

[image: image1.png]FACULTY OF

MEDICINE

UNIVERSITY OF

CALGARY





Optional Information & Consent Form
Family Member of Deceased Unexplained Cardiac Arrest Victim
TITLE:  Hearts in Rhythm Organization (HiRO) National Registry and Bio bank: 

Improving Detection and Treatment of Inherited Heart Rhythm Disorders to Prevent Sudden Death
SPONSOR: University of Calgary
Funding: Canadian Institutes of Health Research (CIHR).

Principal Investigator: Dr. Erkan Ilhan (403-215-2440)

INTRODUCTION
We are inviting you to read the following information because you are the family member of someone who has died due to a sudden cardiac arrest. We understand that this is a difficult time and you may have many unanswered questions. Dr. Ilhan and Adam David (research coordinator) are available to help you with your questions and can guide you to the clinical experts and support that you might need. Dr. Ilhan is asking that you consider including your family member’s health information, autopsy report (how and why death occurred) and post mortem (after death) bio specimens (materials from the body such as tissue and blood) in a national data registry and bio bank.

The samples will be stored for future research that will study the inherited conditions that can cause sudden cardiac arrest.

In this information and consent form we shall refer to the healthcare information and autopsy report as ‘data’ and the bio specimens as ‘sample(s)’. 

WHAT IS THE PURPOSE OF THIS OPTIONAL STUDY?

The purpose of the registry is to collect healthcare data and blood samples for future research in inherited heart rhythm conditions. We are hoping that information gained from analyzing this data and sample(s) will lead cardiologists and other healthcare providers to a better understanding of these conditions that may lead to improved care in the future for individuals with inherited arrhythmia conditions and ultimately prevent the tragedy of sudden cardiac death.
WHAT DOES THE STUDY INVOLVE?

This research is designed to collect your family member’s healthcare information and bio specimen. This requires you to read this form and if you feel confident that you would like to include your family member’s information in the registry and bio bank, you will be asked to sign this consent form. There should be no other requirement from you. 

Healthcare Information/Autopsy Report

In addition to your family member’s autopsy report, the following information will be collected;

1. Height, weight, age

2. Race

3. Medications

4. Family cardiac history 

5. Results from all of any past cardiac tests such as Magnetic Resonance Imaging (MRI), Echocardiogram, Electrocardiograph (ECG), stress test, Electrophysiology study with voltage mapping.

6. Any other related medical testing

Bio Sample(s) 

If there are any bio specimens (tissue, blood) left from your family member not needed for clinical reasons, the sample(s) can be included in the bio bank for future research involving the identification of genes (the basic physical and functional unit of heredity made up from DNA) that may be the cause of inherited heart rhythms. Slight variations in the structures of genes account for many of the unique characteristics of an individual, including hair colour, eye colour, and even height, to name but a few.  

Sample(s) sent to the bio bank will be assigned a unique code number. Access to a computer database indicating your family member’s identity to the code number will require a password and access provided given only to the research team. The sample(s) will be banked and stored in a secured laboratory at the UBC James Hogg Research Centre at St. Paul’s Hospital. The sample(s) will be stored in a freezer for future research. Your family member’s sample(s) will be kept indefinitely or until such time that further analysis of variations in gene structure related to inherited heart rhythm conditions are no longer felt to be of research benefit. At this point, the sample(s) will be destroyed.

If at some point there is a discovery found with the sample(s) that may affect the heart health of anyone considered a first degree relative to your family member, the study doctors will be able to inform you.  

Your family member’s healthcare and autopsy report information as well as any bio sample(s) will be given a unique study code that will identify their research information. All of their personal information will be removed such as name, healthcare number, day of birth, address or social insurance number. This data will be copied into a research data base housed on the Amazon Virtual Private Network (IP Address: 35.182.13.149/5/hiro), Montreal, Canada, and will be backed up on University of British Columbia Research Server (2405 Wesbrook Mall, Vancouver, BC V6T1Z3).


It is important for you to understand that the data gathered into the data base will be governed by the study investigator, Dr. Ilhan, who will have the ultimate responsibility for the data. The information contained in this registry may lead to other research projects carried out by other institutions in Canada and internationally who may ask to share the data that is gathered. These institutions may include other universities or healthcare facilities where clinicians and researchers may be able to share information with the doctors listed on this form that will be helpful in studying these rare conditions.

Sharing data amongst researchers is important for improving understanding and medical treatment of rare conditions. No information that could identify you or your family member will be shared with anyone outside of Dr. Ilhan’s research team. For future research projects, you will not be contacted for use of the coded data in the data base with other researchers. The research data will not be sold for profit.

WHAT ARE THE POTENTIAL BENEFITS OF CONSENTING TO THIS RESEARCH? 

There may be no direct benefits to you as a result of you consenting to include your family member’s data and sample(s) in this study. However, information obtained from this registry and bio bank may benefit others. Similarly, data from other participants may shed light on cases such as your family member. You will be helping to advance the knowledge and understanding of Inherited Heart Rhythm Conditions.

WHAT ARE THE POTENTIAL RISKS OF CONSENTING TO THIS RESEARCH?

A risk to consenting to include your family member’s data and sample would be that research data may be linked to their family member’s healthcare records that may identify them. However, the research data is secure and access is limited to research personnel only.

Because every person’s genes are unique, even when we have removed all information from your family member’s sample, it might be possible to identify their family members by comparing the de-identified sample to an identified sample from their family members. Disclosure of genetic or tissue marker research data could result in discrimination by employers or insurance providers toward you or your biological (blood) relatives. The chance that research data would be released is estimated to be small.

WHAT HAPPENS IF I DECIDE TO WITHDRAW MY CONSENT?

You may withdraw your consent for this study at any time without giving reasons. If you choose to participate and then decide to withdraw at a later time, the study team will have a discussion with you about what will happen to the information about your family member’s sample(s) already collected.  You have the right to request the destruction of your family member’s information [and/or samples] collected during the study, or you may choose to leave the study and allow the investigators to keep the information already collected about your family member until that point. 

If you choose to have the data collected about your family member destroyed, this request will be respected to the extent possible. Please note however that there may be exceptions where the data [and/or samples] will not be able to be withdrawn, for example where the data [and/or sample] is no longer identifiable (meaning it cannot be linked in any way back to your family member’s identity) or where the data has been merged with other data. If you would like to request the withdrawal of your family member’s data [and/or samples], please let your study doctor know.
HOW WILL THE INFORMATION ABOUT MY FAMILY MEMBER BE KEPT CONFIDENTIAL? 

Your family member’s confidentiality will be respected.  However, research records and health or other source records identifying your family member may be inspected in the presence of the Investigator or designate by representatives of the University of British Columbia Providence Health Care Research Ethics Board, for the purpose of monitoring the research. No information or records that disclose the identity of your family member will be published without your consent, nor will any information or records that disclose the identity of your family member be removed or released without your consent unless required by law.

Your family member’s information and bio sample will be assigned a unique study number (code). This number will not include any personal information that could identify your family member (e.g., it will not include the Personal Health Number, Social Insurance Number, date of birth, initials, etc.). Only this number will be used on any research-related information collected about your family member during the course of this research. The information in the registry will be identified only by this unique study code.

Access to the sample(s) from your family member will be recorded on a separate computer file every time a portion of the sample is used for testing and the type of testing will also be noted. The code linking information that could identify your family member’s sample will be stored on a secure computer that is located in the research office on campus of the Foothills Medical Centre in Calgary, Alberta. Dr. Ilhan and research associates will hold the master key that matches your family member’s identity to the code used to label his or her sample(s). Only Dr. Ilhan and his research staff will be able to access your family member’s personal identifiers. 

Since your family member’s data and sample(s) will be kept for many years or until it is used entirely or withdrawn, we will update our security measures for protecting the data and for preserving the sample(s) as they become available.

If in the future, other researchers request some of your family member’s sample(s) and data, they may be given access only to the coded sample(s) and data but they will not know your family member’s identity. Furthermore, Dr. Ilhan will look at what they want to study and make sure it is in keeping with the types of research that leads to improved understanding of inherited heart rhythm disorders. The other researchers will also need to get proper research ethics approval to be allowed access to the information and sample(s). 

It is also important for you to know that your family member’s sample(s) may be moved to another institution for bio banking for reasons unknown at this time but it could include institutions outside of Canada.

If the data and/or sample(s) of your family member should be moved to a location outside of Canada, it is important for you to know that any study related data and/or sample(s) sent outside of Canadian borders may increase risk of disclosure of information because the laws in those countries, (for example the Patriot Act in the United States) dealing with protection of information may not be as strict as in Canada. However, all study related data and/or sample(s) that might be transferred outside of Canada will be coded (this means it will not contain the name or personal identifying information of your family member) before leaving the study site. By signing this consent form, you are consenting to the transfer of your family member’s data and/or sample(s) to organizations located outside of Canada.

Information that contains the identity of you family member will remain only with the Principal Investigator and/or designate and kept in a very secure location under the control of the Principal Investigator and his research staff. The list that matches your family member’s name to the unique study number that is used on the research-related information will not be removed or released without your consent unless required by law.

Rights to privacy are legally protected by federal and provincial laws that require safeguards to insure that the privacy of your family member is respected and also give you the right of access to the information about your family member that has been provided to the research team and if need be, an opportunity to correct any errors in this information.  Further details about these laws are available on request to the study doctor for this research. 

QUESTIONS ABOUT THE STUDY
If you have further questions concerning matters related to this research, please contact:

Dr. Erkan Ilhan 403-215-2440 OR Adam David 403-210-6414
If you have any questions concerning your rights as a possible participant in this research, please contact The Chair of the Conjoint Health Research Ethics Board, University of Calgary, at 403-220-7990.
· All my questions have been answered,

· I understand the information within this informed consent form,

· I have read, or someone has read to me, each page of this optional informed consent 
form,

· I allow access to the deceased’s medical records and specimens as explained in this informed consent form,

· I agree to take part in this study.

______________________________
Name of Deceased
(Please print)
	
	
	

	Name of Next of Kin
(please print)
	
	      Signature and Date


_____________________________              _____________________________

Investigator/Delegate Name


    Signature and Date 
The University of Calgary Conjoint Health Research Ethics Board has approved this research study.

A signed copy of this consent form will be given to you to keep for your records and reference.
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