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CONSENT FORM TO PARTICIPATE IN A RESEARCH STUDY 

 

Study Title: Remotely delivered Environmental Enrichment interventions for acquired brain 

injury 

 

Principal Investigators/Study Doctors: Dr. Robin Green & Dr. Asaf Gilboa 

 

Contact Information: 

Dr. Robin Green 
Research Scientist, Toronto Rehabilitation Institute 
550 University Avenue, Room 11-207 
Toronto, ON, M5G 2A2 
Phone: 416-597-3422, extension 7606 

 

Dr. Asaf Gilboa 

Research Scientist, Rotman Research Institute at Baycrest 

Centre for Stroke Recovery 

3560 Bathurst St. 

Toronto, ON, M6A 2E1 

Phone: 416-785-2500, extension 2908 

 

Funding Source: The study is financed by a grant from the Ontario Neurotrauma Foundation 

 

Introduction:   

You are being asked to take part in a research study. Please read the information about the 

study presented in this form. The form includes details on the study’s risks and benefits that you 

should know before you decide if you would like to take part. You should take as much time as 

you need to make your decision. You should ask the study doctor or study staff to explain 
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anything that you do not understand and make sure that all of your questions have been 

answered before signing this consent form.  Before you make your decision, feel free to talk 

about this study with anyone you wish including your friends, family, and family doctor.  

Participation in this study is voluntary. 

 

Background/Purpose: 

You have been asked to participate in this study because you have sustained a traumatic brain 

injury (TBI). Past research has shown that “environmental enrichment” - engaging in effortful 

cognitive activities on a regular basis - can have beneficial effects on recovery from brain injury.  

For example, it can improve cognitive difficulties and maximize brain health after brain injury.  

The purpose of this research project is to investigate the feasibility (i.e., the ability for us to re-

run the same study with a larger number of people) and effectiveness of two “environmental 

enrichment” therapies delivered to participants online in their homes for a period of 16 weeks. 

Up to 134 individuals may participate in this study over the course of 2 years. Through your 

participation you will receive additional therapy which may be helpful to your rehabilitation. 

 

Study Visits and Procedures: 

If you agree to participate in the study, you will participate in a pre-therapy assessment while 

you are an in-patient. This will take about an extra day of your time, however it will not affect 

your length of stay at Toronto Rehab.) You will participate in a second pre-therapy 

assessment, in-person and by phone, when you are approximately 7 months post- brain injury. 

We will contact you 2 – 3 months prior to your assessment window to schedule an appointment, 

and we will contact you 1 month prior to confirm your appointment).  This assessment has two 

components: 

 

•  A Cognitive Assessment:  You will be asked to complete some computerized tasks 
and some pencil and paper tasks to measure cognitive functioning.  Some of the 
computerized tasks you will do will train you on the intervention tasks that you will be 
doing at home during the intervention phase of the study. You will also be asked to 
complete some questionnaires about your cognitive function, mood, and level of 
physical activity. This assessment will last for approximately 3 - 6 hours and will be 
completed over two (2) days, consecutively. The assessment will take place at the 
Toronto Neuroimaging Facility at the University of Toronto (325 Huron St.) on the 
first day, and by phone on the second day. 

 

•  A Magnetic Resonance Imaging (MRI) scan of your brain: The MRI scanner takes 
signals emitted by the brain and turns them into pictures of the brain using magnetic 
field.  The MRI scanning will be carried out at the Toronto Neuroimaging Facility at 
the University of Toronto (325 Huron St.). This will involve lying down on a table. 
Foam pads will be placed around your head to limit head movement during the 
study. The table will then be slid into the magnet. While in the scanner, you will be 
asked to lie still for approximately 1.5 hours, during which time several scans will 
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take place. For obtaining some of the images, you don’t have to do any specific task, 
other than relaxing while keeping your head and body still. Before the scan, you will 
be asked some questions to ensure you do not have any magnetically sensitive 
metal materials in your body. (This does not include dental fillings.)  You cannot 
participate in the rest of the study if you cannot participate in the MRI scan. 

 

Once you have completed the above assessment you will move onto the therapy phase of the 
study. The therapies we are investigating in this study are “environmental enrichment” exercise 
programs to maximize brain health.  The therapy phase involves: 

 

•  Completing 1 hour of “environmental enrichment” exercises daily for 5 days per week 
(e.g., Monday - Friday).  You will be given online access to intervention materials at 
home each day over the course of 16 weeks.  

•  There are two forms of environmental enrichment therapy:  

o Allocentric spatial navigation therapy (or ‘bird’s eye view’ navigation therapy) 
involving finding various landmarks while navigating different cities around the 
world using Google Street View.  

o Educational  video  viewing  in  which  you  will  view  several  short  educational 
videos each day and will learn about a wide range of topics.   

•  Study Design: this is a “randomized control trial” which means that we will compare 
the two treatments to each other by assigning participants randomly (i.e., by chance) 
to  either  the  allocentric  spatial  navigation  intervention  or  the  educational  video 
intervention. Once you have agreed  to enter  the trial,  a computer will  perform  the 
equivalent of tossing a coin to allocate you to one of the two treatments. 

•  Once you are assigned to one of the two treatments, you will be provided with login 
information  to access  the intervention  activities  on a  secure  Toronto  Rehab  –UHN 
study website.   

•  We will provide you with a laptop and a high-speed internet connection for the duration 
of the therapy program (i.e., 16 weeks) if you do not have or do not wish to use your 
own equipment.  

•  We ask that you adhere as closely as possible to the recommended schedule for the 
entire 16 weeks. You will be receiving reminders and be provided training support as 
necessary 

•  Your  participation  in  the  exercises  online  and  your  performance  over  time  will  be 
monitored by a therapy assistant at Toronto Rehab. The therapy assistant will access 
your activity information via the website.  

•  You will be asked to answer some questions on a daily basis and on a weekly basis.   
On a daily basis, you will be asked to answer 3 online questions about how you are 
finding the activities (1-2 minutes to complete); at the end of each week of training, 
you  will  also  be  asked  to  answer  3-6  online  questions  about  the  intervention  (2-3 
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minutes to complete); once a month you will be asked to complete a questionnaire 
about  cognitive,  physical  and  emotional  symptoms  that  you  may  experience  in 
response to completing the cognitive intervention. 

 

•  At the end of the program, some participants will also be invited to participate in a 
15-30 minute, telephone administered, semi-structured interview with our team so 
that we can better understand your experiences with the environmental enrichment 
intervention.  Up to 30 participants will be randomly selected from all participants in 
the study to be invited to participate in the interview.   We will also ask you for 
permission to contact your caregiver or significant other to invite him/her to 
participate in a similar 15-30 minute, telephone administered, semi-structured 
interview with our team to further understand your experiences with the 
environmental enrichment intervention. 

 

☐  I agree to being invited to participate in the telephone interview.  

 

☐     I agree to having my caregiver/significant other invited to participate in the   

       telephone interview. 

 

 

At the end of the 16 week therapy phase you will be asked to return to the University of Toronto 

for a post-therapy assessment.  This assessment is identical to the pre-therapy assessment 

described above.  

 

Risks:  

Taking part in this study has risks. Some of these risks we know about.  

 

The cognitive assessments that occur pre-and post- therapy phase involve no more risk to you 

than there are in your routine cognitive assessments.  You may get tired during the assessment 

and if this occurs, please tell the researcher and a break will be provided or if necessary the 

task will be discontinued. 

 

The study therapies involve a time commitment of 5 hours per week which could cause you to 

be more tired than usual. If fatigue prevents you from completing the specified amount of 

therapy, you can discuss this with your study therapists and a modified schedule can be 

arranged. 
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The risks involved in this MRI study are minimal, and are limited to the risks present during 

routine MRI examinations. The MRI scan is painless but noisy. There is no radiation associated 

with the scan.   When near an MRI scanner, there is a potential for the powerful magnetic field 

to attract metallic objects toward the magnet. For this reason, you will be carefully screened for 

previous exposure to metallic fragments or clips that may be inside your body. Similarly, you will 

be asked to place all metallic and magnetic objects in your possession (e.g. keys, jewelry, credit 

cards) in a locker outside the magnet room.  

 

Some people may feel a little ‘closed-in’ the MRI machine, but you will be able to speak with 

someone at all times and can stop the test at any time. 

 

To reduce potential back or neck pain due to lying still in the scanner, cushions and pads 

designed to better disperse your weight for the scan duration will be used under your knees and 

neck and around your body.  

 

Benefits: 

You may not receive any direct benefit from being in this study. However, information learned 

from this study may help with the development of a novel post-injury cognitive intervention. 

 

Reminders and Responsibilities:  

•  Tell your study team if you change your mind about being in the study. 

•  Ask your study team about anything related to the study that worries you. 

•  Tell study staff of any health changes that you experience during the course of the study. 

 

Confidentiality: 

Personal Health Information 

If you agree to join this study, the Principal Investigators and their study team will collect only 

the information they need for the study which may include personal health information: 

•  Name  

•  address  

•  email 

•  telephone number 

•  partial date of birth (month and year) 

•  name of a family member/significant other (who could fill out a questionnaire for this 
study) 
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•  New or existing medical records, that includes types, dates and results of medical tests 
or procedures 

 

Representatives of either the University of Toronto or the University Health Network (UHN) 

including the University of Toronto or UHN Research Ethics Board may look at the study 

records and at your personal health information to check that the information collected for the 

study is correct and to make sure the study is following proper laws and guidelines. 

 

The study doctor will keep any personal health information about you in a secure and 
confidential location for 10 years. A list linking your study number with your name  

will be kept by the study doctor in a secure place, separate from your study file.  

 

Study Information that Does Not Identify You: 

Any information about you that is sent out of the hospital will have a code and will not show your 

name or address, or any information that directly identifies you.  

 

All information collected during this study, including your personal health information, will be 

kept confidential and will not be shared with anyone outside the study unless required by law.  

You will not be named in any reports, publications, or presentations that may come from this  

 

What happens with the results of the study? 

Primarily, the results will be used to inform the ideas and design of future studies, these 

additional future studies may build on the findings of this study to advance healthcare or 

treatment options of relevance. It is very likely that a report will be published about this research 

study and the results will be published in scientific journals or presented at scientific 

conferences, but you will not be able to be identified. Your identity will always be kept 

confidential. In addition, anonymous images may be provided to third parties (such as the 

manufacturer of the scanner for use in connection with its product development and marketing 

activities). All identifying information about you is removed from the images so that they are 

anonymized before they are sent to this third party. The third party may keep the images for up 

to 5 years. 

 

Voluntary Participation:  

Your participation in this study is voluntary. You may decide not to be in this study, or to be in 

the study now and then change your mind later. You may leave the study at any time. You will 

not be required to give reasons for your decision to leave the study.   
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We will give you new information that is learned during the study that might affect your decision 

to stay in the study. 

 

Withdrawal from the Study: 

The researchers can take you off the study if: 

•  You are unable to comply with the instructions for participation given to you 

•  You no longer meet the criteria for participation 

 

If you wish to leave the study, please let study staff know. If you leave the study, the information 

that was collected before you left the study will still be used in order to help answer the research 

question. No new information will be collected without your permission. However, you have the 

right to request withdrawal of information collected about you. Let the Principal Investigator 

know. 

 

Costs and Reimbursement: 

You will receive $75 for your participation in each of the 2 in-person and phone assessments 

(pre- and post- therapy) to cover travel expenses incurred to attend the in-person session. 

 

The therapy phase of the study will last 16 weeks (i.e., 4 months).  At the end of each month of 

therapy, you will receive $75 in the form of a gift card (which can be sent to you electronically).  

You will have an additional opportunity to receive a bonus $5 electronic gift card to a coffee 

shop for every 2 weeks of completed training, to be sent biweekly or monthly. 

 

Rights as a Participant: 

If you are harmed as a direct result of taking part in this study, all necessary medical treatment 

will be made available to you at no cost. 

 

By signing this form you do not give up any of your legal rights against the investigators, or 
involved institutions for compensation, nor does this form relieve the investigators, sponsor or 
involved institutions of their legal and professional responsibilities. 

 

Incidental Findings: 

The magnetic resonance imaging (MRI) scan you will receive during the course of this study is 

for research purposes only. It is not a clinical scan intended for diagnostic or therapeutic 

purposes. The Brain Imaging Facility is a research center. It is NOT a clinical MRI facility in a 

hospital. There are no neuroradiologists at the Brain Imaging Facility, therefore the staff are 
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unable to make any medical comments about your scan. Should you want to know if your scan 

is normal or abnormal, the staff will not be able to tell you.  

 

There is a chance, however, that, in the course of this research scanning protocol, we observe 

an anomaly (e.g. tumor or cyst) in one or more of the MRI images. If this happens, your images 

will be sent to a trained neuroradiologist for further investigation and you may be informed of the 

results. An anomaly does not necessarily indicate the presence of any disorder. Because our 

MRI scans are for research purposes only, they may be inadequate for the purpose of clinical 

diagnosis. Additionally, as researchers, we are not trained to clinically interpret MRI data. 

However, we feel it is important to inform you of any observations, as we cannot rule out the 

possibility that this anomaly may require medical advice. If you prefer not to be informed of 

anomalous findings, you must check the box below. 

 ☐    I prefer NOT to be informed of any anomalous findings. 

 

Conflict of Interest:  

The researchers report no potential conflicts of interest. They have an interest in completing this 

study. Their interest should not affect your consideration for participating. 

 

Future Studies: 

I authorize the MRI facility to contact me about future research within the MRI research facility in 

the Department of Psychology. If I agree, a researcher may contact me and tell me about the 

research. At that time, I can decide whether or not I am interested in participating in a particular 

study.  

☐     I agree to be contacted about research studies conducted at the MRI facility.  

☐     I authorize the MRI facility to use my data in future research within the MRI research facility 

in the Department of Psychology. 

 

Questions about the Study: 

If you have any questions, concerns or would like to speak to the study team for any reason, 

please call: Dr. Robin Green (416) 597-3422 ext. 7871 

If you have any questions about your rights as a research participant or have concerns about 

this study, call the Chair of the University Health Network Research Ethics Board (UHN REB) or 

the Research Ethics office number at 416-581-7849. The REB is a group of people who oversee 

the ethical conduct of research studies. The UHN REB is not part of the study team. Everything 

that you discuss will be kept confidential.   

 

You will be given a signed copy of this consent form.  
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Consent: 

 

This study has been explained to me and any questions I had have been answered. 

I know that I may leave the study at any time. I agree to the use of my information as described 

in this form. I agree to take part in this study.  

 

       

Print Study Participant’s Name  Signature  Date  

 

 

Or for substitute decision maker: 

 

This study has been explained to me and any questions I had have been answered. 

I know that _________________ may leave the study at any time. I agree to the use of  

his or her information as described in this form. I agree to have ____________________   take 

part in this study.  

 

 

________________   _____________________      ____________ 

Print Name of Substitute decision maker  Signature   Date 

 

 

______________________________ 

Relationship to participant    

 

 

Person who obtained consent: 

My signature means that I have explained the study to the participant named above and/or his 

or her substitute decision maker named above. I have answered all questions. 

 

       

Print Name of Person  Signature  Date 
Obtaining Consent 
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Was the participant assisted during the consent process?  YES  NO 

If YES, please check the relevant box and complete the signature space below: 

 

 The person signing below acted as an interpreter, and attests that the study as set out in the 
consent form was accurately sight translated and/or interpreted, and that interpretation was 
provided on questions, responses and additional discussion arising from this process. 

 

       

Print Name of Interpreter   Signature  Date 

 

    

Relationship to Participant  Language 

 

 The consent form was read to the participant. The person signing below attests that the 
study as set out in this form was accurately explained to, and has had any questions answered. 

 

       

Print Name of Witness  Signature  Date 

 

  

Relationship to Participant  
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