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St. Francis Hospice

(Under the care of the Daughters of Charity of St. Vincent de Paul)

GUIDELINES regarding participant information LEAFLET     

A Participant Information Leaflet must be submitted with the application based on the following outline. This information leaflet should be written in clear non-technical English and aimed at the potential participants in the project, and not at members of the Research Ethics Committee. 

All the areas in the following outline should be included. For several of the areas, recommended wording is provided in italics and should be used if appropriate for the particular study.

1. Title of study: Indicate the title of the study.
2. Introduction: Provide a brief description of the research project, stating the purpose of the study, the procedures involved, and the extent of the participant's involvement, e.g. time span of participation, expected number of visits to the laboratory or clinic (maximum 5 lines).

3. Procedures: List the criteria for selection for being invited to participate in the study, e.g. that the participant has a particular complaint, is between certain ages, is not covered by the criteria for exclusion. Provide details the nature of the participant's involvement, including all procedures to be undertaken.
4. Benefits and risks: List any potential benefits of the study. List the material risks, discomforts and possible side effects involved in participating in the study. If the risks attaching to a treatment are unknown this should be stated. 
5. Confidentiality: Your identity will remain confidential. Your name will not be published and will not be disclosed to anyone outside the study group.

8. Voluntary Participation: If you decide to volunteer to participate in this study, you may withdraw at any time. If you decide not to participate, or if you withdraw, you will not be penalised and will not give up any benefits that you had before entering the study.
9.  Stopping the study: You understand that you may withdraw your participation in the study at any time. Your participation in the study may also cease if the study comes to an end, or if the investigator considers that your continuation in the study is not in your best interest.

10. Permission: State whether or not the study has Research Ethics Committee approval from all organisations involved in the study.
11. Further information: You can get more information or answers to your questions about the study, your participation in the study, and your rights, from.......(provide contact details)

If the study team learns of important new information that might affect your desire to remain in the study, you will be informed at once.
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