
 
 

 
BRAIN IMAGING STUDY OF ANOREXIA NERVOSA 

 
Participant Informed Consent 
 
Principal Investigator  Dr. Allan Kaplan 
 
Qualified Investigator  Dr. Allan Kaplan 
 
Co Investigators   Dr. Aristotle Voineskos 
     Amy Miles, MA 
 
Sponsor    NA 
 
Introduction and Purpose 
 
You are being asked to take part as a participant in a study using Diffusion Tensor Magnetic 
Resonance Imaging (DT-MRI). We will use this structural scanning technique to measure how 
water travels in the brain, from which we can potentially infer how and to what degree 
different regions and structures are connected. Our goal is to identify preliminary differences 
in connectivity among underweight and weight-recovered individuals with a lifetime diagnosis 
of Anorexia Nervosa and healthy participants. Hopefully, our findings will help improve the 
understanding of psychiatric disorders in general and of anorexia in particular and will 
contribute to the eventual development of better diagnostic approaches and treatments. Your 
participation in this study is voluntary. The following information is provided in order to help 
you make an informed decision regarding whether or not to participate. 
 
Number of people taking part in the study: If you agree to participate, you will be one 
of 60 subjects taking part in this study (including you, 45 subjects will follow this exact 
protocol, which 15 others have already completed).   
 
Description of the Procedures 
 
Visit 1 (Screening and Assessment): During this visit you will meet the research staff 
who will explain what is involved in the study, assess whether you are eligible to participate, 
and answer any questions you may have regarding the study.  The research staff will ask you 
to sign this informed consent document if you decide to participate. You will then be 
interviewed and asked to complete some paper-and-pencil and/or computerized tests to 
assess levels of symptom severity, anxiety, harm avoidance, and executive functioning (such 
as planning). The investigators may request access to your physician and/or medical record in 
order to establish or confirm historical events, such as precise age at initial diagnosis. Your 
information will be kept on file by the study physician so that you may be contacted in the 
future for follow-up information, if required. 
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Visit 2 (DT-MRI Imaging): If you agree to participate, you will have a type of brain scan 
known as a Diffusion Tensor Magnetic Resonance Imaging scan at CAMH. The MRI scanning 
is a technique of taking pictures of the brain that gives information on brain structure. You 
will be in the scanner for about 30 minutes. Before the scan begins, you will be asked to 
remove all metal that you are wearing because MRI generates images using a strong magnetic 
field. You will then be asked to lie on a padded bed that will be moved into a tunnel-like 
machine for the MRI scan. The tunnel is not very large, and the study requires you to lie still 
in the scanner. You should try to remain as still as possible during the scan. Movements will 
not be dangerous to you in any way, but could blur the picture of your brain. You might hear 
moderately loud knocking or beeping during the scan when the MRI machine is in operation. 
These sounds reflect the normal functioning of the MRI. You will be given ear plugs to muffle 
the noise of the machine. 
 
MRI scanning is not associated with any known risks to your health, and there is no proof that 
there will be short-term or long-term side effects. However, it is the policy of the hospital that 
you should not be pregnant at the time of the MRI scan. Before the MRI you will be required 
to fill out a questionnaire with the research staff to ensure that it is safe for you to have an 
MRI. If you have metal implants (including metal fragments in your eye, pacemaker), you 
should not have an MRI. 
 
Time Commitment: You will be asked to come in for two, 60 minute sessions. The first visit 
will include questionnaires and an interview, and the second visit will include the MRI scan.   
 
Risks and Inconveniences 
 
Structural MRI and DT-MRI are non-invasive procedures, although there are 
contraindications such as having a pacemaker, and having surgical staples or other ferrous 
metal in or near the head. For this reason all subjects will be screened using the precautionary 
screen for these items designed by the MRI experts at CAMH.  
 
Assessments can involve emotional discomfort and possibly fatigue. Some of the assessment, 
in particular the questionnaires, may be upsetting. 
 
By signing this consent form you are in no way waiving your legal rights or releasing the 
investigator and sponsor from their legal and professional responsibilities. 
 
Benefits 
 
No direct benefits to your health will likely result from this study. If there is a structural 
abnormality in your brain, which in any way is diagnostic of any medical illness, you will be 
informed.  
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It is possible that the results of this study will eventually lead to improved treatments for 
anorexia. The investigators responsible for this study or CAMH are not conducting this study 
to receive commercial benefit. However, if this research produces financial returns from a 
commercialization of the results in the future, you will not receive any benefit from these 
returns. 
 
Compensation 
 
You will be offered a participation fee of $50 ($25 for screening and assessment and $25 for 
MRI).  
 
No payment can be provided in advance. If you decide to withdraw before study end, you will 
be paid for the study visits that you participated in.  However this money will be available only 
on the day that your participation was scheduled to have ended. 
 
Confidentiality 
 
All information about you collected during this study will be kept confidential and your 
identity will not be revealed when the results of this study are reported in presentations and 
publications.  Confidentiality will be protected to the extent permitted by law. 
 
To protect your confidentiality, we will label (“code”) the copy of your brain scan and your 
medical information with a number, not your name. Coded means that your medical 
information and any research information obtained from your brain scan will be given a 
number.  This number will be how researchers keep track of samples and information.  
 
As part of continuing review of the research, your study records may be assessed on behalf 
of the Research Ethics Board and, if applicable, by Health Canada. A person from the 
research ethics team may contact you to ask you questions about the research study and 
your consent to participate. The person assessing your file or contacting you must maintain 
your confidentiality to the extent permitted by law. By signing this informed consent form, 
you are authorizing such access. 
 
Voluntary Participation 
 
Your participation in this research study is voluntary. Your decision whether or not to 
participate will not interfere with your right to health care or other services to which you are 
otherwise entitled.  You are not waiving any legal claims or rights because of your 
participation in this study.  If you do decide to participate, you are free to withdraw your 
consent and discontinue participation at any time.   
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Withdrawal of Participation by the Investigator 
 
Either the Principal Investigator, Dr. Kaplan, or Co-Investigator, Dr. Voineskos, may 
withdraw you from participating in this research if circumstances arise which warrant doing 
so. The decision may be made either to protect your health and safety or because it is part of 
the research plan that people who develop certain conditions may not continue to participate. 
 
Questions? 
 
We have used some technical terms in this form.  Please feel free to ask about anything that 
you do not understand. Consider this research and the consent form carefully and for as long 
as you feel necessary before making a decision.  
 
Contact  
 
If you have any further questions you may call Dr. Allan Kaplan at 416 535 8501 ext. 4980.  
 
If you have any questions about your rights as a participant in a research study, you may 
contact Dr. Padraig Darby, Chair, Research Ethics Board, Centre for Addiction and Mental 
Health, at 416 535  8501 ext. 6876. 
 
Future Contact 
 
If you agree, we may contact you in the future to invite you to participate in other studies. If 
you would prefer not to be contacted this will not affect your participation in this study. 
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CONSENT TO PARTICIPATE 

 
 
CONSENT: My signature below indicates that … 
 

• I have read the above information and have been given the opportunity to ask further 
questions about this study.   

• The study, the inconveniences, risks and benefits have been explained to me and my 
questions have been answered.  

• I know that I can ask further questions at any stage during the study. 
• I understand that I will not benefit directly from this study. 
• I understand that I may withdraw from this study at any time.  
• I also understand that the MRI scans are for research purposes only and that they are not 

part of any medical treatment.  
• If I am a woman of childbearing age, it has been explained to me that I should not volunteer 

for this study if there is any possibility that I might be pregnant at the time of the study. 
• I have been given a copy of this form.  By signing this form, I consent to participate in the 

research as described. 
 
 

     
Participant’s signature  Date  Time 

 
 
Should I be interested in future studies, I am agreeable to being recontacted in the 
future. 
 
 
     
Participant’s signature  Date  Time 
 
 
I have personally explained the research to the participant and answered all of 
his/her questions.  I believe that s/he understands the information described in this 
document and freely consents to participate. 
 
 
     
Investigator’s signature  Date  Time 
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