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INTRODUCTION:
Dr. Brennan Ballantyne, and associates from the Electrophysiology Department 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 will receive a copy of this form for your records.

You were identified as a possible participant in this study because you have a condition called Heart Failure with preserved Ejection Fraction (HFpEF). Your participation in this research study is voluntary.  

WHY IS THIS STUDY BEING DONE? 
The purpose of this research study is to evaluate the safety and efficacy of dual chamber pacing where the pacemaker’s lower rate is set to a personalized rate based on a patient’s left ventricle ejection fraction (LVEF) and height, compared to minimal or no pacing for the treatment of HFpEF.

Your LVEF is a measurement that will be taken from your echocardiogram (a test that uses sound waves to check how well your heart pumps blood). 

If you agree to be in this study, you will receive a Medtronic pacemaker. While you do not currently have an indication for a pacemaker and have no problems with your resting heart rate, research has shown that getting a pacemaker may help patients with HFpEF.

The Medtronic pacemaker mentioned above is licensed by Health Canada for patients who need pacing therapy. 

For this study, the Medtronic pacemaker will be used in patients like you who have HFpEF. Health Canada has not licensed the Medtronic pacemaker as a treatment option for patients with HFpEF and the device will therefore be considered investigational for this study.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
About 700 people will take part in this study worldwide. 25 people will take part in this study through the University of Calgary. 
WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY? 

System description:

For this study, you will receive a Medtronic pacemaker. To implant the pacemaker, the study doctor will put two electrical wires (also known as leads) into a major vein near your collarbone that connects to your heart. 

A pacemaker is a small device that is implanted under your skin that collects information about your heart and can be used to help your heart beat. It continuously monitors your heart through wires that carry electrical impulses (signals) from the pacemaker to your heart. Pacemakers are used to regulate heart rates that are too slow in other patient groups, however, it is not yet known whether using a pacemaker to speed up slow heart rates is safe and effective to improve symptoms in HFpEF patients like you.

Study Procedures:
If you decide to participate in this study, the study doctor and study nurse will collect information about you and your medical history. This includes any medication you currently take, and any other information in your medical files related to your condition or treatment that may be relevant to your being in the study. You will continue to receive your normal standard of care outside of the study.

Trained Medtronic personnel may be present at the implant and at study follow-up visits. The role of the Medtronic person is to give technical support. The Medtronic person may use a programmer to interact with your pacemaker. All of these actions will be done under the careful direction of the study doctor.

Randomization

You will be assigned (randomized) to one of two study groups. Being randomized means that you are put into a group by chance. It is like flipping a coin. Neither you nor the researchers will choose what group you will be in. You will have an equal chance of being placed in any group. 
· Group 1: If you are in Group 1, your pacemaker will be programmed to pace your heart at a personalized rate that is unique to you based on your height and LVEF measurement from your echocardiogram. Your pacemaker will have the same programming (to pace your heart at a personalized rate) for the duration of the study. 
· Group 2: If you are in Group 2, your pacemaker will be programmed to pace your heart at a rate that is not personalized to you (also referred to as a non-personalized rate in this consent form). At the 12-Month visit, your pacemaker programming will be changed to pace your heart at a personalized rate based on your height and LVEF measurement from your echocardiogram. Your pacemaker will pace your heart at a standard programmed rate regardless of whether your pacemaker is set to a personalized or non-personalized rate. 
You and most of the study staff will be blinded, which means that neither you nor the blinded study staff will know which group you are in. However, at least one person at the study site will not be blinded so the study doctor can find out easily if needed for your care. For this study, your echocardiograms will be sent to a lab outside of the study site for analysis. The lab will not know which group you are in.

The scientific nature of the blinded study means that you and most of the study staff cannot be aware of certain parts of your treatment. Therefore, not all information may be available for you during the study. This is to ensure that the quality of the study is protected.

At the 18-Month visit, you may find out which group you were assigned to.

Description of Visits

For this study you will be seen at a minimum of 6 visits. The study doctor will schedule the visits with you. You must make sure that you can come to each visit as scheduled.

Some of your visits may be done remotely if you are enrolled in MyCareLink® (explained later in this form). If your visit is done remotely (virtually or over the phone), the site will follow their normal practices for conducting a visit remotely. Ask the study staff any questions about remote visits.

None of the procedures nor the pacemaker used for this study are experimental. However, implanting a pacemaker in patients with HFpEF and the programming done to the pacemaker as part of this study are considered experimental. It is unknown whether a pacemaker is beneficial for HFpEF patients or whether the use of a personalized or non-personalized rate is effective in helping HFpEF symptoms.

Baseline Visit

You will be enrolled in this study once you sign and date this consent form.

At the baseline visit, the study staff will do the following procedures:

· Evaluate you to confirm you meet the requirements for the study,

· Collect the following information about you:

· Demographics

· Vital signs (including height, weight, heart rate)

· Blood pressure 

· Any cardiovascular medications you currently are taking

· Medical history

· The stage of your heart failure

· Draw your blood (less than a quarter of a teaspoon/about 1mL),

· Do a six-minute walk test (to measure how far you can walk in six minutes),

· Take an echocardiogram and send it to a lab for analysis,

· Ask you to complete questionnaires to assess your quality of life,

· Ask if you have experienced any injuries, hospitalizations, emergency visits, medical visits, or issues since you were enrolled in the study.

You will be given a wearable monitor (such as a Holter monitor or patch) to wear for approximately 24 hours. The monitor will collect information about your heart rhythm. The study staff will give you details about using and returning the monitor.

Your pacemaker will have the capability to use the Medtronic MyCareLink system, which will be explained later in this form. The study site may use the Medtronic MyCareLink system as part of your standard care. However, it is not required to be used for this study.

For this study, CareLink transmissions can be used to replace the following study visits: 2-Month, 14-Month, 24-Month, and Annual Follow-Up Visits. 

Implant Visit

You will be implanted with a Medtronic pacemaker within 2 months of being enrolled in the study. The study doctor will implant the pacemaker according to their standard practice, which includes fluoroscopy (a type of x-ray) that create moving images of the heart). The implant procedure may take a few hours and you may stay overnight after the procedure. You can ask the study staff any questions about the implant procedure. 
At this visit, the study staff will do the following procedures:

· Ask you if there are any changes to your medications

· Collect information about your pacemaker and implant procedure

· Check your pacemaker and adjust the settings as needed 

· Take an electrocardiogram (a test that measures the electrical activity of your heart)

If you are not able to be implanted with the pacemaker, the study staff may schedule another implant procedure once you are fully recovered to try and implant the pacemaker again. It is still your choice if you want to be in this study. If you still are not able to be implanted with the pacemaker, you will remain in the study until you have fully recovered from the attempted implant. Information about the implant procedure(s) and any problems or symptoms you experience during your recovery will be collected and added to the study data. You will be exited from the study once you are fully recovered from the attempted implant or when no further treatment is required by your doctor.  Once you are exited from the study, you will continue to receive your standard medical care.

Randomization (after your implant procedure and before you are discharged)

At this visit, the study staff will do the following procedures:

· Randomize you into either Group 1 or Group 2. 

· You will be randomized to a group by chance and neither you nor the blinded study staff will know which group you are in 

· Ask if there are any changes to your medications,

· Ask if you have had any problems,

· Check your pacemaker and adjust the settings as needed,

2-Month Visit 

If you have MyCareLink, this visit may be done remotely.  At this visit, the study staff will do the following procedures:

· Ask you if there are any changes to your medications

· Ask you to complete questionnaires 

· Check your pacemaker to confirm and adjust the settings as needed. A manual MyCareLink transmission may be required if this visit is done remotely

· Ask you if you have experienced any problems

6-Month Visit 

At this visit, study staff will do the following procedures:

· Ask you if there are any changes to your medications
· Take your blood pressure

· Take an echocardiogram and send it to a lab for analysis

· Draw your blood (less than a quarter of a teaspoon/about 1mL)

· Do a six-minute walk test

· Determine the stage of your heart failure

· Ask you to complete questionnaires

· Check your pacemaker to confirm and adjust the settings as needed. 
· Ask you if you have experienced any problems
12-Month Visit 

This visit will be done in-person. At this visit, study staff will do the following procedures:

· Ask you if there are any changes to your medications
· Take your blood pressure

· Take an echocardiogram and send it to a lab for analysis

· Draw your blood (less than a quarter of a teaspoon/about 1 mL)
· Do a six-minute walk test
· Determine the stage of your heart failure
· Ask you to complete questionnaires
· Check your pacemaker to confirm and adjust the settings as needed
· Take an electrocardiogram

· Ask you if you have experienced any problems 
If you are in Group 2, your pacemaker programming will be changed to pace your heart at a personalized rate based on your height and LVEF measurement from your echocardiogram. You and most of the study staff will continue to be blinded so you will not know which group you are in.

If you are in Group 1, your pacemaker will continue to have the same programming where your pacemaker will pace your heart at your personalized rate. After your pacemaker programming is updated, the study staff will check your pacemaker programming and adjust the settings as needed.

14-Month Visit 

If you have MyCareLink, this visit may be done remotely. At this visit, study staff will do the following procedures:

· Ask you if there are any changes to your medications
· Ask you to complete questionnaires
· Ask you if you have experienced any problems
· Check your pacemaker to confirm and adjust the settings as needed. A manual transmission through the CareLink network may be required if this visit is done remotely
18-Month Visit

This visit will be done in-person. At this visit, study staff will do the following procedures:

· Ask if there are any changes to your medications
· Take your blood pressure
· Take an echocardiogram and send it to a lab for analysis
· Draw your blood (less than a quarter of a teaspoon/about 1mL)
· Do a six-minute walk test
· Determine the stage of your heart failure
· Ask you to complete questionnaires
· Check your pacemaker to confirm and adjust the settings as needed
At the end of this visit, you may be informed of your randomization assignment (which group you were in). 
24-Month and Annual Follow-Up Visit(s)

These visits may be done remotely if you have MyCareLink®. The Annual Follow-Up Visits will occur about every year until the study ends. At these visits, study staff will do the following procedures:

· Ask you if there are any changes to your medications
· Ask you to complete questionnaires
· Ask you if you have experienced any problems
· Check your pacemaker to confirm and adjust the settings as needed. A manual transmission through the CareLink network may be required if this visit is done remotely
Your first Annual Follow-Up Visit will be about one year after your 24-Month Visit.

Unscheduled Visit(s) 

An Unscheduled Visit is when you need to come to the study site outside of your scheduled study visits. At this visit, study staff will do the following procedures:

· Document the reason for your visit 
· Ask you if there are any changes to your medications
· Check your pacemaker and adjust its settings as needed
· Ask you if you have experienced any problems
System Modification  

A system modification occurs when the pacemaker requires modification (for example, an explant (removal of the device), replacement, or repositioning). At this visit, study staff will do the following procedures:

· Ask if there are any changes to your medications
· Check your pacemaker and adjust its settings as needed
· You will be asked of you have experienced any problems
What do I need to do if my hospital has set up the MyCareLink®-system for me?

Your pacemaker will have the capability to use the Medtronic CareLink system. The study site may use the Medtronic MyCareLink system as part of your standard care. However, it is not required to be used for this study. If your study staff enrolls you in the Medtronic MyCareLink system, a small monitor will be provided to you for your home or a different location, if that is possible and more convenient for you. The purpose of the monitor is to do some of your check-ups online so you do not need to go to the clinic in person quite so often. This is routine at many hospitals. These check-ups are often called transmissions. The system sends information from your device, securely, to the hospital for review. Your care team will explain what you need to do in order to send information. The data collected is the same as that which would be collected if you had gone to the clinic in person. The device information is reviewed by hospital staff as standard practice, providing them with information that is important to monitor your treatment. While MyCareLink may be part of your routine care, information collected by the system will also be used for the study. MyCareLink is not being researched in the study, but it is an additional source of useful information. Direct identifiers will be removed, whenever possible, from any information needed for the study. 

For this study, MyCareLink transmissions can be used to replace the following study visits: 2-Month, 14-Month, 24-Month, and Annual Follow-Up Visits. 

Important:

· You will need to follow the instructions for sending your check-up information according to the schedule given to you by your care team. 

· If you miss a MyCareLink transmission, you will need to contact the research team at the number provided later in this form so that a new transmission date can be planned.

Medtronic takes steps to protect the privacy of the health information sent to the secure Medtronic server over the Internet. However, Medtronic cannot guarantee the health information is protected against unauthorized interception.

WHAT WILL HAPPEN WHEN I AM FINISHED THE STUDY? 
When your participation in this study ends, your doctor will discuss your options for either continued care with your pacemaker or having the pacemaker removed (explanted) with you. There are potential benefits and risks associated with either option. Regardless of whether your pacemaker remains implanted, you will be treated according to the standard medical care you would normally receive.

There are risks associated with the pacemaker explant. If you have your pacemaker explanted, the study staff will give you a separate consent form that explains the pacemaker explant procedure and the risks of having the pacemaker explanted. You should discuss the risks of having the pacemaker explanted and the risks of having the pacemaker remain implanted with the study doctor.

HOW LONG WILL I BE IN THIS STUDY? 
Your participation in the study will be at least 18 months and will end when the overall study ends.  The overall study is expected to last about 4.5 years.

ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY? MACROBUTTON  AcceptAllChangesInDoc 
You will receive a separate surgical consent form from the study staff that explains the pacemaker implant procedure and the risks of having the pacemaker implanted.
The risks have been identified by severity by Medtronic based on research done by Medtronic’s study team.

The possible risks of participating in this study include:

· The personalized rate may be less effective than your current medical care 
The risks related to getting the Medtronic pacemaker are, but are not limited to:
· Risks associated with the implant procedure: 

· Hematoma (internal bleeding that leads to a pool of blood, bruise, or clot) (Low severity)
· Infection at access site (Low to Moderate severity)
· Inflammation (Low to Moderate severity)
· Thrombotic/ embolic event (blockage of blood vessels by blood clot, air or foreign materials) (High severity)

· Skin erosion (a condition where the device may cause thinning of the skin above the pacemaker) (Low to Moderate severity)

· Complications with the pacemaker leads:

· Heart valve damage (Moderate to High severity)
· Fibrillation (irregular heartbeat) and other arrythmias (abnormal rhythm of the heart) (Moderate to High severity)
· Thrombosis (blood clot in vein or artery) (High severity)
· Occlusion (blockage), such as thrombotic (blood clot), air embolism (air bubble) or other obstruction of your arteries or veins (High severity)
· Cardiac perforation (puncture of the heart tissue) (High severity)
· Heart wall rupture (High severity)
· Cardiac tamponade (pooling of blood around the heart) (High severity)
· Muscle or nerve stimulation of muscles outside the heart (Low severity)
· Pericarditis (swelling of the sac surrounding the heart) (Moderate to High severity)
· Pericardial rub (rubbing together of the heart and the sac that surrounds the heart) (Moderate severity)
· Infection (Moderate severity)
· Myocardial irritability (irritability of the heart muscle) (Moderate severity)
· Pneumothorax (puncture of a lung) (High severity)
· Lead dislodgement (lead movement away from the desired position) (Low to Moderate severity) 
· Lead conductor fracture (a break in the pacing wires) (Moderate severity)
· Insulation failure (failure of the insulation on the pacing wire) (Moderate severity)
· Threshold elevation (needing to use more energy to pace the heart) (Low severity)
· Heart block (a condition where your heart may sometimes have difficulty starting the next beat) (Moderate severity)
· Rejection phenomena (a condition where your body reacts negatively to the presence of the implanted pacemaker) (Moderate to High severity)
· Acceleration of tachycardia (faster than normal heart rate) (Moderate severity)
Radiation risks: 
As a result of your participation in this study, you will be exposed to radiation from X-ray procedures. In addition to the routine procedures you will undergo, the X-ray exams used for this research include a chest X-ray and fluoroscopic (X-ray) evaluation of the pacemaker. These procedures deliver up to a total radiation dose of approximately 50 mSv. A milliSievert (mSv) is a unit of radiation dose. For comparison, the average person in Canada receives 1.8 mSv each year from natural sources of radiation. This radiation may slightly increase risk of Cancer.

After the fluoroscopic procedure, the skin area exposed to the X-rays could feel like it has a sun burn. A skin reaction, if it occurs at all, could show up from a few hours to a few weeks after the procedure, and usually goes away on its own. If you have a skin reaction, you should promptly report this to the study doctor.

Pregnancy Risks:

If you are or you become pregnant, there may be risks to you or your unborn child that are not yet known. If you are pregnant, you will not be allowed to participate in this study. If you become pregnant during the study, tell the study doctor right away. You may be able to participate after you give birth. If you remain in the study after you give birth, the study doctor will avoid any procedures that would not be ordinarily performed if pregnancy occurred after your implant, or procedures that may be harmful.

Other Risks:

There may be additional risks related to this study that are not yet known.

ARE THERE ANY POTENTIAL BENEFITS IF I PARTICIPATE?
If you agree to be in this study, it is possible that you may not have any direct medical benefits. Possible benefits include the following: 

· Improvement in health status 

· Increased monitoring

· Increased level of physical activity 

· Preservation or improvement in quality of life 

· Reduced atrial fibrillation (irregular heartbeat)

· Reduced number of heart failure hospitalizations

The information from this study can help doctors understand how to improve the management and treatment of HFpEF, both in your own case and in other patients. Information collected in this study can support the development of new devices and therapies. 

WHAT OTHER CHOICES DO I HAVE IF I CHOOSE NOT TO PARTICIPATE?
You do not have to be in this study to be treated for HFpEF.

If you decide not to be in this study, there is other care available to you. You will be treated in other ways as determined by you and your doctor. You may choose no treatment at all. You should discuss other treatments and their possible risks and benefits with the study doctor.

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 the pacemaker 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.If you choose not to be in the study or to leave the study, or the study is discontinued, this will not result in any penalty and you will not lose any benefits to which you are entitled. Your regular care and your relationship with the hospital or clinic and your doctors will not be affected. 

You will be told about any new information that may make you change your mind about staying in the study. You may be asked to sign a new consent form if this occurs.

You may leave the study simply by telling the study doctor. If you choose to leave the study or the study is discontinued, you do not need to have any additional tests before leaving the study. You may be asked to come in for a final device check or visit or to upload information from your pacemaker to CareLink. If you choose to leave the study or the study is discontinued, you may be informed of which group you were randomized (assigned) to.

All of your health data already collected for the study cannot be removed from the study data and will continue to be used as described in this form even after your participation has ended.

CAN THE RESEARCHERS REMOVE ME FROM THIS STUDY? 
Your participation in the study may be terminated by the study doctor at any time without your prior consent if it’s in your best medical interest or you do not follow the instructions relative to the study. If this happens you will be told and the reasons will be explained to you. The study sponsor and regulatory authorities may also stop the study for any reason.

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. 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 please inform the Study Coordinator or your physician.  
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:
Your health data already collected for the study cannot be removed from the study data and will continue to be used as described in this form even after your participation has ended. Removing the data in clinical trials could bias results.
WILL I BE PAID FOR PARTICIPATING, OR DO I HAVE TO PAY FOR ANYTHING?
You may be eligible to be reimbursed for reasonable travel expenses including mileage or parking, if you travel a long way to attend the study visits. If you think this may apply to you, please discuss it with the research team in advance. To be reimbursed, please be sure and save your receipts so that you can provide these to the research staff.
Testing and services done only for the study will be provided at no cost to you. All costs that are part of your usual medical care that would have been provided if you were not in the study will be covered by your provincial healthcare.
WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?
The researchers will do their best to make sure that your private information is kept confidential, unless required by law. Information about you will be handled as confidentially as possible, but there is always the potential for an unintended breach of privacy. The research team will handle data according the Data Management Plan as outlined below: 

Your participation in this study is confidential to the extent described in this section. Medtronic will manage your personal information in accordance with applicable confidentiality standards and laws. 

If you decide to participate in the study, you agree to permit your health care providers and the sponsor of the study, Medtronic, including their representatives, agents and contractors, to collect, use and disclose your health information among themselves and with other participating researchers for purposes of conducting the study. These parties will be referred to as Authorized Personnel in the rest of this section. You also agree to permit Authorized Personnel to disclose your health information, as required by law, to representatives of government organizations, regulatory authorities, review boards, and other persons who are required to watch over the safety and effectiveness of medical products and therapies and the conduct of research. You agree and consent that such information may be sent to Medtronic offices in the United States or other countries, where the Canadian privacy protection laws may not apply, however, Medtronic will ensure adequate protection of your data and compliance with all applicable laws.

The personal data sent to Medtronic will be key-coded. 

Key-coding of personal data means that your personal data are processed so that they can no longer be traced back to you without the using additional information, as long as this additional information is kept separate and protected by the hospital team. 

Your key-coded personal data will be transferred in an electronic form to and/or processed by the following recipients: 

· Medtronic (sponsor of the study); 

· affiliates of Medtronic or third-party service providers, based in your country, or outside of your country, who perform study-related activities (including data access in a remote form) for the study sponsor.

Your personal data will be processed at all times in accordance with applicable legal requirements and will be used only for the following purposes:

· To conduct the clinical study as described in this document;

· For future compatible scientific research in similar or related medical conditions and/or therapies. Examples of this research include: 

o
the development and improvement of new or existing medical devices or therapies;

o
the development and improvement of device guidelines;

o
health economics and clinical outcomes research;

o
the development of products, services and solutions that improve patient services and healthcare costs.

· To evaluate the safety and efficacy of dual chamber pacing compared to minimal or no pacing for the treatment of HFpEF;

· And other business purposes.

Whenever possible, your health information will be identified by a code however, as part of the study data, incidental information may be collected, which contains personal identifiers, such as your name (i.e. where your name cannot be removed from the data carrier such as from electronic media), or in order for Medtronic to comply with its reporting obligations. 

If you agree, your personal doctor will be informed about your participation in the study.

You are entitled to access the personal information collected about you and to have inaccuracies corrected. 

The scientific validity of the study requires that you and most members of the study cannot be aware of certain aspects of your treatment. Therefore, not all information may be available for you during the study. This is to ensure that the quality of the research study is protected.

Medtronic study monitors/auditors (or an authorized third-party study monitor/auditor) may periodically monitor/audit your medical records in order to ensure compliance with the study protocol and study procedures.

Any published information including reports and articles about the study will not include your name or any information that could personally identify you. Information received during the study will not be used to market to you; your name will not be placed on any mailing lists or sold to anyone for marketing purposes.

If you tell the study doctor that you no longer want to participate in the study, no further personal data will be collected from you. All of your health information already collected will continue to be used as described in this form. 

Your research data and records will be maintained in a secure location at the University of Calgary or at the Foothills Medical Centre Device Clinic. Only authorized individuals will have access to it. Your electronic research data will be stored electronically on an encrypted secure cloud based system with password protection. 

Your medical records and study data will be reviewed by the Study Sponsor, or its 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 research and/or medical/clinical records held at Alberta Health Services for quality assurance purposes. Health Canada and/or other foreign regulatory agencies may also review your identifiable research and clinical records for regulatory purposes. Copies of your identifiable information may occasionally be retained by these parties (i.e. the Study Sponsor, the University of Calgary, Health Canada/regulatory agencies). The least amount of information necessary will be released. By signing this form you are authorizing such access and retention. 

By signing this consent form, you understand that the research team will have access to your individually identifying health information for research purposes. In cases where the study involves an intervention such as a 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.
Your study data will be coded (with a number) so that it no longer contains your name; however, some dates associated with your hospitalization or medical history could identify you.

You do not have to sign this consent form if you do not agree with the uses and disclosures of your health information described above. However, if you do not sign this consent form, you will not be able to participate in the study.

HOW LONG WILL INFORMATION FROM THE STUDY BE KEPT? 
The researchers at the University of Calgary intend to keep the research data/records for approximately 15 years as per Health Canada regulations. 
Any future use of this research data at the University of Calgary is required to undergo review by a Research Ethics Board.
WHAT OTHER THINGS SHOULD I CONSIDER BEFORE PARTICIPATION? 
During this study, it is important that you follow these instructions:

· Tell the study doctor about your medical and medication history;

· Attend all visits scheduled with the study doctor;

· Call the study doctor’s office to reschedule a missed visit or transmission as soon as possible;

· Transmit your device information if you are enrolled in the Medtronic CareLink system; 

· Report any injuries, hospitalizations, emergency room visits, symptoms or complaints to the study doctor or study nurse as soon as possible.

The study doctor will collect the name of a person who may be contacted if you cannot be reached. He/she may be asked how to contact you and about your health status. Please tell the study doctor about any change to his/her contact details. 


Remember to tell the person you identified as the contact that he/she may be contacted by the study doctor.

RESEARCHER CONFLICTS OF INTERESTS:
Medtronic is the sponsor of this study and is organizing and funding this study. Medtronic will provide appropriate compensation to the study doctor’s institution for the work of collecting the study information and managing the study at its facilities. Your participation in this study may lead to the development of products which may profit Medtronic. 

USE OF DATA FOR FUTURE RESEARCH

It is your choice whether or not to let researchers share your data for research in the future. If you say “yes,” you can change your mind later, but your data might still be used if they have already been shared. 
My coded research data may be kept for use in future research to learn about, prevent or treat other health-related problems.

( YES     ( NO

OPTIONAL PHYSICIAN NOTIFICATION:
We believe it is important that your primary care provider know that you are in this research study and have been implanted with a pacemaker that could affect your health.  With your permission, we will notify your provider that you are enrolled in this study.

I consent to my primary care provider being notified of my participation in this study.

( YES      ( NO

Participant’s Initials: ________

CONTACT FOR FUTURE RESEARCH:
University of Calgary researchers may contact me in the future to ask me to take part in other research studies.

( YES     ( NO

IF I SUFFER A RESEARCH-RELATED INJURY, WILL I BE COMPENSATED?
In the event of physical injury or physical illness resulting from your participation in this study, your provincial healthcare should cover the costs of medical care and treatment. 

The study sponsor has agreed, under certain circumstances, to pay back the study site for the costs of medical or surgical care it provides for any illness or injury related to a defect in material or workmanship of the study device or a defect in the study protocol. The study sponsor, the hospital, and the study doctor make no commitment to compensate you for any injury, nor for any additional expenses that you may have because of this study. Nevertheless, you do not waive any legal rights by participating in this study nor do you release the study sponsor, study doctors, or the hospital from responsibility for their negligence.

It is important that you tell the researchers if you believe that you have been injured because of taking part in this study.  
What will happen if I die while I am in this study?

If you should die while participating in this research study, with the pacemaker in place, we may ask your family or other authorized representative for permission to retrieve certain records surrounding your death and/or to have the device removed and sent to Medtronic. The records may include your hospital records, your death certificate, or autopsy reports which will not include your name and will be sent to the sponsor as part of the information collected for the study. If your device is removed and sent to Medtronic, Medtronic will collect information from the device. Your family or authorized representative has the right to refuse these requests.
WHO CAN I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?
The Research Team:

You may contact Dr. Ballantyne through the cardiac device clinic at Foothills Medical Centre (403-944-1188) 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.

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 receive. 
· 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.
PATIENT INFORMED CONSENT FORM SIGNATURE SHEET

I have read the patient information of this study and the study doctor has answered all my questions regarding the study.

I had sufficient time to consider my participation into this study, I am aware that participation into this study is completely voluntary, and I agree to follow the instructions from the study doctor.

I realize that I may decide to refuse participation or stop participation at any time without penalty and without affecting the quality of my health care or the relationship with the study doctor.

I know what will happen if I leave the study and understand the details described in this form.

I understand and agree that personal information about me will be collected from my medical records, used and processed (manually and by computer) by the manufacturer of a medical device used in my treatment or any other designated party that is involved in the study (e.g. hospital, study doctor, regulatory authorities, Ethics Committees).

I understand and agree that representatives from Medtronic, regulatory authorities and the Ethics Committee will be granted direct access to my medical records.

I understand and agree that the study doctor(s)/hospital will release the relevant personal information about me for the purpose of the clinical investigation.

I understand that I am entitled to access the personal information collected about me and to have inaccuracies corrected.

I agree to participate voluntarily in and comply with this study.

I understand and agree that the study doctor will collect the name of a person to be contacted, if I cannot be reached for follow-up.

I understand that I will receive a dated and signed copy of the patient informed consent form.

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: REB25-1043                                      

  PI: Dr. Brennan Ballantyne
Study Title: ELEVATE-HFpEF  
Version: 1.0, 2025-Jun-12 
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