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Dr. Erkan Ilhan, and associates from the Electrophysiology department at the University of Calgary (UofC) 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 mentioned 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 either have:
1) A diagnosis of Calcium Release Deficiency Syndrome (CRDS) due to the presence of a genetic change that causes an underactive RYR2 protein (a protein in the heart), or

2) Were considered to have a possible diagnosis of CRDS, however studies on the change in your RYR2 gene found that it did not result in an underactive or overactive RYR2 protein, or

3) Have a genetic change in your RYR2 gene that results in a large deletion or duplication of a portion or all of the protein. 

When you participate in research, the main goal is to learn things to help improve healthcare for patients in the future. Outside of research, your doctor’s sole goal is to care for your health. 

Your participation in this research study is voluntary. You have the right to refuse to participate in this study. If you decide to participate, you may still choose to withdraw from the registry at any time without any negative consequences to the medical care or other services to which you are entitled or are presently receiving. 

WHY IS THIS STUDY BEING DONE?
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Each year, millions of individuals suffer a cardiac arrest. Most of these people have a blocked artery or a structural abnormality that causes their heart to develop a life-threatening electrical abnormality or arrhythmia. There are several causes of cardiac arrest in people without structural heart disease. These conditions are disorders that involve the electrical activity of the heart that can result in dizziness, fainting or cardiac arrest. A new electrical heart disorder has recently been discovered by a group of investigators called CRDS. CRDS develops due to a genetic change in the RYR2 gene that results in the RYR2 protein being underactive. 

The purpose of this research study is to establish a large registry of individuals diagnosed with CRDS, along with individuals that have genetic changes that could potentially place them at risk for a CRDS-like condition, from around the world. The registry will also enroll individuals that were considered to have a possible diagnosis of CRDS, however studies on the change in their RYR2 gene found that it did not result in an underactive RYR2 protein. By collecting data on clinical history, genetic testing, diagnostic procedures, treatment interventions, and outcomes, we aim to characterize clinical features of CRDS, identify risk factors for dangerous heart rhythms, determine ways to better diagnose the condition, identify medications that may be helpful, and explore new ways to distinguish CRDS cases from individuals that have changes in their RYR2 gene that do not result in an underactive protein.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

It is anticipated that about 1000 participants will be enrolled in this study from research sites located in several cardiology centers across North America, Europe, Asia, and Australia. About 25 participants are anticipated to be enrolled through the UofC.

WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY?

If you are eligible to enroll in the registry, the study information will be given to you by the site coordinator. Upon agreement, informed consent will be obtained for registry enrollment. Upon obtaining the consent form, the site coordinator will collect and enter into the web-based data collection tool all of the relevant clinical data at baseline and at each clinical follow-up visit. This registry is designed to collect all of your healthcare information that relates to a potential CRDS diagnosis. You will not be required to do anything beyond your standard medical care. Your healthcare information will be given a unique study code that will identify your research information. All of your personal information will be removed such as your name, and full date of birth. The researchers will enter this information into a central electronic database, that will be securely stored and maintained. The database can only be accessed by people who are involved in research. Please talk to the research team if there is information that you do not feel comfortable sharing.

It is possible that other researchers across Canada and from other countries may collaborate with this Registry in the future. Should this occur, your study data may be shared with these other researchers in the future. If this happens, it will be on the condition that your study data will be treated with the same strict confidentiality as described in the section on confidentiality.

HOW LONG WILL I BE IN THIS STUDY?

Your engagement in the International CRDS registry is anticipated to be ongoing, with no predetermined conclusion. Your participation may continue for as long as you wish, and you have the option to withdraw at any time. You will be duly informed when a definitive endpoint for the registry is established. 

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

Taking part in this registry will not put you at any physical risk. The only known risk to your participation would be that your research information may be linked to your healthcare records that may identify you. However, the research information is secured with the same consideration as your clinical records and access is limited to research personnel only. 

Your de-identified research data may be published or deposited into a publicly accessible location at the time of publication. This data could include your year and month of birth, sex, race, genetic testing results and clinical diagnostic testing results. At no time will identifying information, such as your name or birth date be included in such data. This enhances the transparency of the research, but also allows others to access the data. This should not increase risks to you, but it does mean that other researchers may analyze the data for different reasons other than those described in this consent form. Once data is made publicly available, you will not be able to withdraw your data. The extent of the risk of you being identified through public data is low. 

ARE THERE ANY POTENTIAL BENEFITS IF I PARTICIPATE?

There may be no direct benefits to you as a result of your participation in this study. However, information obtained during this study may benefit other patients who have a clinical condition similar to yours. Similarly, data from other participants in the study may shed light on cases such as yours. You will be helping to advance the knowledge and understanding of CRDS.

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

You are free to choose not to participate in the study.  If you decide not to take part in this study, there will be no penalty to you.  Your decision will not affect the standard medical care you receive.

CAN I STOP BEING IN THE STUDY?

Yes. You can choose to end your participation in this research (called withdrawal) at any time without having to provide a reason.  If you choose to withdraw from the study, you are encouraged to contact the research team.  You can choose to withdraw from the registry at any time without any negative consequences to the medical care, education, or other services to which you are entitled or are presently receiving. 


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 learn additional medical conditions. 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 choose to withdraw the information collected during the study, you must make a separate request from your withdrawal from study participation. Withdrawal from the study does not automatically result in the removal of previously collected data. You may request that your data be removed from the study database for a period of 14 days after you have informed the study doctor or the Coordinator of leaving the study.




WILL I BE PAID FOR PARTICIPATING, OR DO I HAVE TO PAY FOR ANYTHING? 

Participation in this study will not involve any additional costs to you or your private health care insurance. 

You will not be paid for taking part in this study.

WILL INFORMATION ABOUT ME AND MY PARTICIPATION BE KEPT CONFIDENTIAL?

If you decide to participate in this study, the research team will only collect the information they need for this study.

Records identifying you at this centre will be kept confidential and, to the extent permitted by the applicable laws, will not be disclosed or made publicly available, except as described in this consent document.

Authorized representatives of the following organizations may look at your original (identifiable) medical records at the site where these records are held, to check that the information collected for the study is correct and follows proper laws and guidelines.

· The Hamilton Integrated Research Ethics Board who oversees the ethical conduct of this study in Ontario
· This institution and affiliated sites, to oversee the conduct of research at this location
· Population Health Research Institute (PHRI), the Sponsor of this study
· The Conjoint Health Research Ethics Board (CHREB), the local ethics board monitoring the study.

If the results of this study are published, your identity will remain confidential. It is expected that the information collected during this study will be published as a scientific paper to help other doctors help their patients. However, your privacy will be protected and you will never be identified by name or by a description of you.  

Even though the likelihood that someone may identify you from the study data is very small, it can never be completely eliminated. 

Some research data and records will be maintained in a secure location at the UofC. Only authorized individuals will have access to it. 

The researchers will do their best to make sure that your private information is kept confidential. 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 by removing all identifiable information about you will and replacing it with a code. A master list linking the code and your identifiable information will be kept separate from the research data.

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 intend to keep the research de-identified data and records for a minimum of 15 years after the study is closed.

RESEARCHER CONFLICTS OF INTERESTS 

There are no conflicts of interest with this study.

USE OF DATA FOR FUTURE RESEARCH

In consideration of your participation in the International CRDS Registry, it is crucial that you are fully informed of the following aspects to ensure your consent is well–informed:
· You are consenting to the collection and storage of data, the specifics of which include the type, identifiability, and amount. This data may be utilized for future unspecified research, and the potential purposes will be outlined. 
· Your consent is voluntary, and you have the right to withdraw at any time. 
· You will be informed about the risks and potential benefits associated with the storage of your data for future unspecified research. 
· Information will be provided about whether the research poses a substantial risk of re-identification or identification of material incidental findings, when appropriate. 
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. Any future use of this research data is required to undergo review by a Research Ethics Board.
My de-identified research data 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

WHOM MAY I CONTACT IF I HAVE QUESTIONS ABOUT THIS STUDY?

The Research Team:
You may contact Dr. Ilhan at (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, UofC at 403-220-7990 or email chreb@ucalgary.ca. 

HOW CAN I FIND OUT ABOUT THE STUDY RESULTS?

Study results will be communicated with you by the UofC study team.  Please ensure that you communicate updates to your contact information with the Research Coordinator, Karen Cowan, RN at (403)210-6414.

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. 
· You will be told, in a timely manner, about new information that may be relevant to your willingness to stay in this study.
· In the event that a discovery may be found relating to your heart health and that of your family, the investigators are dedicated to informing you and your health caregiver so that appropriate information and care can be delivered to you.
· Your rights to privacy are legally protected by federal and provincial laws that require safeguards to ensure that your privacy is respected.
· By signing this form you do not give up any of your legal rights against the researcher/study doctor, sponsor or involved institutions for compensation, nor does this form relieve the researcher/study doctor, sponsor or their agents of their legal and professional responsibilities.

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 take part in the study. 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.
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