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CONSENT TO PARTICIPATE IN RESEARCH
TITLE:  CRD- 973 SyncAV Post-Market Trial
SPONSOR: Abbott
INVESTIGATORS: Glen Sumner, 403-944-5063, Derek Exner, 403-220-3219, Satish Raj, 403-210-6152, Jacques Rizkallah, 403-944-8498, Carlos Morillo, 403-944-2670
INTRODUCTION:
Dr. Glen Sumner, 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 been recommended to receive a Cardiac Resynchronization Therapy Defibrillator (CRTD). 

Signing this consent form does not mean you will take part in the study. You will have to meet certain requirements to take part in the study and your doctor will tell you if you do not meet these requirements.  Your participation in this research study is voluntary.  

If you decide you want to take part in the study, you will be asked to sign, date, and put your name on the consent section before any study-related activities are performed. By signing the consent form, you are telling us that you:

· Understand what you have read

· Consent to take part in the research study 

· Consent to have the tests and treatments described in this form


· Consent to the use of your personal and health information as described in this form

The University of Calgary will be compensated by Abbott for undertaking this research study. No member of the research study team will receive a personal financial benefit from your involvement in this research study. 

WHY IS THIS STUDY BEING DONE? 
Cardiac resynchronization therapy (CRT) reduces mortality and hospitalizations for patients with heart failure, impaired LV function possibly due to an enlargement, and a wide QRS complex.  Although the majority of patients benefit from CRT, approximately 30-40% of patients are classified as non-responders.  Non-response can be caused by different reasons and may be due to where the lead is located on the heart or the hearts electrical pathways. CRT optimization (meaning how the devices timing is programmed) to obtain ideal electrical resynchronization may improve response.

The purpose of this research study is to evaluate how a CRT device programmed with a feature called SyncAV compared to patients with standard CRT device settings will affect non-response by assessing the changes in heart size between baseline and 12 months.  
Taking part in this study is entirely voluntary.  You do not have to take part in the study.  You will receive standard medical care if you do not wish to take part in the study.  Refusing participation will not involve any penalty or loss of benefit regarding your further medical care.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

The study will include up to 1,400 subjects at up to 150 sites worldwide.  20 people will take part in this study through the University of Calgary. 
This is a randomized study.  If you decide to participate you will be randomized to one of two different groups.    If you are assigned to the standard of care group, your doctor will program your CRTD based on what is the best clinical decision for your care.  If you are assigned to the SyncAV group, your doctor will conduct multiple electrocardiograms (ECGs) and use the SyncAV feature of the device to find the best programming for the timing of your CRTD.  
WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY?
If you agree to take part in this study, you will first sign this Informed Consent Form.

If you agree to remote monitoring via a system called “Merlin.net” for clinical purposes, data from your device will be collected following implant and for follow up clinical care, regardless of your participation in this study.  This clinical device data (includes information about the automatic checks that the device performs on the battery and the leads) is transmitted to your physician for evaluation and contains health identifiers like your initials and date of birth.   If you provide consent below, these device data will also be transferred to the Sponsor for analysis of the study. These device data provide useful information to the Sponsor about the safety and performance of the device and how your device is programmed. Linking this device data to the nameless or deidentified clinical data collected during your study participation may be useful to further monitor clinical performance of the devices and to help improve future devices. The device data is transferred to the Sponsor as long as you are actively using your device and connecting to Merlin.net. 

This study has the following required visits: 

Baseline Visit:  If your doctor determines you are eligible for the study and you sign this form, you will have a Baseline visit within 30 days prior to your scheduled CRT device implant. At this visit, your doctor will ask you questions about your medical history, including any hospitalizations within the past 12 months, and collect information on your health status from your medical records. Your doctor will also ask you questions about how much you are limited during physical activity because of your heart condition.

In addition to the above questions, you will have a blood test and will undergo an electrocardiogram (ECG) to record your heart's activity. You will have a 2-dimensional echocardiogram (echo) – a test that uses sound waves to create a moving picture of your heart. This involves moving a wand on your chest while images are taken and displayed on a monitor.  Lastly, you will complete a questionnaire regarding quality of life and a cognitive test.
Device Implant:  Your implant procedure will be the same as if you were receiving a CRT device and not participating in the study. As part of the study, your doctor will record information about the procedure and the device. After implant, all patients will have their device programmed to standard CRT device settings. 

Randomization Visit: This visit will take place between 2 and 6 weeks after your CRT implant procedure. During this visit, your doctor or the study staff will use a programmer (computer) to communicate with your device and perform device measurements to see if you meet more requirements to take part in the study. You should not feel any discomfort during this procedure. If you meet these requirements, you will be assigned to one of two study groups, the SyncAV programming group or the standard CRT programming group. Research studies often assign patients randomly to a study group (also known as randomization) to study a new therapy. Randomization is like a coin toss to decide the patient group you are assigned. A computer program will decide this randomized assignment. 

If you are assigned to the SyncAV group, your doctor will test your CRT device to find the best programming for the SyncAV feature. During this test, your doctor will collect multiple ECGs and program your device based on the results. 

If you are assigned to the standard CRT programming group, your doctor will collect multiple ECGs and program your device based on the requirements in the study protocol.

3-Month Visit: This visit will take place 3 months after you are assigned a study group. Your doctor or the study staff will use a programmer (computer) to communicate with your device. You should not feel any discomfort during this procedure. You will need to inform your doctor or the study staff if you were hospitalized, went to the Emergency Room, Urgent Care center, observational care or visited another physician’s office, or if you changed any of your medications since your last study visit.

If you are in the SyncAV group, your doctor will again test your device to find the best programming for the SyncAV feature. During this test, your doctor will collect multiple ECGs and program your device based on the results. 

If you are in the standard CRT programming group, your doctor will collect multiple ECGs and program your device based on the requirements in the study protocol.

6-Month Visit: This visit will take place 6 months after you are assigned a study group. At this visit, you will complete a questionnaire regarding your quality of life or how well you have felt since your last study visit. Your doctor will also ask you questions about how much you are limited during physical activity because of your heart condition. Your doctor or the study staff will use a programmer (computer) to communicate with your device. You should not feel any discomfort during this procedure.  You will need to inform your doctor or the study staff if you were hospitalized, went to the Emergency Room, Urgent Care center, observational care or visited another physician’s office, or if you changed any of your medications since your last study visit.  Lastly, you will undergo the same 2-dimensional echo procedure as you had at the Baseline visit.

If you are in the SyncAV group, your doctor will again test your device to find the best programming for the SyncAV feature. During this test, your doctor will collect multiple ECGs and program your device based on the results. 

If you are in the standard CRT programming group, your doctor will collect multiple ECGs and program your device based on the requirements in the study protocol.

12-Month Visit: This visit will take place 12 months after you are assigned a study group. At this visit, you will again complete a questionnaire regarding your quality of life and you will complete a cognitive test. Your doctor will also ask you questions about how much you are limited during physical activity because of your heart condition. Your doctor or the study staff will use a programmer (computer) to communicate with your device. You should not feel any discomfort during this procedure.  You will need to inform your doctor or the study staff if you were hospitalized, went to the Emergency Room, Urgent Care center, observational care or visited another physician’s office, or if you changed any of your medications since your last study visit.  Lastly, you will undergo the same 2-dimensional echo procedure as you had at the Baseline visit and 6-month visit and your doctor will collect multiple final ECGs. 

All visits listed above are considered standard of care (except for the randomization visit) and would occur whether or not you are in the study.  

There may be a representative of the Sponsor at your study visits and the representative may carry out some of the study procedures. At the doctor’s direction, the Sponsor representative may also program your device or run tests to see if your device is working as expected. The Sponsor’s representative will work under the direction of your doctor or other care provider.

WHAT WILL HAPPEN WHEN I AM FINISHED? 
When you are finished all study visits then you will continue to be followed by the Cardiac Device Clinic as per standard of care.  
HOW LONG WILL I BE IN THIS STUDY? 
Your involvement will last approximately 14 months. You will be asked to return to the clinic 4 

times after the device implant. Each visit will take approximately 20 to 60 minutes depending on if your device is programmed with SyncAV or with standard settings. You are expected to complete all required follow-up visits.

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

The CRT devices used in this study are approved by federal agencies worldwide and are available to implant. There are no new or additional risks introduced by taking part in the study.  Doctors will use these approved devices per the approved intended use and the instructions for use. 

Your doctor will discuss with you any important new information learned during this study which may affect your condition or willingness to continue in the research study.

 MACROBUTTON  AcceptAllChangesInDoc Female participants:
If you are pregnant or plan to become pregnant, you should discuss your participation with your study doctor.  Subjects who become pregnant while taking part in the study should contact the study doctor right away.   

Risks related to COVID-19

This study includes in-person visits or interactions that might expose you to the COVID-19 virus, including:

· 15-30 additional minutes per clinic visit above the usual time required (45-60 minutes instead of 30 minutes)

· Increased interaction with people (personnel from the sponsor may attend your visit to assist with the device follow up)

· One extra in-clinic visit while the study is ongoing that would not normally occur if you received a traditional ICD. The risks for this include travel to the clinic, time in the clinic, and exposure to others within the Alberta Health Services (AHS) facility.

All AHS procedures and policies will be followed for clinical and study visits, including:

· screening anyone attending in-person appointments
· use/provision of hand sanitizer and personal protective equipment (PPE) for staff and participants (e.g., masks, gloves)

· single-use research tools where possible

· physical distancing measures

· sanitization of surfaces and multi-use equipment between patients / research participants

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 CRTD therapy.  Hopefully this information will help in the treatment of future patients with Heart Failure like yours.

The information gathered in this study will add to the understanding of treatment options for patients with the SyncAV feature.

WHAT OTHER CHOICES DO I HAVE IF I CHOOSE NOT TO PARTICIPATE?

If you chose 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 the Sync AV function 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. 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 to assess the programming of your device.  You will begin your recommended follow up schedule as per standard or 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

If you do withdraw your consent during the study, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research study project can be measured and properly analyzed.  You should be aware that data collected by the sponsor up to the time you withdraw will be part of the study results.  

After you finish your study visits to the clinic, Nurse clinicians from the device clinic will discuss with you whether or not you wish to continue to use remote monitoring via “Merlin.net” for clinical purposes.  This will be covered by a separate clinic consent that has been developed for this purpose. 
If you withdraw from allowing Merlin.net data to be transferred to the Sponsor, the device data will no longer be transferred to the sponsor and will not be used by the Sponsor.

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?

You will not be paid to take part in the study.  However, you will be reimbursed by the Institution for parking for study related visits.
Any tests or examinations that are not part of your routine care and that are required as a consequence of your participation in this study will be covered by the study Sponsor.
WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?
If you decide to take part in this study, your medical records and personal information will be kept confidential to the extent allowed by national, regional and local law.  However, information from the study may be exported to countries where different data protection laws apply.  The data protection laws in other countries may be less strict than those of your country. 

If you decide to participate in the study, the study Sponsor and others who work with the study, such as the study staff and Research Ethics Board (REB) will see health information about you. The REB is a group of people who perform independent review of the study as required by laws governing this type of study. Other regulatory agencies, the REB and the Sponsor’s representatives may inspect and copy your medical records.
The study staff and the study Sponsor will make every effort to keep your personal health information private and confidential in accordance with all applicable laws, regulations, guidelines and privacy legislations, including the Personal Information Protection and Electronic Documents Act (PIPEDA 2000) and, the Personal Information Protection Act (PIPA) of Alberta.

If you decided to participate in the study and provide the consent for allowing the Sponsor access to the Merlin.net data, the study Sponsor and others who work with the study will see your device data. 
The information collected about you may be used in several ways. Information about you and your health that might identify you may be given to others to carry out the study.  Your study doctor may use some of the information in making decisions about your care.

The Sponsor may use the information in any of the following ways:

· To analyse and make conclusions about the results of the study

· In documents sent to the government agencies throughout the world

· For reporting undesirable events to government health agencies

· To provide overall study results to other study doctors, including in publications

· To conduct new medical research studies, to reanalyse the study results in the future or to combine your information with information from other studies

· To develop new medical products and procedures, and other product-development related activities

While using the information in the above-mentioned ways, the Sponsor may give study data to its affiliated companies in the U.S. or other countries. The Sponsor may also share the information with its research or business partners or companies it hires to provide study-related services. Information received during the study will not be used for any mailing lists or sold to anyone for marketing purposes.

You have a right to access your personal data and to have any justifiable corrections made. If you wish to do so, you should request this to your study doctor.

Your personal data will be key-coded using a unique patient number before they are processed with the purpose not to permit your identification, except if necessary for the study or for regulatory obligations. Your coded study data will be processed manually as well as by computer and analyzed during and after the study. 

Your name or identifying information will not be provided for publications in medical journals. Data which has all identifying information removed is called “de-identified data”. Your permission for the use, retention, and sharing of your de-identified health information will continue indefinitely. 
If you give permission to give your identifiable health information to a person or business, the information, may no longer be protected. Your date of birth and initials that are provided via Merlin.net are identifiable.  This is necessary to ensure that your information is not mixed up with anyone else’s information.  There is a risk that this information will be released to others at Abbott without your permission.  This may be done if there is a concern with how the device is working and they need to evaluate it further and then identify that the device has been implanted in you.  

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 medical records and study data will be reviewed by the sponsor of this study, or their representatives at Abbott. 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 Alberta Health Services, Netcare and the University of Calgary for quality assurance purposes. By signing this form, you are authorizing such access. 

By signing this consent form you are authorizing Alberta Health Services to allow the research team access to your individually identifying health information for research purposes. Your signed consent form will also be included in your electronic medical record(s), and your healthcare team will be alerted that you are in a study. This is to ensure your healthcare team has information about the study so that they can treat you safely.
HOW LONG WILL INFORMATION FROM THE STUDY BE KEPT? 
The researchers intend to keep the research data and records until data analysis is completed and the study is closed.  It will then be archived in the University of Calgary archives for approximately 25 years as per Health Canada regulations.
Any future use of this research data is required to undergo review by a Research Ethics Board.
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 that you suffer injury as a result of participating in this research, no compensation will be provided to you by Abbott, 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. 
If you suffer any injuries, illnesses, or complications as a direct result of participation in this study, medical treatment will be available to you through the provincial health care plan.
During the study, if you experience any injuries, illnesses, or complications from taking part in this research study, please contact Dr. Glen Sumner at 403-944-5063.
WHO CAN I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?

The Research Team:

You may contact Dr. Glen Sumner at 403-944-5063 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.

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, as required by U.S. Law. 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.
Information about the clinical investigation will be available on another public database, if not available on http://www.ClinicalTrials.gov or if it is required by local regulations.
HOW CAN I FIND OUT ABOUT THE STUDY RESULTS?

Study results will be posted on the website www.clinicaltrials.gov.   You can also receive the study results from your physician at a regularly scheduled follow up at the device clinic at the conclusion of the study.  
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.
Consent and authorization for participation in this research study

Your signature indicates that you have read the information in this form and have decided to take part in the study. You will be given a signed copy of this form to keep.

· I have read all of the above information in this consent and authorization form.

· I have had the opportunity to ask questions and have received answers concerning areas I did not understand.

· I willingly give my consent to participate in this study and to comply with the procedures related to it.

· I confirm that my key-coded study data will be used in the analysis and de-identified or anonymized data may be included in publications.

· I understand that I am free to refuse to participate in the proposed study, without giving any reason and without my medical care or legal rights being affected.

· I understand that I am free to withdraw from the proposed study at any time, without giving any reason, without my medical care or legal rights being affected.

· I give my permission to representatives from the Sponsor, REB and the regulatory authorities to access and use my medical records and personal information as described in this form.

· I give the study team permission to inform my personal physician of my participation in this study.

Authorization for Sponsor to receive device-specific Merlin.net data within the study

· I understand that this data may be transferred to the sponsor as long as I am actively using the device and connecting to Merlin.net and may be linked to the clinical data collected during the study for future analysis of the clinical study results and to help improve future devices.

· I understand that I can withdraw my consent to allow Sponsor access to this data at any time by contacting the study doctor or by contacting the study Sponsor at:

Abbott Medical Devices

Global Clinical Affairs

5900 Valley View Ct

Sylmar, CA 91342
merlinconsent@abbott.com
Authorization for Sponsor to access patient specific Merlin.net data after conclusion of the study

· I understand that this data may be accessed as long as I am actively using the device and connecting to Merlin.net and may be linked to the deidentified clinical data collected during the study for further analysis of the clinical safety and performance of the devices and to help improve future devices.

· I understand that I can withdraw my consent to allow Sponsor access to this data at any time by contacting the study Sponsor at:

Abbott Medical Devices

Global Clinical Affairs

5900 Valley View Ct

Sylmar, CA 91342
merlinconsent@abbott.com
I willingly give my consent to the Sponsor of the study to use Merlin.net data from my device for as long as my device is transmitting data to Merlin.net.

☐ Yes
☐ No


SIGNATURE OF STUDY PARTICIPANT

________________________________
       
_____________________
Name of Participant




Time
________________________________
       
_____________________

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: REB21-0273                                    

                                                                                                           PI: Dr. Glen Sumner   
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