you can seek independent advice, but there are no special compensation arrangements. If you are harmed by someone’s negligence, then you may have grounds for a legal action, but you may have to pay for it. 


If you would like to make a complaint regarding your treatment and participation in this study, or have any comments that you would like to share, please contact: 
Sarah Styles
Research and Development Department
Sussex Partnership NHS Foundation Trust
0300 3040088
Researchgovernance@spft.nhs.uk

If you would like to speak to someone independent of the research team, for more information or if something goes wrong, you can speak to your local PALS (Patient Advice and Liaison Service).

pals@spft.nhs.uk


What will happen to the results of the research?

Explain arrangements for dissemination of the findings. A summary of findings must be available to participants shortly after the end of the study. 

Who is organising and paying for the research?

Suggested text: The research is being paid for by xxxx and is sponsored by Sussex Partnership NHS Foundation Trust. The research is being carried out by researchers from [list organisations]

Who has approved the research?

Suggested text: This study had been considered and approved by the [insert] Research Ethics Committee. This committee has checked that patients have been given enough information to make an informed choice about whether or not to take part.

Where can I get more information?

Suggested text: For general information about taking part in research you can contact your local NHS Trusts’ research and development department:

research@spft.nhs.uk

If you need further information about this specific study, please contact a member of the research team. You can contact the team at any time using the following email address:

[insert email address]

If you would prefer to contact the research team by phone, the name and telephone number of the research assistant is given below. They can be reached during office hours, Monday to Friday:

                  	Research Assistants contact details		


· Next Steps:
If you would like to take part in the study, or to find out further information, please call:

		Provide contact details here











Thank you for taking the time to read this information sheet.
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