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CONSENT FORM 
 
 
TITLE:   Trial of Remote Ischemic Pre-Conditioning in Vascular 

Cognitive Impairment (TRIC-VCI) 
 

SPONSOR:  Canadian Institutes of Health Research 
   

 
Site Principal Investigator: Dr. Eric Smith 
       403-210-7611 
 
Co-Investigators:       Dr. Philip Barber, Dr. Zahinoor Ismail 
 
This consent form, a copy of which has been given to you, is only part of the process of 
informed consent. It should give you the basic idea of what the research is about and what your 
participation involves. If you want more details about something mentioned here, or something 
not addressed, you should feel free to ask.  Please take the time to read this carefully and to 
understand any accompanying information.  

 
 
BACKGROUND 
 
You are being asked to consider participating in this study because you have a condition called  
mild Vascular Cognitive Impairment (also known as vascular mild neurocognitive disorder). In this 
condition, you or the people close to you have noticed changes in your cognition (memory, 
processing, or reasoning ability) and there is evidence on a brain scan that it is probably due to 
little strokes or low brain blood flow. 
 
Remote ischemic conditioning (RIC) is a technique to increase blood flow to the brain. It is 
intended to be performed daily by patients at home. Each session consists of inflating a blood-
pressure cuff around an arm to a pressure sufficient to reduce blood flow to the arm for 5 
minutes after which it is kept deflated for 5 minutes to restore normal blood flow. This is 
repeated four times in each treatment. Inducing this brief period of cut off of blood flow 
(“ischemia”) in an organ (the arm) that is far away (“remote”) from the brain, may “condition” the 
brain to increase blood flow and make the brain less vulnerable to problems like new little 
strokes.  

 
There are no treatments for mild vascular cognitive impairment that are approved by Health 
Canada. We are testing different regimens of RIC to see how well this treatment can be 
implemented by patients. This is the first step in a program intended to see if RIC will be an 
effective treatment for mild vascular cognitive impairment. Thousands of patients have undergone 
RIC as part of other research studies, and no major harmful effects have been reported.  
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WHAT IS THE PURPOSE OF THE STUDY? 
 
The purpose of this study is to determine whether RIC performed once a day on one arm or twice 
a day on one arm can be implemented successfully by patients, and whether it will improve 
cognition, brain imaging and blood markers. 
 

 
WHAT WOULD I HAVE TO DO? 
 

You will be asked to attend an initial screening visit to assess your eligibility for the trial and 
receive instruction on how to use the RIC device. You will be asked to attend the visit with a study 
partner – someone who knows you well and may be helping you at home. This person will be 
asked to complete some forms at the screening visit and each in-person visit thereafter, to gather 
important information about how you are doing that you may not have noticed yourself. Your study 
partner will also be asked to provide written consent for their role in this study. 
 
At the screening visit, you will be asked to perform RIC therapy once daily, in one arm, for a total 
of at least 14 days (“run-in” period). This will be followed by a telephone follow-up visit at 1- to 
3-days after beginning the run-in period, when you will be asked about any issues or concerns, 
and to provide further education on how to use the device. Another in-person clinic visit may be 
scheduled, at the discretion of the site investigator, if further training and education are needed.  
 
The RIC procedure is performed by a blood pressure machine that will inflate the blood 
pressure cuff to a high pressure, stay at that pressure for 5 minutes, and then deflate. It is 
normal to have some tingling or discomfort in the arm when the cuff is inflated, but it should go 
away soon after the cuff deflates. The device records and documents each RIC cycle. You can 
stop the RIC process at any time if you experience any major discomfort. However, you will be 
required to tolerate the treatment and demonstrate completion of at least 12 of 14 treatment 
sessions to proceed to the next part of the trial, the randomization visit.  
 
You will be given a study diary that includes checkbox reminders for your daily at-home RIC 
sessions, as well as a scale for pain and discomfort, if you experience any (Visual Analogue 
Scale). In this scale, you will be asked to mark, at the end of the session, the level of worst 
discomfort experienced during the entire session and the level of discomfort at the end of the 
last cycle of cuff inflation, ranging from 0 (no discomfort) to 10 (worst imaginable pain). We 
expect that most patients will tolerate the RIC sessions. 
 
At the randomization visit, you will be randomly (by chance) placed in one of two groups –  

1. RIC once a day on one arm 
2. RIC twice a day on one arm 

 
Neither you, the study staff nor the investigator(s) can decide which group you are in. You will 
have a roughly 50% chance of being placed in either group. You will know which group you are 
in, but the study clinicians who assess you later to see how things have changed or progressed, 
will not know which group you are in. 
 
You will be asked to perform RIC as assigned, every day for 30 days. A telephone follow-up visit 
will be done 1-3 days after randomization, and at 15 days, to help address any issues or 
concerns with the treatment.  
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You will stop the assigned treatment on day 30 after randomization, at which point you will be 
invited to an in-person follow-up visit. A final follow-up in-person visit will occur at 3-months after 
randomization (2 months free of RIC). 

 

Procedures 
 
MRI Scans: 
An MRI (magnetic resonance imaging) is an electronic picture of your brain created using a 
strong magnet instead of x-rays.  
 

Each MRI will take approximately 1 hour to complete.  You will lie on your back and enter the 
MR machine for the study, during which time you will hear loud knocking noises. Other than 
loud noise, this is a painless and safe procedure. You will be asked to wear hearing protection 
in the form of earplugs. People with pacemakers, aneurysm clips, cochlear implants, or 
metal/foreign objects in their eyes are not permitted to undergo MR studies. 
 
There are 3 MRI scans involved in this study – one around the time of the randomization visit, 
one at 30-days, and one at 90-days. 

 
Blood Sample Collection: 
At the randomization visit and at 30-days and 90-days after randomization, a blood sample 
(slightly more than 1 tablespoon) will be collected. The blood will be tested in a University of 
Calgary laboratory for levels of various proteins and nucleic acids that are already thought to be 
relevant markers of changes in the body with RIC therapy. About half of each blood sample will 
be stored at -80 degrees Celsius for potential future use to explore new markers of RIC response.  

 
Cognitive Assessments of Memory and Thinking Skills: 
A qualified member of the study staff will administer paper and pencil tests to assess your 
memory and thinking skills. These assessments will take about 1 hour to complete. Breaks will 

be allowed if needed.  
 
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY? 
 
We plan to include 24 people in this study at approximately five centres within Canada. About 8 
people will participate in this study at the University of Calgary. The length of this study for 
participants is 3.5 months (including the run-in period). The entire study will run for about one 

year. 
 
WHAT ARE THE RESPONSIBILITIES OF STUDY PARTICIPANTS? 
 
If you decide to participate in the study, you will be asked to do the following: 

• Use the study device in one arm, once daily for 14 days during the “run-in” period. 

• Then after the randomization visit, use the study device as instructed for 30 days. 

• Complete the study diary with Visual Analogue Scale scores for each RIC session. 

• Answer questions about your health, your medication history and medications you take 

• Complete activities to assess your memory, mood and thinking. 

• Have a physical examination at in-person study visits. 

• Have your blood taken at the randomization visit, at 30-days, and at 90-days (end of 
study). 
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• Have an MRI (magnetic resonance imaging) brain scan done at the randomization visit, 
at 30-days, and at 90-days after randomization. 

• Participate according to the study visit schedule as explained below. 
 

Screening visit:  
The assessments performed at this visit will determine if you are eligible to participate in the study. 
The screening visit should take approximately 3 hours to complete. Prior to starting we will review 
this consent form with you and answer any questions that you may have. If you agree to 
participate, you will have the following assessments done: 

• Review of your health history and medications. 

• Physical exam including blood pressure assessment, brief neurological examination, and 
examination of your arms  

• Cognitive assessments and mood assessments. A qualified member of the study staff will 
administer paper and pencil tests to assess your memory and thinking skills. Breaks will 
be allowed if needed. 

• Your study partner will be asked to complete some questionnaires about your cognition 
and how you are functioning in your daily life. If your study partner does not attend this 
appointment, then they will be contacted by telephone or post. 

• Any brain CT or MRI scans done within the last year will be reviewed for study eligibility. 

• You will be given a study diary that includes checkbox reminders for your daily at-home 
RIC sessions, as well as a pain scale (Visual Analogue Scale) as described above. 
  

If you meet the criteria for the study, you will be invited to participate in the 14-day minimum run-
in period. A blood sample will be collected. You will be taught how to use the RIC and will be 
observed performing a full session (4 cycles of ischemia-reperfusion) to ensure that you are 
using the device correctly, before being sent home with the device. 
 

Telephone follow-up 
 
You will be contacted by telephone in 1-3 days after the screening visit, when you will be asked 
about any issues or concerns, and to provide further education on how to use the device. Another 
in-person clinic visit may be scheduled, at the discretion of the site investigator, if further training 
and education are needed.  

 
Randomization visit  
 
This will happen a minimum of 14 days after the screening visit. It will take about 90 minutes. 
You will have the following assessment done: 

• Review of your health history and medications. 

• Physical exam including brief neurological examination and examination of your arms  

• Review print-out of recorded sessions on the RIC device 

• Review of your study diary 

• Cognitive assessments and mood assessments. A qualified member of the study staff will 
administer paper and pencil tests to assess your memory and thinking skills. Breaks will 
be allowed if needed. 

• Your study partner will be asked to complete some questionnaires about your cognition 
and how you are functioning in your daily life.  

 

If you complete at least 12 of 14 RIC sessions, are not found to have any safety concerns by the 
site investigator, are willing to proceed, and continue to meet all study inclusion and exclusion 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-040466:e040466. 10 2020;BMJ Open, et al. Ganesh A



  Healthy Brain Aging Labs 

  University of Calgary/Foothills Medical Centre                                                                                                        

Ethics ID: REB19-0861 

Study Title: Trial of Remote Ischemic Pre-Conditioning in Vascular Cognitive Impairment 

PI: Dr. Eric E. Smith 

Version 4.0 

Date: January 7, 2020    Page 5 of 12 

criteria, you will proceed to the next part of the study and will be randomly (by chance) assigned 
to one of the three study groups. You will have the following assessments done: 

• A blood sample will be collected 

• MRI scan of your brain will be performed (this may be a separate appointment) 
You will receive further instruction on how to use the device based on your assigned group. 

 

Day 1-3 telephone follow-up visit 
 
Within three days of randomization and after you have completed at least one RIC session at 
home, you will receive a telephone call from a research nurse to discuss and potentially trouble-
shoot issues or concerns that you may be having. 

 

Day 15 telephone follow-up visit 
 
Around 15 days after the randomization visit, you will receive a second telephone call from a 
research nurse to discuss and potentially trouble-shoot issues or concerns that you may be 
having. 

 

Day 30 in-person follow-up visit 
 
You will be instructed to use the RIC device up to the day prior to the 30-day follow-up visit 
(which will be 28-32 days after the previous visit). This visit will take about 90 minutes, plus the 
time for the brain scan. You will have the following assessments done by assessors who 
should not know which group you have been assigned to: 

• Review of your health history and medication changes since the last visit. 

• Physical exam including brief neurological examination and examination of your arms.  

• Review print-out of recorded sessions on the RIC device, which you will return at this point 

• Review of your study diary, which you will return at this point. 

• Cognitive assessments (A qualified member of the study staff will administer paper and 
pencil tests to assess your memory and thinking skills) and mood assessments. Breaks 
will be allowed if needed. 

• Your study partner will be asked to complete some questionnaires about your cognition 
and how you are functioning in your daily life.  

• A blood sample will be collected. 

• MRI scan of your brain will be performed (this may be a separate appointment). 
 
Please do not tell the assessors which group you have been assigned to, or how many 
times per day you are using the device. 

 

90-day follow-up visit 
 
At 88-92 days, you will be invited back for a follow-up visit. This will take about 60 minutes. You 
will have the following assessments done by assessors who should not know which group 

you have been assigned to: 
• Cognitive assessments (A qualified member of the study staff will administer paper and 

pencil tests to assess your memory and thinking skills) and mood assessments. Breaks 
will be allowed if needed. 

• Your study partner will be asked to complete some questionnaires about your cognition 
and how you are functioning in your daily life.  

• A blood sample will be collected 
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• MRI scan of your brain will be performed (this may be a separate appointment) 
 
Please do not tell the assessors which group you have been assigned to, and how many 
times you are using the device. 
 

Study end visit 
 
Near the end of the study, after all the participants have been enrolled and completed their 
visits, we may invite you to participate in a focus group interview with other participants and their 
spouses or care partners. We will ask you and the other participants questions about your 
experience with the RIC device. We will give you the opportunity to tell us how we can use the 
device better in the future. This session may last up to two hours and will be audio-recorded. 
 

If you need to stop using the RIC device or decide to stop participating in the study, you 
will still be invited to come in and complete the assessments scheduled for the 30-day and 90-

day visits before leaving the study, if possible. 
 

WHAT ARE THE RISKS? 
 
You may experience side effects from participating in this study. Some side effects are known 
and are listed below.  

 
Study device risks: 
Most side effects are mild or moderate and usually transient for the study device. 

 
The following side effects have been seen in studies of RIC: 

• Local pain or discomfort in the arm while the cuff is inflated 

• Transient colour change, numbness, or tingling in the arm while the cuff is inflated 

• A rash with some red dots where the cuff was inflating 
 

The following side effects have not been observed in studies of RIC and are not expected to 
occur in this study, but could occur in theory. If any of these side effects occur please stop 
RIC sessions immediately and call your study doctor:  

• Local swelling of the arm that continues well beyond the end of the RIC session 

• Redness or paleness of the arm that continues well beyond the end of the RIC session 

• Coldness of the arm that continues well beyond the end of the RIC session 

• Tenderness or loss of sensation in the arm that continues well beyond the end of the 
RIC session 

• Breakdown of the skin in the area where the cuff is placed 

• Any other skin lesions in the area where the cuff is placed 

• Chest pain or shortness of breath 

• Diagnosis of Pulmonary Embolism (PE, lung clot) or Deep Vein Thrombosis (DVT, arm 
vein clot) by a healthcare provider  

 
This is not a complete list of side effects. If you experience any unexpected effects during the 
study, you should contact study staff immediately (Do not wait for the next study visit.) 
 
You should discuss these risks with the study doctor. Ask the study doctor if you have questions 
about the signs or symptoms of any side effects you read about in this consent form.  
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Potential Interactions with Other Medications: You can continue to take all you regular 
medications while on RIC. However, if you are on therapeutic anticoagulation (blood being 
greatly thinned with medications like warfarin, dabigatran, rivaroxaban, apixaban, heparin, 
enoxaparin, dalteparin) then as a precautionary measure you will not be included in the study. If 
you are started on therapeutic anticoagulation during the course of the study, please get in touch 
right away (see contact number below). 
 
Blood draw risks: 
The study doctor or study staff will take your blood by inserting a needle in your arm. Some 
problems you might have from this are: 

• It may hurt. 

• You may get a bruise.  

• You may feel dizzy. 

• You may get an infection.  
 
MRI risks: 
Some people may experience anxiety while they are in the scanner due to banging sounds from 
the machine or the small space. This is why we will ask you to wear earplugs. Some people may 
feel a little “closed-in” while inside the machine, but patients are able to speak with someone at all 
times and can stop the test at anytime. Some discomfort may arise from maintaining the same 
position throughout the session. You will be made as comfortable as possible using knee support, 
pillows, and blanket. You are free to discontinue the study, if you feel uncomfortable. There is also 
a risk of injury if metal is brought into the imaging room, which might be pulled into the MRI 
magnet. People with pacemakers, aneurysm clips, artificial heart valves, ear implants or 
metal/foreign objects in their eyes are not permitted to have an MRI. Please tell the study doctor 
if you have any such implants. 
 
If there are incidental findings on your MRI that in the opinion of the study doctor may be 
considered clinically significant, this will be discussed with you and your family doctor, including 

options for further actions.  
 
Cognitive Assessment risks: 
The pencil and paper tests used in cognitive testing can take up to 1 hour to complete and may 
be tiring. You can request a break any time you feel you need one. 
 
If the study investigator learns any new information regarding the risks involved, or any other 
finding or change to the study that might affect your willingness to continue in the study, you will 
be told about it.   
 
WILL I BENEFIT IF I TAKE PART? 
 
If you agree to take part in this study, there may or may not be direct benefit to you. We hope the 
information learned from this study will benefit people with vascular cognitive impairment in the 
future. 
 

DO I HAVE TO PARTICIPATE? 
 
Your participation in this study is strictly voluntary. If you decide not to participate it will not affect 
your other medical care in any way.  
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The investigators can remove you from the study at any time, even if you want to stay in the study. 
This could happen if: 

• The study investigator believes it is best for you to stop being in the study 

• You do not follow the study directions  

• The sponsor stops funding the study for any reason  
 

You can stop participating at any time. However, if you decide to stop participating in the study, 
we encourage you to talk to the study team. To help you leave the study safely, the study doctor 
may ask you to complete some tests. Your decision will be honored and will be discussed with 
your Substitute Decision Maker (SDM). 
 
WILL I BE PAID FOR PARTICIPATING, OR DO I HAVE TO PAY FOR ANYTHING? 
 
You will not be compensated for your participation in this study. However, you and your caregiver 
will be reimbursed for parking expenses for each study visit.   
 
There is no cost to you for the study visits or tests that are part of the study. In addition, you do 
not have to pay for RIC study device – it will be provided to you for the duration of the study. At 
the end of the study, you will be asked to return the device.  

 
WILL MY RECORDS BE KEPT PRIVATE? 
 
Any of your personal information (information about you and your health that identifies you as an 
individual) collected or obtained, whether you choose to participate or not, will be kept confidential 
and protected to the fullest extent of the law. All personal information collected will be kept in a 
secure location. All computers used to hold information will be encrypted as per University of 
Calgary policy. The data for this study will be retained for 25 years.  
 
You have the right to have any information about you and your health that is collected, used or 
disclosed for this study to be handled in a confidential manner. 

 
If you decide to participate in this study, the investigator(s) and study staff will look at your 
personal health information and collect only the information they need for this study. Personal 
health information is health information about you that could identify you because it includes 
information such as your; 

• name, 

• address 

• telephone number, 

• date of birth, 

• new and existing medical records, or 

• the types, dates and results of various tests and procedures. 
You have the right to access, review and request changes to your personal health 
information. 
 

Access to your personal health information will take place under the supervision of the Principal 
Investigator. 
 
“Study data" is health information about you that is collected for the study, but that does not 
directly identify you. Any study data about you that is sent outside of the hospital will have a code 
and will not contain your name or address, or any information that directly identifies you.  
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Your full date of birth will be included on all images (i.e. MRI scans) disclosed outside the 
institution for the purpose of the study. 

 

Study data that is sent outside of the hospital will be used for the research purposes explained in 
this consent form. As part of a movement to more open science, researchers now share the 
information collected in their studies with each other. This will include your study data, but not any 
of your personal health information. The study data may be placed on websites such as the 
University of Calgary PRISM Dataverse (https://libanswers.ucalgary.ca/faq/164924).  
 

 

The investigator(s), study staff and the other people listed above will keep the information 
they see or receive about you confidential, to the extent permitted by applicable laws. Even 
though the risk of identifying you from the study data is very small, it can never be 
completely eliminated. 
 
The study staff, the Conjoint Health Research Ethics Board at the University of Calgary, the 
monitor(s), and the regulatory authority (Health Canada) will have access to your personal 
information for purposes associated with the study, but will only be allowed to access your records 
under the supervision of the Principal Investigator and will be obligated to protect your privacy 
and not disclose your personal information. None of your personal information will be given to 
anyone without your permission unless required by law. When the results of this study are 
published, your identity will not be disclosed. Even though the risk of identifying you from the study 
data is very small, it can never be completely eliminated.  

 

Authorized representatives from the University of Calgary and the Conjoint Health Research 
Ethics Board may look at your identifiable medical/clinical study records held at the University of 
Calgary for quality assurance purposes. 
 
When the results of this study are published, your identity will not be disclosed. 

 

You have the right to be informed of the results of this study once the entire study is complete. 

 
A description of this clinical trial will be available on  http://www.ClinicalTrials.gov, as required by 
U.S. Law. This website will not include information that can identify you. At most, the website will 
include a summary of the results of all participants. You can search this website at any time. 

 
IF I SUFFER A RESEARCH-RELATED INJURY, WILL I BE COMPENSATED?  
 
You may contact the individuals listed at the beginning of this consent form at any time for 
treatment of side effects, questions, emergencies or FOR ANY OTHER REASON. In the event 
that you suffer injury as a result of participating in this research, no compensation will be provided 
to you by the University of Calgary, Alberta Health Services or the Researchers. Nonetheless, 
you still have all your legal rights. Nothing said in this consent form alters your right to seek 
damages. 
 
All participants in a research study have the following rights: 
 
1. You have the right to have this form and all information concerning this study explained to you 

and if you wish translated into your preferred language.  
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2. Participating in this study is your choice (voluntary). You have the right to refuse to participate, 
or to stop participating in this study at any time without having to provide a reason. If you 
choose to withdraw, it will not have any effect on your future medical treatment or health care. 
Should you choose to withdraw from the study you are encouraged to contact individuals listed 
at the beginning of this consent form. 

 
3. You have the right to receive all significant information that could help you make a decision 

about participating in this study. You also have the right to ask questions about this study and 
your rights as a research participant, and to have them answered to your satisfaction, before 
you make any decision. You also have the right to ask questions and to receive answers 
throughout this study. If you have any questions about this study you may contact the person 
in charge of this study at your centre (Principal Investigator), Dr. Eric Smith at 403-944-1594. 

 
4. By signing this consent form, you do not give up any of your legal rights.  
 
5. You have the right to receive a copy of this signed and dated informed consent package before 

participating in this study.  
 
6. You have the right to be told about any new information that might reasonably affect your 

willingness to continue to participate in this study as soon as the information becomes 
available to the study staff. This may include new information about the risks and benefits of 
being a participant in this study.  

 
7. If you become sick or injured as a direct result of your participation in this study, your medical 

care will be provided. Please contact the study doctor if you feel you have been injured as a 
result of this study. 

 
8. If, as a result of your participation in this study, any new clinically important medical 

information about your health is obtained, you will be given the opportunity to decide whether 
you wish to be made aware of that information. 

 
9. You have the right to access, review and request changes to your personal information (i.e. 

address, date of birth). 
 
10. You have the right to be informed of the results of this study once the entire study is complete. 

 

11. For medical emergencies, proceed to the emergency room of the nearest hospital and contact 
study personnel as soon as possible. All adverse events should be reported to Dr. Eric Smith 
at 403-944-1594 as soon as possible. In case of an adverse event or to reach the study 
physician for urgent matters, please contact the Foothills Hospital locating number 
403-944-1110 and ask for Dr. Eric Smith to be paged. This is a 24-hour emergency 

contact number. 
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SIGNATURES 
 
*The role of the caregiver as the participant’s study partner is explained on pages 15 and 16 of 
the consent form, and the caregiver will separately consent to these duties on page 16.* 
 
Participant 
 
By signing this form, I confirm that: 
 
• This research study has been fully explained to me and all of my questions answered to my 

satisfaction 
• I understand the requirements of participating in this research study 
• I have been informed of the risks and benefits, if any, of participating in this research study 
• I have been informed of any alternatives to participating in this research study 
• I have been informed of the rights of research participants 
• I have read each page of this form 
• I authorize access to my personal health information (medical record) and research study data 

as explained in this form 
• I have agreed to participate in this study or agree to allow the person I am responsible for to 

participate in this study  
 
Your signature on this form indicates that you have understood the information regarding your 
participation in the research project and agree to participate as a subject.  In no way does this 
waive your legal rights nor release the investigators, or involved institutions from their legal and 
professional responsibilities.  You are free to withdraw from the study without jeopardizing your 
health care.  You may withdraw from the study at any time, without need to provide a reason, by 
contacting the Principal Investigator Dr. Eric Smith.  Samples and data may be withdrawn up until 
the point that they are accessed by external researchers.  Once coded samples or data are sent 
to approved researchers, they can no longer be withdrawn from the study. 

 
If you have further questions concerning matters related to this research, please contact the 
Principal Investigator, Dr. Eric Smith at (403) 944-1594 or (403) 210-7611. 
 
If you have any questions concerning your rights as a possible participant in this research, please 
contact the Chair, Conjoint Health Research Ethics Board, University of Calgary at 403-220-7990. 

 

_________________________      _______________________________    _________________ 

Participant’s Name                          Signature                                                  Date (DD/MMM/YY) 

 

 

_________________________      ______________________________    _________________ 

Investigator Name                           Signature                                                  Date (DD/MMM/YY) 

 

 

_________________________      ______________________________    _________________ 

Witness’ Name           Signature                                                  Date (DD/MMM/YY) 

 
The University of Calgary Conjoint Health Research Ethics Board has approved this research study.  
 
A signed copy of this consent form has been given to you to keep for your records and reference. 
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STUDY PARTNER INFORMATION 
 
I understand that _________________________, a patient with vascular cognitive impairment whom 
I know well and for whom I am/will be a caregiver, has consented to be a research subject in the 
TRIC-VCI study. This study is examining whether different doses or schedules of Remote Ischemic 
pre-Conditioning have any advantage over each in other slowing cognitive or brain changes in 
patients with vascular cognitive impairment. I have read and understand the consent form that he/she 
has signed. I understand that in order for this study to be conducted in the most valuable manner 
possible, I will have the following responsibilities during the time that the patient remains in this study: 
 
1. I will accompany the patient to all clinic visits. 

 
2. I will ensure that the patient keeps all study appointments (phone or in-person) as listed in the 

schedule that I will receive. I will provide information about how the patient is doing when I bring 
him/her in for clinic visits and complete the necessary caregiver/informant questionnaires, and 
provide information if I’m contacted by telephone as per the predefined schedule.  
 

3. If any severe, serious, or unexpected event occurs to the patient between clinic visits, I will 
immediately call the Study Doctor or his/her representative to report it, whether or not I or the 
patient thinks that it might be due to the study treatment. I will follow all instructions the Study 
Doctor or his/her representative gives me at that time. 

 
If for any reason I become unable to fulfill these responsibilities, I will notify the Study Doctor 
immediately. I understand that I may be asked to find someone else to take over these responsibilities 
for whatever time I am unavailable. If this is not possible, I understand that it might be necessary to 
discontinue the patient’s participation in the study. 
 
For this study, I am aware that the study physician will need to document in the patient’s chart that I 
am his/her study partner/caregiver, and certain information will be collected from me such as my 
contact information.  
 
I am also aware that the information collected as part of this study will be kept confidential 
unless release is required by law, and only used for the purpose of the research study as stated 
in the study objectives above. 
 
DOCUMENTATION OF STUDY PARTNER CONSENT 
 
I have read this document/had its contents explained to me and understand the purpose of this study 
and what the participation of the patient for whom I provide care will involve. I agree to assist the 
patient in the study for the entire duration of the trial and to attend the visits as required. 

 
 
_________________________      _______________________________    _________________ 
Caregiver’s Name                            Signature                                                  Date (DD/MM/YY) 

 
 
The University of Calgary Conjoint Health Research Ethics Board has approved this research study.  
A signed copy of this consent form has been given to you to keep for your records and reference. 
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