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YOUR TITLE HERE
Investigators: YOUR NAME HERE
INFORMED CONSENT FORM

MONTREAL NEUROLOGICAL INSTITUTE AND HOSPITAL

McConnell Brain Imaging Centre

You have been invited to participate in this brain imaging study. Please read this consent information attentively: it explains the procedure and your rights to information, confidentiality and of withdrawing from the study at any time. 
1. REASON FOR THE STUDY
Brief description of the rationale and motivation for the study, in lay language.
2. PROCEDURES
Magnetoencephalography (MEG):  MEG measures the magnetic fields generated by the tiny electrical currents that flow in your brain. The measures are performed without injecting any compound in your body, and without impressing external energy or radiation. The MEG instrument is just sensitive to very small magnetic fields and is able to pick up activity from your brain. Because it is so sensitive, you and the instrument must sit in a quiet environment, where there is less electromagnetic waves generated by computers, cell phones, traffic, etc. You will therefore be required to stay in the special room that has been shown to you by the investigator during the time of the test. This room is made of several layers of metal that are very good at filtering the electromagnetic perturbations from outside that could affect the quality of the data. For this reason, you will be asked to change to a hospital gown to make sure your clothes or particles on their fabric do not alter data quality: you will be able to change in a dedicated, private locker room right outside the MEG suite. The MEG operator will tape a few electrodes on your torso (for monitoring heartbeats) and on your forehead and cheeks (for monitoring eye movements): this is to control for possible, normal, magnetic artifacts generated by eye movements and the heartbeats. The operator will also tape about 4 additional electrode-like sensors on your head to monitor your head position inside the MEG instrument. Finally, the operator will use a pencil-like device to acquire the shape of your head in 3 dimensions. This will also be useful to the quality of the data analysis. 

You will be asked to perform the test either while seating on the MEG chair or laying flat on a bed. Only the top, back and sides of your head will be covered by the MEG helmet. At all times, you will be able to communicate by talking with the MEG operator who will be sitting immediately outside the MEG room. The MEG operator will also be able to see you, through a video system. If you do not feel comfortable at any moment during the test, please speak up, wave your hands or simply stand-up and walk out of the room: you will be able to open the MEG room door from the inside.  

Electroencephalography (EEG) (suggestion to add if EEG is needed):  To measure an Electro-EncephaloGram EEG, we will place a maximum of 56 electrodes over your head. This technique will be used to measure brain bioelectrical signals and requires good contacts between electrodes and the skin. Electric contact between electrodes and the skin will be obtained using an abrasive gel. The electrodes will be either attached to an EEG elastic cap that will be placed over your head or placed one after the other. EEG installation will be performed before the beginning of the MEG session.
(Description of the protocol to be updated accordingly, an example is provided here)


The MEG data collection may consist of episodes where the operator will ask you to rest under the MEG helmet for 2 segments of 5 minutes each with eyes open (10 minutes total). The session will be complemented by a series of basic MEG tests consisting of 1) repetitions of visual stimulations where you will be asked to detect changes in the visual patterns presented (visual attention tasks: 10 minutes); 2) segments where you will be asked to play the video game used in the training program (duration: about 10 minutes). The overall duration of the MEG session is expected to last about 30 minutes. The operator will remind you not to move your head during the test, because head movements degrade the quality of the data. Overall, the MEG test session is expected to last about 1 hour.  This session will be repeated 3 times along the training program, which total duration is 3 months: 1 at baseline before you are started with the program, 1 half-way through the program (day 45) and 1 when the program is completed (day 90). Again, you need to let the investigator know that you want to take a longer break between episodes or to bring the session to a close. If you think you would feel more comfortable in the MEG room with somebody else sitting next to you, it is entirely possible and you need to inform the investigator about it.   

Magnetic Resonance Imaging (MRI): MRI provides images of the shape and structure of the brain. It is considered to be complementary to MEG (see above) and this is why your brain will be scanned with MRI before or after the MEG test is completed. MRI is extensively used in hospitals and other research centers. It is considered to be a safe technique but because strong magnetic fields are used to generate the images, you need to answer the MRI questionnaire that will be provided by the investigator. You need to disclose all possible contraindications that are listed in the next section of this document (Section 3). The MRI instrument generates a collection of loud noises that are similar to alarm sounds or to sounds of power tools: this is normal. You will be provided with ear plugs for a greater comfort. After you have changed in a hospital gown, the MRI operator will ask you to rest on a table bed that will slide into the MRI tunnel. The operator will be able to see you and hear you at all times, so if you feel uncomfortable, just let him know by speaking up, waving your hands or pressing the emergency switch that you will be holding in your hand. Please do not move during image acquisition, because movement severely degrades image quality. Overall, the MRI session should last less than 15 minutes.

3.
CONTRAINDICATIONS
The following are contraindications for this magnetic resonance study:

· Pacemaker





· Aneurysm Clip

· Heart/Vascular Clip

· Prosthetic Valve

· Metal Prosthesis

· Pregnancy

· Claustrophobia

· Metal fragments in body

· Transdermal Patches(Must be removed prior to scanning. Subject is advised to bring an additional patch to reapply post scanning)

4.
ADVANTAGES OF THE PROPOSED STUDY
There is no direct benefit to you in participating in the study: the purpose is for scientific research, not medical diagnosis or treatment. 
5.
DISADVANTAGES OF THE PROPOSED STUDY
There is no significant anticipated disadvantage in participating in the study. All the procedures used in the study are standard for scientific research and are applied by many groups in Canada and worldwide. You need to inform the investigator about possible contraindications from your condition, as listed above in section 3 and in the MRI questionnaire. During the imaging tests, you may experience discomfort or dizziness because you will be in a confined environment for the duration of the tests. If this happens, you can communicate with the operator at all times and request a break or the interruption of your participation.
6.
CONFIDENTIAL NATURE OF THIS STUDY
Confidentiality of your personal information will be protected: the only persons who will be aware of your identity and medical conditions will be the principal investigator and his coinvestigators. The Research Ethics Board or quality Assurance Officers may audit your data. Confidentiality will be guaranteed by coding all your personal information and the key-code will be kept in a separate secure location. Only coded data will be used for publication purposes. Note that in the case of publication of the results, your coded data might be made available in a data repository to other researchers for subsequent studies, and/or to ensure reproducibility of the results. There retention of the data and of identifiable information will be at least for a duration of 10 years. Follow-up studies may be requested.

You are informed that any secondary use of the data would be restricted to a research protocol in the same or related area of study and that it would require approval of the Montreal Neurological Institute's Research Ethics Board. 

7.
DISCONTINUATION OF THE STUDY BY THE INVESTIGATOR
The investigator may let you know that you are not required to complete the entire study (for medical contraindications, too many head movements during the imaging tests, difficulties in following directions, etc.) at any time.

8.
WITHDRAWAL FROM THE STUDY
You retain the right to withdraw from the study at any time without jeopardy of any kind, including any ongoing and subsequent clinical care. Any useful data obtained prior to your withdrawal will be kept on record and used for research purposes and data analysis unless you provide the investigator with a written refusal to allow this. 

9.
INCIDENTAL FINDINGS
The images and data collected are not routinely examined for abnormalities.  However, should there be any incidental findings in your data, they will be communicated to you by the investigator and upon your request, to your physician(s).

10.
EFFECTS OF PARTICIPATION IN THIS STUDY
There is no interference of MEG or MRI imaging with medical treatments.
11.
SUBJECT’S AGREEMENT TO BE CONTACTED BY THE RESEARCH ETHICS BOARD
By signing the consent form to this study, you also agree to be contacted by a member of the Research Ethics Board, at the discretion of the board. You also need to be informed that the Research Ethics Board or quality Assurance Officers duly authorized by it may access study data.    

12.
COMPENSATION FOR PARTICIPATION IN THE STUDY
There is a $XX compensation for participating in the study for your time and inconvenience. You will receive said compensation at the end of the study. Explain whether you will or will not compensate the subjects if they do not complete the experiment.
13.
CONTACT INFORMATION 
For enquiries about the project the principal investigator Your Name Here can be reached by phone: XXXXXX  or email XXXXX  Should you have any questions about rights as a research subject and wish to discuss them with someone other than the individual(s) conducting the study, you are invited to contact the Montreal Neurological Hospital, Patient Ombudsman at (514) 934-1934, X 48306.  Any other kinds of comments or assistance needed regarding participation as a research subject in the project can be addressed to the Montreal Neurological Hospital Patients’ Committee, Room 354, tel. (514)398-5358. You are also informed that you should not sign the consent form without having had a chance to ask and receive satisfactory answers to all questions you may have.  
14. Non waiver of legal rights
By agreeing to participate in this study, you are not waiving any of your rights and are not releasing the researchers or the institution from their civil and professional responsibilities.
YOUR TITLE HERE
DECLARATION OF CONSENT 

MEG Program – McConnell Brain Imaging Centre

Montreal Neurological Institute 

I, ____________________, have reviewed the project with one of the investigators, _______________________.

I fully understand the procedures, advantages and disadvantages of the study which have been explained to me.  I freely and voluntarily consent to participate in this study. 

Further, I understand that I may seek information about each test either before or after it is given, that I am free to withdraw from the testing at any time if I desire, and that my personal information will be kept confidential.  

Please mark the following box, if you agree to secondary data usage (secondary usage of data is when the data collected in the course of the present study is used for another study conducted by the present or other principal investigators; note that your identity will not be revealed to other investigators):
  I accept secondary use of my data.
 I decline secondary user of my data
If you have a previous MRI, do you agree that the investigators of the present study can access it and use it to complete the analysis of the MEG data collected?
  I accept the use of my previous MRI.
 I decline the use of my previous MRI.

The present and other investigators may be interested in offering you to later participate in another research study. Do you authorize the present principal investigator to share you contact information with other researchers so that they contact you to participate in another study?
  I accept to be contacted again to participate in other research studies.
 I decline to be contacted again to participate in other research studies.

SIGNATURE  _______________________  ____________________   ____________________




SUBJECT


DATE


CONTACT NO.

SIGNATURE  _______________________  ____________________   ____________________




INVESTIGATOR

DATE


CONTACT NO.
�Description of your paradigm here


�MRI is not mandatory for MEG research. However, it is recommended if data analysis includes source imaging. Please discuss with the MEG staff whether individual MRI scans are required for your study.
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