Dental School Research Ethics Committee

PARTICIPANT INFORMATION SHEET
This document gives guidance on the information to be contained in information sheets for volunteers taking part in non- clinical research.

Potential recruits to your research study must be given sufficient information to allow them to decide whether or not they want to take part.  An Information Sheet should contain information under the headings given below where appropriate.  It should be written in simple, non-technical terms and be easily understood by a lay person.  Use short words, sentences and paragraphs.  

1.
Study title
Is the title self explanatory to a lay person?  If not, a simplified title should be included.

2.
Invitation paragraph
This should explain that the subject is being asked to take part in a research study.  The following is a suitable example:

‘You are being invited to take part in a research study.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others 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.

Thank you for reading this.’

3.
What is the purpose of the study?
The background and aim of the study should be given here.  Also mention the duration of the study.

4.
Why have I been chosen?
You should explain how the participant was chosen and how many other participants will be studied.

5.
Do I have to take part?

You should explain that taking part in the research is entirely voluntary.  You could use the following paragraph:-

‘It is up to you to decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and 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”  

6.
What will happen to me if I take part?
You should say how long the subject will be involved in the research, how long the research will last (if this is different), 
7.      What about confidentiality?
Explain what arrangements are in place to ensure the confidentiality.

8.
What do I have to do?

Explain in simple terms what the participant is required to do.
9. Are there any risks?
Explain what, if any mechanisms are in place to compensate the participant in the event of an adverse event

10.
What will happen to the results of the research study?
You should be able to tell the subjects what will happen to the results of the research.  When are the results likely to be published?  Where can they obtain a copy of the published results?  Will they be told which arm of the study they were in?  You might add that they will not be identified in any report/publication.

11.
Who is organising and funding the research?
You should say who is organising and funding the research.
12.
Contact for Further Information
You should give the volunteer a contact point for further information.  
It is important that all forms have a version number and date, included as a footnote.

