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Dear Participant 
  <Insert Title of Project>
We would like to invite you to take part in our research study. Before you decide we would like you to understand why the research is being done and what it would involve for you if you took part. One of our team will go through the information with you and answer any questions you may have. We’d suggest this should take about <insert length of time> minutes.  (You should consider how and where to meet with potential participants and state this clearly). 
Talk to others about the study if you wish.  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.

1. What is the purpose of the study?

Researchers should state explicitly the project’s aims in language appropriate for their audience. If complex medical terminology is used, for example, Pneumococcal infections, please offer an explanation. Please provide clear information on the context of the study, why it is happening and the essential elements i.e. the condition or treatment under study. Purpose is an important consideration for subjects, and we recommend you present this clearly and succinctly. It is entirely reasonable for projects to be primarily educational and this purpose should also be made clear.
2.    Who is organising and funding the research?  
The research is funded by <Insert details>.
3. Why have I been invited?

Researchers should explain briefly why and how the participant was chosen (particularly if the approach is not being made by a health care worker) and how many other participants will be invited to be involved in the study. 

4. Do I have to take part?

Example Text (Please insert lay text appropriate to your project)
No. It is up to you to decide whether or not you wish to join the study.  We will describe the study and go through this information sheet. If you agree to take part, we will ask you to sign a consent form. 
5. What will happen to me if I take part?

Example Text (Please insert lay text appropriate to your project)
Your treatment and monitoring will continue as normal with the only addition being an extra blood test which will be taken when you attend your regular clinic appointment. (We will take 15 ml of blood which is approximately equivalent to 3 teaspoons full). 
6. What will I have to do?
State briefly and clearly what you will expect of your research subjects, for example the time commitment and type of tests involved. For medical studies researchers should include a short description of the drug, device or procedure to be administered and the stage of its development. Explain essential study requirements, e.g. attendance at all scheduled visits, keeping diaries, filling in questionnaires, etc. Any lifestyle, medical health product, or dietary restrictions should also be stated. For studies involving tests above and beyond routine treatment please insert additional text explaining what this will involve. If you will be undertaking any extra blood samples please quantify the amount of blood that will be taken (as above) in lay terminology, for e.g. ‘equivalent to 3 teaspoons of blood’.  
7. What are the possible benefits of taking part?

Example Text (Please insert lay text appropriate to your project)
Although this research may not directly benefit current patients using herceptin, research has shown it could result in a new technique for effectively monitoring heart function without the need for additional hospital visits for an echocardiogram procedure.  
8. Are there any possible disadvantages or risks of taking part?

Example Text (Please insert lay text appropriate to your project)
There are no disadvantages to taking part in the study, if you decide not to take part your treatment will not be affected in any way. 
Please also consider whether any of the following is relevant to your study:

· The uncovering of any unexpected findings: If you have indicated there is a possibility of uncovering unexpected and possibly clinically relevant findings during the course of research in the checklist in the RGEC Application Form please alert your prospective research subjects to this.

· The time burden/inconvenience to participants 
· Any drug side-effects

· The possible effects of the study on other aspects of medical care

Please include the following mandatory text for studies based at CISC involving imaging: The images that will be acquired are not for 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. The GP will then contact you if further tests are required. If you have any concerns about this please contact a member of staff.
9. What about confidentiality?
Example Text (Please insert lay text appropriate to your project)

All the information about your having taken part in this study and all information collected during the course of the research will be kept strictly confidential. (If applicable: Any information about you which leaves the hospital will have your name and address removed so you cannot be recognised from it).  All data will be stored securely. 

Please also consider whether any of the following is relevant to your study:

· Anonymity
· Security of data

· Issues related to the storage of materials 

· Access to records and disclosure of results/study sites

10. What will happen if I don’t want to carry on with the study?
Example Text (Please insert lay text appropriate to your project)

You are free to withdraw at any time and without giving a reason.  If you decide to withdraw or not join the study, this will not affect the standard of care you receive. We will also be happy to discuss with you what will happen to any data that has been collected up to the point of your withdrawal from the study.
11. What if there is a problem?

Example Text (Please insert lay text appropriate to your project)
If you have any concerns about any aspect of this study or complaints about the way you have been treated during the study or possible harm you might suffer, you should ask to speak with the researchers who will do their best to answer your questions. The researchers contact details are provided at the end of this Sheet. However, as you are not being asked to doing anything above and beyond the routine treatment that you would receive normally, it is not expected that any problems will occur.
12. Harm 

The Universities of Brighton and Sussex have insurance in place to cover their 
legal liabilities in the unlikely event harm should arise from this study. (If this is a clinical trial a clinical trials insurance policy will be required, researchers should contact Joanne Rogers J.Rogers@sussex.ac.ukto obtain the correct wording on insurance). 
13. What will happen to the results of the research study?

Example Text (Please insert lay text appropriate to your project)

The results of the study will be written and up and published in a scientific journal.

14. Who has approved this study? 

This study has received ethical approval from the Brighton and Sussex Medical School Research Governance and Ethics Committee (BSMS RGEC) / the National Research Ethics Committee [state name of REC] for conduct in the NHS / the IPGM Dissertation Pane / the School of Psychology Ethics Committee (please insert additional Committees/delete Committees as appropriate).
Thank you for taking the time to read this information sheet.
15.         Contact Details:

(Please provide names and contact details, including telephone numbers, for 2 researchers (the PI and research) participants can contact in the event of issues or problems arising).   




This is a template and starting point for your Participant Information Sheet (PIS). Researchers will need to refine and modify this template, adding wording appropriate to the needs of their study. Suggested wording is provided throughout in black text while instructions to researchers appear in grey. 


For examples of PIS and Consent Forms please refer to the NRES guidance at:


� HYPERLINK "http://www.hra-decisiontools.org.uk/consent/" �http://www.hra-decisiontools.org.uk/consent/�


Other examples of good practice are available at: ‘Application Form, Guidelines and Procedures’ on the Research Governance page, University of Sussex website. 
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