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CONSENT TO PARTICIPATE IN RESEARCH
TITLE: Ambulatory Leadless Electrocardiogram Recorder Trial (ALERT) Feasibility Study 
SPONSOR: HelpWear Inc.
INVESTIGATORS: Dr. Erkan Ilhan 403 956 3686
INTRODUCTION: Dr. Erkan Ilhanand colleagues from 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 heart monitoring device. Your participation in this research study is voluntary.  
WHY IS THIS STUDY BEING DONE? 
The purpose of this research study is to compare the heart rhythms collected by the HeartWatch to heart recordings collected by the standard of care clinical heart monitors. The HeartWatch is a Health Canada approved device designed to provide continuous collection of heart rhythm recordings for longer periods of time compared to traditional heart monitors. The HeartWatch is arm band worn on the left bicep and collects ECG data regardless of the wearer’s environment, activities, and other factors. The HeartWatch allows the user to flag any symptoms they experience (such as palpitations, light-headedness, fainting, etc) for physicians to correlate user symptoms to their ECG tracing. 

This study will examine if the HeartWatch’s ability to record ECG tracings is similar to traditional heart monitoring devices currently used in clinical care settings. 
All patients who enroll in this study will receive their intended traditional heart monitoring device as part of the standard of care and a HeartWatch and study phone with the HelpWear app for comparison.
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
Up to 150 people will take part in this study at three sites associated with the University of Calgary. 
WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY? 

STUDY. Your participation will involve:

History. We will collect basic information related to your age, gender, details of your heart condition, why you are having your heart rhythm monitored and your medications. We will review your medical records to obtain any data that is not available at the time of study arm band testing.

Study band. The HeartWatch collects ECG signals from a person’s arm, non-invasively. You will wear the study HeartWatch on your left arm for the same duration that you are wearing a clinical Heart monitor that you were prescribed by your physician. The HeartWatch collects continuous ECG signals from four (4) built-in electrodes and transmits the data to a communication device (e.g., smartphone), and then send that information to the cloud using the Android Operating System and Bluetooth.
While you are wearing the HeartWatch you will be asked to record or tag symptoms you have (rapid heartbeats, fainting, dizziness, etc) and your activities to allow for subsequent review by the evaluator (physician or technician). This is completed by pressing a button on the HeartWatch or the study smartphone with the HelpWear app.
Picture. After the HeartWatch has been place on your arm the study Coordinator will take a picture of where it is resting on your arm.  The picture will not contain any part of your face that could identify you in the images.
Clinical Holter monitor or Event recorder. Per standard of care, the physician will determine which type of heart monitor is best suited to you (either a Holter monitor or an Event recorder). Patches will be placed on your skin to collect heart electrical information (ECG) for the monitor. This is a standard test used in assessing people with or at risk of heart disease in the cardiac clinic.

Symptoms. We will ask that you record your symptoms during the monitoring period using the HelpWear app on the study smartphone and in the symptom diary for the Holter monitor and Event recorder as is standard for these clinical monitors.
Exit interview/questionnaire. This visit will occur when you are returning your clinical heart monitor.  It will include returning the HeartWatch and the HelpWear phone.  It will also include questions and a brief questionnaire to collect your feedback about your experience with the two different devices and to help determine where possible improvements can be made.

Adverse events.  We will ask you if you experienced any adverse events during the time when you were wearing the device and in the study. 
Adverse event picture.  If you experience an adverse event to your arm from the HeartWatch, we will take a picture to record the adverse event for analysis purposes.
WHAT IS THE ROLE OF THE SPONSOR’S REPRESENTATIVE?

Trained Helpwear personnel may be present at the initial study visit when the device is placed and the study follow-up visit. The role of the Helpwear person is to give technical support. The Helpwear person may interact with the study device to ensure proper placement and signal quality. All of these actions will done under the careful direction of your study doctor. 

WHAT WILL HAPPEN WHEN I AM FINISHED WEARING THE MONITORS? 
After 2 days of monitoring by the HeartWatch, you are finished the study and you will return the study devices, the HeartWatch armband and HelpWear phone. You may still be required to wear the Holter monitor or the event recorder until the recording period is complete as part of your standard clinical care, this will be determined by your physician. When all recordings are complete, both the HeartWatch and your clinical heart monitoring system tracings will be evaluated, and your physician will be informed of the results.  You will then continue with standard clinical care with your physician.
HOW LONG WILL I BE IN THIS STUDY? 
This study will be enrolling patients for up to 12 months.  Your participation in the study will last for the duration that you are wearing the traditional heart monitor as well as completing an exit interview with the research coordinator when you bring the devices back to the Cardiology Clinic.  At this point your participation is complete.
ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY?

HeartWatch Usage Risks:
While the HeartWatch is painless and non-invasive, participants may experience skin irritation from where it is in contact with their skin.
Ambulatory ECG Recording Risks:
Other clinical heart monitors (Holters and Event Recorders) are painless and non-invasive. They require the user to keep a log of activities and symptoms, remove and replace skin patches when they are worn for extended periods and carry a monitor (receiver) on their belt or other clothing. Users may experience skin irritation and discomfort from the patches (adhesive electrodes) on their skin that are required to record the electrical activity of the heart. 
ARE THERE ANY POTENTIAL BENEFITS IF I PARTICIPATE?
There are no direct benefits to you for participating in this research study. 
WHAT OTHER CHOICES DO I HAVE IF I CHOOSE NOT TO PARTICIPATE?

If you choose not to take part in this study, your care will not be impacted. You will receive the usual clinical ECG monitor that is the 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 or the study coordinator if you are thinking about stopping or decide to stop. They will tell you how to stop participating in a safe way that won’t impact the clinical heart monitor. 

It is important to tell the study doctor if you are thinking about stopping so any risks from the HeartWatch 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 several reasons, such as if your safety and welfare are at risk, if you do not follow instructions, or if you are unable to wear the HeartWatch. 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 close you out of the study where you will return the HeartWatch and study phone to the research team. 
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 a heart rhythm problem that was not detected by the traditional monitor or a heart rhythm problem that wasn’t the reason you were referred for a heart monitor. The researchers will consult with medical experts as needed to evaluate the findings and will then share these results with you as soon as possible once the finding is determined to be clinically significant.  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 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 unless you specifically request that your data be withdrawn. You do have the right to request that your data be withdrawn from the final analysis in the study. Once the study results are published, you will not be able to withdraw your data. 
WILL I BE PAID FOR PARTICIPATING, OR DO I HAVE TO PAY FOR ANYTHING?
You will receive a $50 gift card to acknowledge the additional time and effort required to participate in the study. Your hospital parking costs will be covered for when you return the devices to the ECG clinic.
WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?
If you decide to participate in the study, you agree to permit the researchers to collect, use and disclose your health information among themselves and with other researchers participating in the study for purposes of conducting the study and for other purposes described in this informed consent. You agree to allow access to and use of your health information, (by electronic health records and clinic charts), as well as disclosure to the researchers. You also agree to permit the researchers to disclose your health information as required by law and to representatives of government organizations, research review boards, and other persons who are responsible for watching over the safety and effectiveness of medical products and therapies and the conduct of research.

You will be assigned a study Identifier if you participate in this study. Your study identifier will be coded into the HeartWatch.  There are no other personal identifiers entered into the HeartWatch.  

The clinical heart monitor will have personal identifying information. This allows Alberta Health Services (AHS) to link this test with your Health Record for clinical purposes.  We will collect your name and Personal Health Care Number. It will be kept in a database that is stored on a secure password encrypted SharePoint server at the University of Calgary. It will be kept separate from the databases that are used for the study. This information will allow us to work with AHS to obtain the data from your clinical monitor. All other data collected about you for this study will de deidentified, stored securely, and not be shared with the Sponsor. None of your personal information is provided to the Sponsor.
All data collected for this study will be kept on a secure database housed at the University of Calgary in the Clinical Research Unit (CRU).  This database will not include any patient identifiers and meets Level 4 Privacy standards as outlined by the University of Calgary. 

Your deidentified study data will be reviewed by the Sponsor, or their representatives. 
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 for quality assurance purposes. By signing this form, you are authorizing such access. 

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 to the Data Management Plan as outlined below: 

1) All of your data will be assigned a unique study identifier.

2) All paper copy study data collected about you with your unique study identifier will be stored in a locked office in a secure area at the University of Calgary.
3) All digital data with your assigned study identifier will be kept on a password encrypted secure server located at the University of Calgary and at HelpWear located in Toronto Ontario

4) All Master files that link you with the study identifier will be kept in a separate document, located in a separate are from the CRU Redcap database and the paper files.
5) Data that is sent to the Sponsor, will only contain your unique study identifier.
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.
HOW LONG WILL INFORMATION FROM THE STUDY BE KEPT? 
The researchers at the University intend to keep the research data for 5 years after the data has been published as per the University of Calgary’s Data Retention Policy. 
RESEARCHER CONFLICTS OF INTERESTS 
None of the researchers have any conflict of interests to disclose for this study. 
USE OF DATA AND HEART TRACINGS FOR FUTURE RESEARCH

HelpWear would like to retain your de-identified heart tracing information indefinitely to use in the development of future technology. Any future use of this research data is required to undergo review by a Research Ethics Board. 

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

( YES 
( NO
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?
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 HelpWear, 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. Erkan Ilhan 403 956 3686 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. 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?

Study results can be found at the end of the study on the Company website at www.helpwear.ca.
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.
SIGNATURES FOLLOW ON THE NEXT PAGE
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.
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