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INTRODUCTION 
Dr. Roopinder Sandhu and associates from the Department of Cardiac Sciences at the University of Calgary are conducting a research study.

This consent form 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 will involve. If you would like more detail about something described here, or information not included here, please ask. Take the time to read this carefully and to understand any accompanying information. You may review this consent form at home to think about and discuss with family or friends.  You will receive a copy of this form for your records.

KEY INFORMATION

· Your participation in this research study is voluntary.
· You were identified as a possible participant in this study because you have been diagnosed with heart failure with reduced heart function (also known as systolic heart failure, when your heart muscle does not contract effectively) and therefore you are eligible to receive an Implantable Cardioverter Defibrillator (ICD). This device is implanted inside the body and can detect and treat life-threatening heartbeat irregularities.
· The purpose of this study is to make a comparison in the rates of dying in participants with a weakened heart (heart failure) treated with medications that can help prevent death from heart failure (optimal medical therapy) who have low predicted risk of dying due to heart rate irregularities (arrhythmias) whether they are receiving the ICD vs not receiving an ICD (non-ICD treatment arm).

· As part of the study you will be randomized, like flipping a coin, into one of 2 study groups: Non-ICD study treatment arm vs. ICD study treatment arm.  

· Your participation in this study could last up to 5.5 years, and on average for approximately 3.5 years. 
· Study procedures include completing a number of quality-of-life questionnaires, and randomization to either receive an ICD or to not receive an ICD.

· There are risks from participating:

· Potential risk of a breach in confidentiality. 

· There are risks involved if receiving an implantation including: anxiety, and inappropriate shocks from the device. Since the ICD is implanted most commonly inside the heart, you may also experience possible infection in the heart or blood, complications with ICD implantation (including damage to the heart during implantation), and additional procedures for the ICD may be needed as well. 

· If you are assigned to the Non-ICD arm, you will not be receiving the possible benefits of the ICD device. Mainly, if you should experience a life-threatening heart rate irregularity (arrhythmias) without the ICD, the irregularities will not be terminated by delivering a shock or fast pacing stimulation. 
· There are risks of feeling uncomfortable while answering the questionnaires.
· There is no direct benefit to you by participating in this study.
·  If you do not want to take part in this study, you will receive standard treatment for your condition.

WHY IS THIS STUDY BEING DONE? 
The main purpose of the study is to compare the outcomes of Non-ICD study treatment arm versus ICD study treatment arm in heart failure participants who receive optimal medical therapy for heart failure and who have a low predicted risk of dying due to arrhythmias, to determine if the risk of death is the same or not without an ICD compared to an ICD. 
As part of the study you will be randomized, like flipping a coin, into one of 2 study groups: Non-ICD study treatment arm vs. ICD study treatment arm.  
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

About 3290 people will take part in this study at 115 sites located in the \United States and Canada. Initially 100 participants will be taking part in the feasibility phase from up to 15 sites located in the United States and Canada.  30 people will take part in this study through the University of Calgary. 
WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY? 
If you agree to participate, your participation may last up to 5.5 years. You will be required to follow the schedule of the study visits shown below. The first visit may require your participation in person at a clinic or may be done by phone. We will access your medical records to collect information on your ongoing clinical course and study treatment. 

You will continue to take the same standard of care medications that you are currently on and your participation in the study will not require discontinuation of any standard of care medications.

Upon enrollment in the study, we will contact your primary care physician to inform them of your participation. When the study has been completed, we will share the results with your primary care physician. They may contact you with additional treatment recommendations.

The following study activities will occur at time of and just following consent:

A member of our study team will review this consent form with you and answer your questions. If you agree to participate in this study, you will be asked to sign this consent form. After written informed consent is obtained, we will obtain data from your clinical records. If you are assigned to the ICD arm, you will be referred to an electrophysiologist who will schedule the implantation of the device within 1-3 months after enrollment.  

Regardless of group assignment the following data will be collected from you or your medical record before you are randomized (baseline) and at the follow-up visits:    

Standard of Care (SOC) Procedures: 

· Medical History

· Blood work

· Vitals, Medications

· Pregnancy test results (females in the reproductive years only)

· Limited Physical exam (baseline)
· Cardiac Imaging at baseline, and at 6,12, 18, 24, 30, 36, 42, 48, 54, 60, 66-month visits if completed as per SOC.  

· Follow up visits as scheduled will occur at 3, 6, 12, 24, 30, 36, 42, 48, 54, 60, 66-month visits.   

· Assessment data from the ICD will be collected for those randomized to the arm which receives the device.

Research Activities:  
Quality of life and patient reported outcome (PRO) questionnaires at baseline and 6,12,24,36, 48, 60-month visits.  The specific study related procedures are detailed below. 
Information about your study participation and study results may be included in your electronic health record.  If you have concerns about this or to obtain more details, you should discuss this with the study team.
	Table: Schedule of Activities (Number of participants = 3290)

	
	Enrollment / Randomization
	Follow-up Contacts (Remote or in clinic)

	Timing
	Baseline
	3, 6, 12, 18, 24, 30, 36, 42, 48, 54, 60 and 66 months (+/-1 month) from date of randomization until the end of follow-up

	Eligibility/Informed Consent 
	(
	

	Medical History*
	(

	

	Pregnancy test**
	(
	

	Physical Exam*
	(

	

	NYHA Class*
	(

	(

	Medications / Guideline directed medical therapy (GDMT) adherence
	  (
	(

	ECG*
	(

	

	Cardiac Imaging*
	(

	( (not at 3-month follow-up)

	Quality of life (KCCQ/EQ-5D) ***
	(

	(****

	PRO questionnaires***
	  (
	(**** 

	Randomization/ICD implant
	(
	

	Blood pressure, laboratory parameters (creatinine, BUN, BNP/NT-proBNP, sodium and potassium)*
	(
	(

	Adverse events (unwanted side effects) and terminal event
	(
	(

	Healthcare utilization***
	
	(

	ICD assessment*
	
	(

	*Captured remotely or in clinic or electronic medical record (EMR) as standard of care procedure; **Performed as SOC to premenopausal women ***Captured at baseline, 6 and 12 months, and subsequently on a yearly basis ****Defined per protocol; Obtained per standard of care prior to consent after being stable on GDMT for 1 month; ICD should be implanted as standard of care procedure within three calendar months of randomization date if randomized to the ICD arm.


WHAT WILL HAPPEN WHEN I AM FINISHED THE STUDY?

At the end of the study you will be provided with the care that has been recommended to you by your Cardiologist.  The results of this study will be included when your Doctor is making this recommendation to you. 
HOW LONG WILL I BE IN THIS STUDY? 
Your participation in this study could last up to 5.5 years, and on average for approximately 3.5 years. Follow-up contacts (remote or in-clinic) will occur at 3 months, 6 months, and 12 months during the first year, and then every 6 months until up to month 66 following enrollment into the study.

ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY?

During your participation in this study, you are at risk for events described in this section. You should discuss these with the study doctor. 

There may be risks other than those listed below that are unforeseen.

 Risks in the ICD study treatment arm
There are risks associated with ICD implant that may include the following:

· Prolonged hospitalization attributed to the implant
· Major hematoma (pooling of blood and bruising) requiring evacuation, drainage, blood transfusion 

· Hospitalization or extended hospital stay 

· Infection attributable to the ICD (at the time of implant or any time during follow-up) that requires intravenous (given into a vein) antibiotics, generator/lead removal, or hospitalization

· Skin erosion, device migration (movement), or pocket pain at the implant site

· Non-healing pocket dehiscence (wound disruption where the surgical cuts reopen) requiring intervention 

· Hospital admission attributable to an ICD complication at any time during follow-up

· Acute chest pain within 24 hours of implant that requires prolonged hospitalization or invasive intervention

· Cardiac perforation with or without tamponade (abnormal buildup of fluid in the heart) requiring intervention

· Pneumothorax (air pressure in the lung causing it to collapse) or hemothorax (pooling of blood in the lining of the lungs) associated with the implant and requiring hospitalization or intervention

· Peri-operative (period during the procedure) cardiac arrest within 24 hours of implant that requires prolonged hospitalization or invasive intervention

· Major hemodynamic instability (insufficient blood flow) during implant procedure requiring unplanned intervention or aborting procedure 

· Respiratory failure during or after surgery within 24 hours requiring ventilator support 

· A blood clot that occurs in a large vein (deep vein thrombosis) in the body associated with the implant that requires hospitalization, prolonged hospitalization, or invasive intervention 

· A blood clot that occurs in the lung (pulmonary embolism) associated with the implant that requires hospitalization, prolonged hospitalization, or invasive intervention 

· Lead dislodgement or lead malfunction at any time during follow-up requiring admission

· Post-operative death attributable to implant or sequelae (consequences of the condition) within 30 days 

Specific major complications attributed to the pulse generator could result in pulse generator revision, explant, or replacement; pulse generator malfunction resulting in the device being disabled. 

Specific major complications attributed to implanted leads could result in lead revision, explant, or replacement; lead malfunction resulting in lead pacing or sensing programmed OFF; lead malfunction resulting in the device being disabled.

Specific risks associated with the ICD after implant:

· Local (skin) and system infections in the heart or blood

· Inappropriate ICD shocks (unnecessary delivery of shocks from the device that can lead to pain, anxiety and loss of consciousness)

· Need for repeated procedures

· Possible reduction in quality of life

· Increased risk for non-fatal hospital admissions

Based on available information, the risk of having either a major device-related complication and/or inappropriate ICD shock within 3 years is approximately 20%.

 Risks in the Non-ICD study treatment arm
You should know that based on your symptoms and cardiac function you are indicated for an ICD based on studies that showed that an ICD can reduce the risk of sudden death in participants who have heart failure and low cardiac function. However, these studies were conducted more than 20 years ago and since that time, medications and other treatments for heart failure have improved. In this study we are testing whether the risk of death is the same or not without an ICD as compared to an ICD in heart failure participants who receive optimal medical therapy for heart failure and who have a low predicted risk of dying due to arrhythmias. 

However, you should be aware of the fact that if you are randomized to the Non-ICD arm, you will receive stable and optimal medical therapy but there will be no reduced risk of sudden cardiac death upon the development of life-threatening heart rate irregularities (arrhythmias). Other risks may include dizziness, fainting, hospitalization, and potentially death. Based on your level of risk that was assessed prior to your inclusion in the study, the predicted likelihood of one or more of these adverse events occurring within 3 years is up to 8%. 

Quality of Life Questionnaire 

If some of the questions in the questionnaire may be upsetting or make you feel uncomfortable, you can skip any of the questions you do not want to answer, and you can stop at any time. If you do not want to complete the questionnaire you may inform the study team. This will not affect your participation in the study. 

Patient Reported Outcome (PRO) Questionnaires 

If some of the questions in the questionnaire may be upsetting or make you feel uncomfortable, you can skip any of the questions you do not want to answer, and you can stop at any time. If you do not want to complete the questionnaire you may inform the study team. This will not affect your participation in the study.
Loss of confidentiality

To protect against this risk, the data collected and sent to the University of Rochester Coordination and Data Center will be entered and stored in an electronic data capture system that is password protected with limited access only to authorized study personnel. Your data will only be identified by a unique study ID number assigned to you at the time of study enrollment, and your identifying information will be stored separately at the enrolling site. 

A Data and Safety Monitoring Board (DSMB), an independent group of experts who monitor clinical studies and other studies for the safety of participants and the study's progress, will be appointed to independently monitor the conduct and the outcome of the study. The DSMB is composed of members who do not have any role in the study except to monitor the conduct and the outcome to reduce any conflict of interest. The DSMB will be responsible for monitoring the safety and well-being of the participants participating in this study and ensuring the ethical conduct of the study. If there are any significant problems found by the DSMB, you will be informed and depending on the severity the study could be stopped. Since this study is a randomized clinical study, data on events including procedural complications, adverse events, heart failure hospitalizations, and death will be collected and provided to DSMB for evaluation of risks associated with participation in the study.

ARE THERE ANY POTENTIAL BENEFITS IF I PARTICIPATE?
There will be no direct benefit to you from participating in this study. However, this study will help the researchers learn more about the reasons to implant ICD’s in people with Systolic Heart Failure. Hopefully this information will help in the treatment of future patients with Systolic Heart Failure like yours.

WHAT OTHER CHOICES DO I HAVE IF I CHOOSE NOT TO PARTICIPATE?
If you choose not to take part in this study, you will receive the usual standard of care from your medical team.
CAN I STOP BEING IN THE STUDY?
Yes. You can decide to stop at any time.  Tell the study doctor if you are thinking about stopping or decide to stop.  They will tell you how to stop safely. 

It is important to tell the study doctor if you are thinking about stopping so any risks from your current treatment regime can be evaluated by your doctor.  Another reason to tell your doctor that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.

CAN THE RESEARCHERS REMOVE ME FROM THIS STUDY? 
The researchers may end your participation in this study for a number of reasons, such as if your safety and welfare are at risk, if you do not follow instructions or if you miss scheduled visits. You will not undergo any additional study activities after withdrawal. You may be withdrawn from the study if your disease becomes worse or if your study doctor feels that staying in the study is harmful to your health. The researchers or the study sponsor might also decide to stop the study at any time.
If you decide to stop being in the study, or are removed from the study, or the study is stopped the researcher will ask you to return for a final visit so that the doctor can discuss your ongoing care.
WHAT IF RESEARCHERS DISCOVER SOMETHING ABOUT ME?

During the study, the researchers could learn something about you that they didn’t expect. For example, the researchers may find out that you have another medical condition. The researchers will consult with medical experts as needed to evaluate the findings and will then share these results with you.  You will be helped with arranging appropriate follow up and care.

I consent for the researchers to share findings with me: 

( YES              ( NO

WITHDRAWAL OF STUDY DATA
Data retention is advised for clinical trials to preserve study validity and avoid bias (https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-retention-when-participants-withdraw-fda-regulated-clinical-trials): If you decide to stop being in the study, or are removed from the study, or the study is stopped, the data collected about you up to that point will remain part of the study because withdrawal of data in clinical trials could bias results.
WILL I BE PAID FOR PARTICIPATING, OR DO I HAVE TO PAY FOR ANYTHING?
The costs of parking for non-standard of care visits will be covered. 
You will also receive $50.00 for completing the baseline visit and $25.00 for completing all follow visits. These payments will be made using an online system called the “Everything Card” your email address is required to set up and receive these payments from this system. 
WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?
The study Site and the University of Rochester Coordination and Data Center make every effort to keep the information collected from you private.  In order to do so, your data will be coded with a unique identifier instead of your identifying information such as your name or medical record number. The data shared with the coordination and data center will be coded with the  removing of direct personal identifiers such as your name and address to protect your privacy. However, it is important to note that full dates, such as date of hospital admission/discharge or dates of procedures and surgeries may be considered identifying information (for example, per AHS standards). Therefore, while your data will be coded, the inclusion of full dates could still make it possible, under certain circumstances, to trace the data back to you.  Study data will be deposited in a data repository and shared with third party researchers.”

 However, some identifiable information about you will be stored with the data by Dr. Sandhu at the University of Calgary, for example; this signed consent, your test results, your name, address and medical record numbers.  This information is required to access your medical records for safety information, for communication about study appointments and to provide access for reimbursements. The study team may be notified if you receive other health care services at the site or through its affiliates (e.g. visit to the emergency room) This information will be maintained on site and be stored in a secure manner. 
Sometimes, however, researchers need to share information that may identify you with people that work for the University, regulators or the study sponsor.  

What information may be used and given to others?

The study doctor will get your personal and medical information. For example: 

· Research records

· Records about phone calls made as part of this research

· Records about your study visits

· Past and present medical records related to the study, including records of external providers that are available via your electronic health record at the site and through its Affiliates    

· Results of medical tests   
Who may use and give out information about you?

· The study doctor and the study team

· The study Site and its Affiliates

Your information may be given to: 

· The Department of Health and Human Services

· The University of Rochester Coordination and Data Center

· The University of Rochester (Funder for the study)
· Institutional Review Board

· Patient Centered outcomes research institute (PCORI) 

Why will this information be used and/or given to others?

· To do the research 

· To study the results 

· To see if the research was done correctly  

While every effort will be made to protect the confidentiality of your information, absolute confidentiality cannot be guaranteed. If the results of this study are made public, information that identifies you will not be used.

What if I decide not to give permission to use and give out my health information?

Then you will not be able to be in this research study.

May I review or copy my information?

Yes, but only after the research is over.

How long will this permission be valid?

This permission will last indefinitely. In California and any other state that requires an expiration date, the Authorization will expire 50 years after you sign this authorization document.

May I cancel my permission to use and disclose information?

Yes. You may cancel your permission to use and disclose your health information at any time.  You do this by sending written notice to the study doctor listed on the first page of this form. Upon receiving the written notice, the study team will no longer use or disclose your health information and you will not be able to stay in this study. Information that has already been gathered may need to be used and given to others for the validity of the study.  

May I withdraw from the study?

Yes. If you withdraw your permission to be in the study, no new health information identifying you will be gathered after that date.  Information that has already been gathered may still be used and given to others.  

Is my health information protected after it has been given to others?

No. There is a risk that your information will be given to others without your permission.  Once your information is disclosed to the named entities or organizations listed above, it is possible that your medical information will be re-disclosed and will no longer be protected by U.S. federal privacy regulations.
Your medical records and study data will be reviewed by the sponsor of this study, or their representatives at the University of Calgary. Authorized representatives from the University of Calgary and the Conjoint Health Research Ethics Board may look at your identifiable medical/clinical records and/or your research records held at the University of Calgary or the Cardiac Device Clinic at the Foothills Medical Centre for quality assurance purposes. By signing this form, you are authorizing such access. 

By signing this consent form, you understand that the research team will have access to your individually identifying health information for research purposes this includes accessing you health records on Netcare and Connect Care. In cases where the study involves an intervention such as research related medication, device or other therapy or the project includes research specific lab tests and/or imaging, your signed consent will also be included in your electronic medical record(s), and healthcare staff will know that you are in a research study.
Use of E-mail for Communication in the Study 
You may have the option to receive communications about this study from the enrolling site’s study team via email, by indicating your consent below.  Email communications between you and the study team may be filed in your study record. 

Email communications may be sent or received in an unencrypted (unprotected) manner. Therefore, there is a risk that the content of the communication, including your personal information, could be shared beyond you and the study team. Your consent below indicates that you understand this risk. The institution is not responsible for any interception of messages sent through email. 

I consent to the use of email in this study by the enrolling site’s study team. 

Yes 
(            
No
( 

HOW LONG WILL INFORMATION FROM THE STUDY BE KEPT? 
The researchers intend to keep the research data and medical records for approximately 5 years after the study has been closed as per Health Canada regulations.

Any future use of this research data is required to undergo review by a Research Ethics Board.
WHAT OTHER THINGS SHOULD I CONSIDER BEFORE PARTICIPATION?
Taking part in this study is voluntary. You are free not to take part or to withdraw at any time, for whatever reason.  No matter what decision you make, there will be no penalty or loss of benefit to which you are entitled.  In the event that you do withdraw from this study, the information you have already provided will be kept in a confidential manner.

RESEARCHER CONFLICTS OF INTERESTS 
Neither Dr. Sandhu or Dr. Ballantyne have any conflicts of interest related to this study.  However, Dr. Sandhu will receive payments for study related procedures during the trial.
USE OF DATA FOR FUTURE RESEARCH
Your information might be distributed or used for future research studies without additional informed consent.  All identifiers will be removed before your information is used or distributed.  You will be given the option at the end of this consent form to decide if you would like your data used for future research.  The Site and people who work with the University of Rochester may use the results of this study for other research purposes, including:

· Evaluating other products or therapies for patients with similar health problems

· Developing a better understanding of disease

· Improving the design of future clinical studies

It is your choice whether or not to let researchers share your medical record and study data for research in the future. If you say “yes,” you can change your mind later, but your medical records and study data might still be used if they have already been shared. 
Consent to future use OF INFORMATION
May we share your health data information in a repository with all identifiers removed with other third- party researchers to study outcomes in this participant population? 

Yes 
(            
No
( 


May we share your health information with other researchers for future research projects related to other topics?
Yes 
(            
No
( 

Consent to re-contact 

May your study doctor, or someone from the study team, contact you in the future about using your information for research that is not described in this consent form?
Yes 
(            
No
( 



May your study doctor, or someone from the study team, contact you in the future to see if you would like to participate in other studies?
Yes 
(            
No
( 


IF I SUFFER A RESEARCH-RELATED INJURY, WILL I BE COMPENSATED?
It is important that you tell the researchers if you believe that you have been injured because of taking part in this study.  
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 Rochester, the Patient Centered Outcomes Research Institute, the University of Calgary, Alberta Health Services or the Researchers. However, you still have all your legal rights. Nothing said in this consent form alters your right to seek damages. 

WHO CAN I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?

The Research Team:

You may contact Dr. Sandhu at 403-210-8113 with any questions or concerns about the research or your participation in this study. 

Conjoint Health Research Ethics Board (CHREB): 

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 or email chreb@ucalgary.ca. 
Public Information about this Study: ClinicalTrials.gov is a website that provides information about federally and privately supported clinical trials. A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.

HOW CAN I FIND OUT ABOUT THE STUDY RESULTS?

In general, we will not give you any individual results from your participation in the study. If we find something of urgent medical importance to you, we will inform you, although we expect that this will be a very rare occurrence. Once the study is completed, the study team can discuss with you a summary of the results per your request. You will not receive your individual results.

WHAT ARE MY RIGHTS IF I TAKE PART IN THIS STUDY? 

Taking part in this study is your choice. You can choose whether or not you want to participate. Whatever decision you make, there will be no penalty to you. 

· You have a right to have all of your questions answered before deciding whether to take part.

· Your decision will not affect the standard medical care you 
· If you decide to take part, you may leave the study at any time. 

HOW DO I INDICATE MY AGREEMENT TO PARTICIPATE?
Your signature on this form indicates that you have understood to your satisfaction the information regarding your participation in the research project and agree to participate as a participant. In no way does this waive your legal rights nor release the investigators or involved institutions from their legal and professional responsibilities.
SIGNATURE OF STUDY PARTICIPANT

________________________________

Name of Participant

________________________________
       
_____________________

Signature of Participant



Date

SIGNATURE OF PERSON OBTAINING CONSENT

________________________________

_____________________

Name of Person Obtaining Consent

Contact Number 

________________________________

_____________________

Signature of Person Obtaining Consent

Date

SIGNATURE OF THE WITNESS 
________________________________


Name of Witness




 

________________________________
       
_____________________

Signature of Witness



Date
A signed copy of this consent form has been given to you to keep for your records and reference.

Ethics ID: REB24-1248 
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