RCSI Bahrain sample research participant consent form. Revised Feb 2017.
Guidance notes:

This template has been based on the RCSI Dublin form, derived from the Beaumont Research Ethics Committee template.
· This is a Sample Consent Form to help you create your own Consent Form.

· A consent form should be clear, easy to understand and written in non-technical language. It should be pitched at the educational and language levels of the study participants.

· This template has been created to assist healthcare researchers to design Patient / study participant Consent Forms for research studies. You do not have to use this template – it is for your guidance only. The REC will determine whether your consent form meets its requirements.
· Not all lines or phrases in this template will apply to your particular study.  Please create your own forms using this template as a starting point. Do not include sections that do not apply.
· If your study does not involve patients, watch out for words like ‘patient,’ ‘future care,’  ‘medical care,’  ‘potential risks’ ‘medical records,’ and ‘storage and future use of information’ as they may not apply.
· All research participants must receive a consent form in their own language, or a language in which they are fully fluent. For study participants who are not fully fluent in English the consent form must be translated by a reliable method. (The gold standard is to translate the document to the second language. The document should then be re-translated by a separate translator back to the English and this version should be compared to the original English version. Any discrepancies should be corrected.) The steps taken to translate the document should be outlined to the REC. All versions / translations in use must be included in the REC documentation. 

RCSI Bahrain study participant consent form. Date:      
Title of Study: 

	I have read and understood the Information Leaflet about this research project.  The information has been fully explained to me and I have been able to ask questions, all of which have been answered to my satisfaction.
	Yes (
	No (

	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 medical care.
	Yes (
	No (

	I am aware of the potential risks of this research study.
	Yes (
	No (

	I give permission for researchers to look at my GP medical records to get information.  I have been assured that information about me will be kept private and confidential.
	Yes (
	No (

	I understand that an audio/and or video recording will be made and that I have the right to review and edit any transcripts to which I have contributed. 
	Yes (
	No (

	I have been given a copy of the Information Leaflet and this completed consent form for my records.
	Yes (
	No (

	Storage and future use of information:
I give permission for material/data to be stored for possible future research:

(a) related to the current study subject to research ethics committee approval

(b) related to the current study only if consent is obtained at the time of the future research subject to research ethics committee approval.
	a (
	b (

	I give permission  for  material/data  to  be  stored  for  possible  future research related to the current study without further consent being required subject to research ethics committee approval. 
	yes (
	no (

	I give permission for material/data to be stored for possible future research:

(a) unrelated to the current study subject to research ethics committee approval

(b) unrelated to the current study only if consent is obtained at the time of the future research subject to research ethics committee approval.
	a (
	b (

	I give permission for material/data to be stored for possible future research unrelated to the current study without further consent being required subject to research ethics committee approval. 
	yes (
	no (

	I give permission for publication of anonymised results.
	yes (
	no (


Participant Name (Block Capitals):  __________________________
Participant Signature: _______________________

Date:
____________

To be completed by the Principal Investigator (PI) or nominee. 

I have fully explained to the above study participant the nature and purpose of this study in a manner that they could understand. I have explained the risks involved as well as the possible benefits. I have invited them to ask questions on any aspect of the study that concerned them.

Name of PI or nominee (Block Capitals): ____________________________



Signature: ______________________
Date: ___________
____
3 copies to be made: 1 for patient, 1 for PI and 1 for medical records (if relevant).

