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PARTICIPANT INFORMED CONSENT FORM 

 

Title of Study: Treatment In Thoracic Aortic Aneurysm: Surgery vs. Surveillance (TITAN: SvS)  

 

Local Site Principal Investigator (PI):  Dr. Munir Boodhwani      613-696-7237 

 

Sponsor: Ottawa Heart Institute Research Corporation (OHIRC)  

Participation in this study is voluntary. Please read this Participant Informed Consent Form 
carefully before you decide if you would like to participate. Ask the study doctor and study team 
as many questions as you like. We encourage you to discuss your options with family, friends or 
your healthcare team.   

  

Why am I being given this form?  

You are being asked to participate in this research study because the vessel that carries blood 
from your heart to the rest of your body, the aorta, is larger than usual. Patients who have a 
large aorta above certain size will have surgery to replace the aorta. Usually patients will have 
surgery when the aorta grows to be 5.5 cm or larger. We do not know whether patients with 
large aortas that are not quite 5.5cm should have surgery, or should be monitored to see if their 
aorta continues to grow.  For this study, patients with an aorta between 5.0 – 5.5 cm will either 
undergo surgery or continue to be monitored.   

 

Why is this study being done? 

This study is being done to compare early surgery to monitoring in patients with large aorta of 
between 5.0 – 5.5 cm. A large aorta may have higher chance of tearing or bursting, and we are 
trying to find out if performing surgery earlier can help more patients prevent these events. We 
are trying to determine whether it is better for patients with aortas 5.0-5.5 cm to have surgery 
before their aorta grows even more, or if they should wait and be monitored. 

 

This study is taking place at a number of sites across Canada. We estimate that 566 
participants will be enrolled in the study, including 60 participants from University of Ottawa 
Heart Institute.  

 

How is the study designed? 

This is a randomized study looking at two treatments for patients with aortas that are enlarged 
to between 5.0 and 5.5 cm.  One group will have surgery to replace their enlarged aorta.  The 
other group will be monitored to see if their aorta continues to grow. Both groups will still be 
given medications and have regular testing to monitor their aorta.  

 

Whether you will have surgery or continued to be monitored will be decided randomly. 
Randomization means that you are put into a group by chance, similar to flipping a coin. The 
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procedure and all medical care you will receive during and after the procedure, while in hospital, 
will be as per standard guidelines for patients with heart disease. 

 

If you are randomized to the monitoring group and your aorta grows to 5.5cm or greater, you will 
still be considered for surgery. Being randomized to the monitoring group does not mean you 
can’t have surgery if your doctor feels you need to have surgery. 
 

What is expected of me? 

If you decide to sign this consent form, you are expected to undergo the treatment plan to which 

you have been randomized. You can expect to have the following visits and procedures.  

Baseline Visit 

We will review your medical records to determine if you are eligible to participate. You will be 
invited to participate, and the study will be explained to you.  You can decide whether to 
participate or not.   

When we have collected all the information we need, you will be randomized using a computer 
system. We will tell you, either in person or over the phone, which procedure you will have and 
we will book the procedure.  

Surgery 

If you are randomized to the surgery group, you will undergo surgery to replace your enlarged 
aorta. You will spend about 5-7 days in the hospital after the procedure. You will receive the 
standard of care while you are in the hospital. After going home, you will return to clinic after 4-6 
weeks for an appointment with your surgeon. 

Surveillance 

If you are randomized to the surveillance group, you will be monitored by the Aortic Clinic at the 
University of Ottawa Heart Institute as part of usual standard of care. You may be considered 
for surgery if your aorta grows to 5.5 cm.   

Annual follow-up  

As part of the standard of care for patients with enlarged aortas, you will be followed by the 
aortic clinic.  Your follow up visits may include CT scans, blood tests, and appointments with a 
doctor as a part of the standard of care.   
In addition to this follow-up, the study team will follow up with you once per year.  These follow-
ups may be done by telephone, or you may be asked to come to the Heart Institute.  You will be 
followed for at least two years, and as many as five years.  You will continue to be followed by 
the Aortic Clinic even after the study ends, as part of the regular standard of care. 

Questionnaire 

You will be asked to complete a quality of life questionnaire at your initial visit, and 1-year and 3-
years follow up visits. The questionnaire is called the SF-36, it is used to assess your quality of 
life, your ability to carry out your day to day activity, and your mental well-being before and after 
the procedure. It will take about 20 minutes to complete. You may skip any questions that make 
you uncomfortable or that you do not wish to answer. 

CT Scans 

As part of your regular standard of care, you may have regular CT scans to monitor the size of 
your aorta.  There are no extra scans for the research study, but the study team will collect the 
images from the CT scans as part of the study.  The CT scan images will be sent to the 
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The data from this study may be used in future research. Any future research project using data 
from this study will be sent for review by the ethics board. If the study does not require any new 
information from you, we may not contact you for consent of participation. If the study requires 
new or additional information from you, we will contact you for participation.  The data from this 
study belongs to the Principal Investigator and the Ottawa Heart Institute Research Corporation. 
If the data from this study is used in future research projects, the full confidentiality remains. 

 

If you choose to donate blood or tissue samples to the biobank, your samples will be used in 
future research.  The future uses for these samples are explained in the biobank consent form. 

 

How long will I be involved in the study? 

The entire study will last approximately 5 years. Your participation in the study will last at least 2 
years and as many as 5 years.  Over this time, you will be required to visit the University of 
Ottawa Heart Institute for 5 times, including for your surgery if you are enrolled in the surgery 
group.   

 

Your participation in the study may be stopped for any of the following reasons: 

• The study doctor feels it is in your best interest.  

• You need additional treatment that would interfere with the study. 

• You do not follow the study staff’s instructions. 
 

What are the potential risks I may experience?  

The study procedures have risks, as most procedures do. However, there is always a chance of 
risks that we do not know about. The risks we know about are listed below. 

 

Surgery Risks 

Risks associated with surgery of the aorta are different for different hospitals and surgeons. For 
the University of Ottawa Heart Institute, the 30-day risk of death is 1 in 100 – 200, heart attack is 
0 – 1 in 100, and stroke 3 in 100. Other risks include the need for a blood transfusion (32 in 
100), reoperation (5 in 100), and infection (2 in 100).  

 

Surveillance Risks 

Risk associated with surveillance of enlarged aorta include partial or complete tearing and/or 
leaking of the aorta, bleeding in between the layers of the aorta, or thinning of the wall of the 
aorta. The risk of these acute aortic events is about 3 in 100 per  year.  

 

Questionnaires 

You might find the interviews and questionnaires upsetting, distressing or tiring if they are quite 
lengthy.  You might not like all of the questions that you are asked. You do not have to answer 
any questions that make you uncomfortable. 

 

Risks of Insurability 

We will take all reasonable steps to keep your research information confidential. Should 
someone not involved in the research find out that you took part in this research study, or if you 
choose to share your results (if they are provided to you), there is a possibility that this could 
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affect your insurability under certain policies of insurance, depending on the exclusions in such 
policies. 

 

Is there a concern with pregnancy or breastfeeding? 

This study does not post any additional risks for pregnant or breastfeeding women in excess of 
the usual risks of undergoing cardiac surgery.  If you are pregnant or breastfeeding, your heart 
surgeon will discuss the risks with you, and with your other healthcare providers. 

 

Can I expect to benefit from participating in this research study? 

You may not receive any direct benefit from your participation in this study. Your participation 
may allow the researchers to determine whether early surgery or surveillance is a better 
treatment for patients with enlarged aortas. This may benefit future patients. 

 

This study will select by chance which treatment plan you will receive.  Participants in one arm 
of this study may do better or worse than participants in the other arm.    

 

Do I have to participate? What alternatives do I have? 

You can choose not to participate in this study. If you choose not to participate, you will receive 
the treatment that is best suited for your medical history and current condition as determined by 
the surgeon. Your study doctor will discuss these options with you. 

 

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 without affecting the medical care, education, or 
other services to which you are entitled or are presently receiving at this institution. 

 

If I agree now, can I change my mind and withdraw later? 

You may withdraw from the study at any time without any impact on your current or future care 
at this institution. 

• If you decide to stop your study participation before your procedure, you should contact 
the study doctor or the study team immediately as we will need to make alternative 
arrangements. They will discuss the related issues with you. 

• You may also choose to discontinue your participation in the study after your procedure. 
However, a final visit may need to be completed to ensure your safety and well-being. 

• If you withdraw your consent, the study team will no longer collect your personal health 
information for research purposes, unless it is needed for review of safety. Any 
information gathered up until your withdrawal will still be used.  

• You can also choose to withdraw your data from the study. Should you want to do this, 
please contact the study doctor or study team. 

 

What compensation will I receive if I am injured or become ill in this study? 

In the event of a study-related injury or illness, you will be provided with appropriate medical 

treatment and care.  Financial compensation for lost wages, disability or discomfort due to an 

injury or illness is not generally available.  

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-2021-052070:e052070. 11 2021;BMJ Open, et al. Guo MH



 

Page 6 of 8 

Version date: 10 May 2018 

You are not waiving any of your legal rights by agreeing to participate in this study.  The study 
doctor and the University of Ottawa Heart Institute still have their legal and professional 
responsibilities.  

 

Will I be paid for my participation or will there be any additional costs to me?  

You will not be paid for your participation in this study, and there will be no additional costs to 
you. The cost of parking will be paid for each visit related to the study.  

 

How is my personal information being protected? 

• 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. 

• Information that identifies you will be released only if it is required by law.  

• All information collected during your participation in this study will be identified with a unique 
study number (for example participant # AB01), and will not contain information that 
identifies you.   

• Documents or samples leaving the UOHI will only contain the coded study number.  

• A Master List provides the link between your identifying information and the coded study 
number. This list will only be available to Dr. Boodhwani and his staff and will not leave 
this site. 

• The Master List and coded study records will be stored securely. 

• For audit purposes only, your original medical records may be reviewed under the 
supervision of Dr. Boodhwani’s staff by representatives from: 

o The Ottawa Health Science Network Research Ethics Board (OHSN-REB) 
o The sponsor, The Ottawa Heart Institute Research Corporation 

• You will not be identified in any publications or presentations resulting from this study. 

• Research records will be kept for 10 years, as required by the OHSN-REB. 

• At the end of the storage time, all paper records will be shredded and all electronic 
records will be securely deleted. 

 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This Web site 
will not include information that can identify you.  At most, the Web site will include a summary 
of the results. You can search this Web site at any time. 

 

This research study can be found on the above listed website by using the clinical trial 
registration number NCT03536312. 
 

Do the investigators have any conflicts of interest? 

There are no conflicts of interest to declare related to this study.  
 

What are my responsibilities as a study participant? 

It is important to remember the following things during this study: 

• Ask your study doctor or study team if you have any questions or concerns. 

• Tell your study doctor or study team if anything about your health has changed. 
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• Call the study doctor if you experience any side effects, even if you are unsure whether it 
has anything to do with this study.    

 

Will I be informed about any new information that might affect my decision to continue 
participating? 

You will be told in a timely fashion of any new findings during the study that could affect your 
willingness to continue in the study.  You may be asked to sign a new consent form.  

 

Who do I contact if I have any further questions?  

If you have any questions about this study, or if you feel that you have experienced a study-
related injury or illness, please contact Dr. Munir Boodhwani at 613-696-7237 or the study staff 
at 613-696-7000 ext. 18329 

 

The Ottawa Health Science Network Research Ethics Board (OHSN-REB) has reviewed this 
protocol.  The Board considers the ethical aspects of all research studies involving human 
participants at the University of Ottawa Heart Institute. If you have any questions about your 
rights as a study participant, you may contact the Chairperson at 613-798-5555, extension 
16719.
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Treatment In Thoracic Aortic Aneurysm: Surgery vs. Surveillance 
TITAN: SvS  OHSN-REB #20180007 

 

Consent to Participate in Research 

• I understand that I am being asked to participate in a research study about early surgery vs. 

surveillance in patients with ascending aortic aneurysm.   

• This study was explained to me by ___________________________.  

• I have read, or someone has read to me, each page of this Participant Informed Consent Form.   

• All of my questions have been answered to my satisfaction.   

• If I decide later that I would like to withdraw my participation and/or consent from the study, I 

can do so at any time. 

• I voluntarily agree to participate in this study. 

• I will be given a copy of this signed Participant Informed Consent Form. 

 

It is important that your personal doctor be aware you are in a research study, as you may be 

taking a treatment that could affect your health.  With your permission, we will notify him/her that 

you are taking part in this study. 

I consent to my personal doctor being notified that I am taking part in this study: 

❑ YES ❑ NO   Participant’s Initials________ 

 

_____________________________   ____________________________   _________________ 

Participant’s Printed Name     Participant’s Signature    Date 

 

Investigator or Delegate Statement  

I have carefully explained the study to the study participant.  To the best of my knowledge, the 

participant understands the nature, demands, risks and benefits involved in taking part in this 

study.   

 

_____________________________   ____________________________   _________________ 

Investigator/Delegate’s Printed Name    Investigator/Delegate’s Signature    Date 

 
Assistance Declaration  
Was the participant assisted during the consent process?  ❑ Yes ❑ No 
 
❑  The consent form was read to the participant, and the person signing below attests that the 
study was accurately explained to, and apparently understood by, and consent was freely given by 
the participant/substitute decision-maker.  
❑  The person signing below acted as a translator for the participant during the consent process.  
He/she attests that they have accurately translated the information for the participant, and believe 
that the participant has understood the information translated. 
 

___________________________        _________________________  ____________________   

Name of Person Assisting (Print)           Signature                            Date 
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