
The following is the recommended format for subject information and consent forms, for studies using the Queen’s MRI Facility.  However, areas highlighted in red, must be included as written.
 INFORMATION/CONSENT FORM
TITLE OF PROJECT:  ​​​​​​​​​​​​​​​​​_________________________________________________________
BACKGROUND INFORMATION: (Overview of study)
You are being invited to participate in a research study directed by [name of PI].  The purpose of this study is to….  Participation in the study involves one visit to the Queen’s fMRI Facility in the lower level of the Cancer Research Institute, and will take about X hours.
DETAILS OF THE STUDY
1. What the aim of the study is:

Aim ….
2. Description of visits, dosage, tests to be performed as part of the study:

If you agree to participate, either your brain or spinal cord will be imaged while you are lying in a 3 Tesla magnetic resonance imaging (MRI) scanner in the Queen’s fMRI Facility, and your heart beat and breathing may be monitored.  The entire session may last up to 2 hours including getting ready for the study and positioned in the magnet etc.  This study involves a single visit to the lower level of the Cancer Research Institute for imaging. 
a) You will begin by filling out a checklist and questionnaire to make sure you are eligible. This will be completed first, and will take about 5 minutes.  If you are pregnant or are trying to conceive you will not be eligible. If there is any uncertainty regarding whether or not you are pregnant and you want to participate in the study, a pregnancy test must be done prior to the experiment.
b) Prior to the scan, the [ … visual/auditory/motor etc …] task that will be used for brain imaging studies will be shown to you, or you will be shown the [ … device …] used to [ … describe the stimulation …] for fMRI studies.
c) Please try to wear clothing containing no metal, or to bring a change of clothing.  Metal in zippers, snaps, and the wire and metal clasps in some bras can interfere with the imaging.  Many shoes contain metal as well.  You will be asked to remove or change out of any clothes that contain metal that will be near the area being imaged, and you will be asked to remove your shoes.  For imaging the brain and upper portion of the spinal cord, the snaps and zippers in jeans or other pants are far enough from the area being imaged that they do not cause a problem.
d) You will be asked to wear earplugs to protect your ears from the noise of the magnet.  You will still be able to hear the researchers over the two-way communication system with these earplugs in place.
e) You will be asked to lie on your back on the well-padded bed of the magnet.  Pillows will be placed under your legs for comfort and a blanket will be placed over your legs if you wish.  
f) For studies that require monitoring of your heart-beat and breathing, a small device that uses light to sense your blood flow will be clipped onto your finger.  A belt containing a flexible air-filled tube will be placed around the lower portion of your chest for monitoring your breathing.  You will be allowed to position this belt yourself, for your comfort.  
g) For brain imaging studies, a head coil will be placed over your head.  This is fitted with a mirror so that you can see out of the magnet towards your head or feet.  For spinal cord imaging studies you will lay on top of a flat spine coil that looks like part of the bed you are lying on.  You and the bed will then slide into a long tube (the magnet).
h) You will need to keep still while the images are taken.  To help you, we will make you as comfortable as possible and we will pack soft foam around your head if needed.
i) The MR system has a two-way intercom for communication.  During the imaging to map the function in your brain [ … describe what the volunteer will experience …].
j) At the end of the session, additional images will be taken of the anatomy (or structure) of your brain or spinal cord.
3. An explanation if special research techniques will be used(e.g. randomization, blinding, placebo control) :
The MRI scanning procedure is very much like other medical imaging used in hospitals, but you will not be exposed to x-rays. This MRI machine uses a strong magnet and radio waves to make images of the interior of your body. You will not feel either. The MRI being used in this study is a 3 Tesla MRI that is twice that used for most clinical imaging, although 3 tesla systems are becoming more common in hospitals. The levels of magnetism and radio waves used in the MRI have not been shown to cause harmful effects. However, the MR scanner uses a very strong magnet that will attract metal. Therefore ALL metallic objects must be removed from your person before you approach the scanner. If you have a cardiac pacemaker or a metallic clip in your body (e.g., an aneurysm clip in your brain or an I.U.D.) you should not participate in any MRI study. In addition, credit cards and other cards with magnetic strips should also be removed as these will be damaged. (These items will be kept safe for you).
You will be in voice contact with the operator, and the operator will be able to see you via a camera.  You may ask the operator to stop the experiment at any time.  You should ask to stop the experiment if you feel tired, claustrophobic, or uncomfortable.  
4. Alternative Therapies:

Does not apply.
5. Risks/Side-Effects:
There are no known risks involved with magnetic resonance imaging. However, the MR scanner uses a very strong magnet that will attract metal. Therefore ALL metallic or magnetic objects must be removed from your person before you approach the scanner.
6. Benefits

You will not get a personal medical benefit from participating in this study but your participation will help us to improve functional imaging of the brain and spinal cord.
7. Exclusions:
Due to the very high magnetic field you should not be a subject in any MRI experiment if you…: 

(any of the following)
a) have a history of head or eye injury involving metal fragments.
b) have ever worked in a metal shop
c) have some type of implanted electrical device (such as a cardiac pacemaker or neurostimulator)
d) have implanted metal objects as a result of surgery such as artificial joints, aneurysm clips, metal staples
e) have severe heart disease (including susceptibility to arrhythmias) or any other serious illness 
f) are, or may be, pregnant
g) are wearing metal braces on your teeth
h) have non-removable jewelry (body piercing)
i) … other study-specific exclusions …
8. Confidentiality
The findings of this study will be reported in scientific journals but your name will remain confidential.  Data from your images will be stored on a secure computer system and identified only with the date and a subject code.  Only the researchers directly related to this study will have access to the data files and the subject codes. You will not be identified in any publication or reports. 
Although this is not a diagnostic scan and any images obtained are for research purposes only, it is possible that the MR scan may disclose an unknown abnormality.  In this event, a medical imaging specialist will be asked to review the images and we would send a report to your physician.  The researchers directly involved with this procedure do not have the credentials to diagnose medical conditions. 
9. Voluntary nature of study/Freedom to withdraw or participate:

Your participation in this study is voluntary.  You may withdraw from this study at any time and your withdrawal will not affect your future medical care, academic standing, or career. 
10. Withdrawal of subject by principal investigator:

The study Director may decide to withdraw you from this study if: 
1) you do not meet the criteria in the Magnetic Resonance Screening Form.
2) you are unable to perform the tasks requested.
11. Liability: 


"In the event that you are injured as a result of taking study medication or of the study procedures, medical care will be provided to you until resolution of the medical problem.  

By signing this consent form, you do not waive your legal rights nor release the investigator(s) and sponsors from their legal and professional responsibilities."
12. Payment: Some studies compensate for subject's expenses and inconvenience.

You will receive $20 to cover your costs for parking, transportation to Queen’s, etc, for participating in this study.
SUBJECT STATEMENT AND SIGNATURE SECTION:
13. Description of how subject is informed of study (e.g. protocol read with doctor, consent form discussed).  List Principal Investigator and Department Head as contacts, and provide telephone numbers should subjects have questions or problems.  The format for this section is standard.
I have read and understand the consent form for this study.  I have had the purposes, procedures and technical language of this study explained to me.  I have been given sufficient time to consider the above information and to seek advice if I chose to do so.  I have had the opportunity to ask questions which have been answered to my satisfaction.  I have named Dr. ________________ at _______________ as the physician to be contacted for follow-up purposes.  I am voluntarily signing this form.  I will receive a copy of this consent form for my information.   If at any time I have further questions, problems or adverse events, I can contact
Dr. P.I. Name

Dr. Alternate Name 
Title

Title
Queen's University 
Queen's University 
Kingston, Ontario
Kingston, Ontario
K7L 3N6 
K7L 3N6
Phone: 
Phone:
Fax:
Fax:
If I have questions regarding my rights as a research subject I can contact

Dr. Albert Clark, Chair, Research Ethics Board at Queen’s Univ.  (1613)533-6081

By signing this consent form, I am indicating that I agree to participate in this study.

_______________________

_________________

Signature of Volunteer


Date

_______________________

_________________

Signature of Witness


Date
STATEMENT OF INVESTIGATOR:
I, or one of my colleagues, have carefully explained to the subject the nature of the above research study.  I certify that, to the best of my knowledge, the subject understands clearly the nature of the study and demands, benefits, and risks involved to participants in this study.


____________________________

_________________

Signature of Principal Investigator


Date
Please note:
IF A PARENT, GUARDIAN or PUBLIC TRUSTEE IS REQUIRED TO SIGN A CONSENT FORM, A SEPARATE FORM SHOULD BE DESIGNED FOR THEM SPECIFICALLY.

Participant Consent Form 

Project title:  ​​​​​​​​​​​​​​​​​​​​​​​​​​____________________________________________________
I have read the Letter of Information, have had the nature of the study explained to me, and I agree to participate.  All questions have been answered to my satisfaction.
Subject Name (please print):

















Signature:





 
Date: 






Individual responsible for
obtaining consent: 










Signature:





 
Date: 






Investigator: 











Signature:





 
Date: 
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