Notes of guidance for creating a Participant Information Sheet (PIS)

Please ensure the PIS is written using language and terms suitable for the target audience.  For example, avoid using research, technical or scientific terms if members of the general public are to be recruited. Where “or” or “…../…../…..” is included please delete as necessary.
(Enter Name of Centre)
Participant Information Sheet

Title of Study
Introductory statement e.g. We would like to invite you to take part in the above named study but before you decide, please read the following information.  
What is the purpose of this study?
Include a brief introduction to the area (background info), explain the aim of the study and why it is important.  This should be written in language comprehensible to the participant.
Who is doing the study? 
Provide details of who will be doing the study and where they are located.
State whether the study is being conducted as part of an educational qualification and include the names of any supervisors.
Who is being asked to participate? or Why have I been asked to participate?

State the criteria for inclusion in study and explain why you are recruiting specific groups/individuals.

What will be involved if I take part in this study?

A description of the methodology, including all relevant and important information, written in language comprehensible to the participant.  This should include what the participant will be required to do and how much of their time will be required, where the study will take place and any potential risks.
What are the advantages and disadvantages of taking part?

Briefly explain any benefits/advantages/disadvantages (including the time commitment) of taking part.  If there are none, state this.
Can I withdraw from the study at any time? 
Ensure the participant knows if/when they can withdraw from the study.  Include details of when they can withdraw (eg at any time/mid-interview/up to state number weeks post-interview) and state that they do not have to give a reason for withdrawing.  Inform them of any consequences which may arise due to their withdrawal eg explain what will happen to any data/information already obtained from them.  If the data forms part of a discussion/focus group session it may not be possible to remove it.  This should be clearly stated. 
Will the information obtained in the study be confidential? or Will the information I give be kept confidential?

Provide details regarding confidentiality of data obtained (eg where it will be kept, who will have access to which kinds of data, how it will be anonymised, if and when it will be destroyed etc).  If information is to be audio-recorded or videoed state clearly that this is the case and explain what will happen to the recordings. 
Are the data handling procedures in accordance with the Data Protection Act 1998?

What will happen to the results of the study?

Provide details of how the results will be used/disseminated ensuring anonymisation where appropriate 

Who has reviewed this study?
Ethical approval has been granted by the School of Healthcare Research Ethics Committee (state project reference number and date).
If you agree to take part, would like more information or have any questions or concerns about the study please contact………(Enter name, position and contact details of researcher/s) 

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