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St. Francis Hospice

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

GUIDELINES FOR CONSENT FORM

The Consent Form is a legal document in which the research project must be comprehensible to a reader without reference to the Participant Information Leaflet. It needs to contain Project Title, names of the Principal Investigators and a summary of what will be involved for a participant. This summary should be written in the first person since the signatory is agreeing to undertake whatever procedures are involved. 

Participants must agree that they understand what is involved in participation in the research study, consent to take part on a voluntary basis. In addition, they indicate that they understand that they may withdraw at any time at their request or be withdrawn by the investigator without any affect on access to services or legal rights. 

If appropriate, you may also wish to obtain agreement to:

· use of data in other future studies without the need for additional consent.

· access to non-anonymised patient records.

· waiver of intellectual property rights 

· consent to possible publication of results

If a commercial sponsoring body is involved, you need to name the sponsor and obtain consent for a copy of the signed form to be sent to that body.

The form needs to be signed by the consenter (or a parent or guardian in the case of the participant being unable to understand the scope, nature or significance of the study or in the case of the participant being under 18 years) and dated.

The above section must be followed by a signed declaration by the researcher that s/he:

· Has explained the study.

· Has answered questions.

· Believes that the participant understands and is freely giving consent.

The researcher should retain the original of the signed form in a secure file, give one copy to the participant, and send one copy to the sponsor (if appropriate).

TEMPLATE FOR INFORMED CONSENT FORM
PROJECT TITLE: 



PRINCIPAL INVESTIGATOR(S):  


BACKGROUND

(Provide short summary of what project involves for participants, including the procedures to be carried out and the assurance of confidentiality.  Ensure that language is written in a manner that is understood by the person reading the information). 

DECLARATION:

I have read, or had read to me, the information leaflet for this study. I have had the time to consider whether to take part in the study. I understand that I don’t have to take part in this study and that I can opt out at any time. I understand that I don’t have to give a reason for opting out and I understand that opting out won’t affect my future care.  I have had the opportunity to ask questions about the study and all my questions have been answered to my satisfaction. I freely and voluntarily agree to be part of this research study. I have received a copy of this agreement.

PARTICIPANT'S NAME:_____________________________________________________
CONTACT DETAILS:________________________________________________________
PARTICIPANT'S SIGNATURE:_______________________________________________
Date:_____________________

In cases where the participant is incapable of comprehending the nature, significance and scope of the consent required or is under 18 years old, the form must be signed by a person legally competent to give consent.

NAME OF PERSON CONSENTING :_____________________________________________
SIGNATURE:​​​​​​​​_________________________________________________________________

RELATION TO PARTICIPANT __________________________________________________
Statement of investigator's responsibility: I have explained the nature and purpose of this research study, the procedures to be undertaken and any risks that may be involved. I have offered to answer any questions and fully answered such questions. I believe that the participant understands my explanation and has freely given informed consent.

INVESTIGATOR’S SIGNATURE:_______________________________

Date:_________________________________
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