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INTRODUCTION
You are being invited to participate in the Bio Bank part of the “National HiRO Registry and Bio bank” because you are taking part in the main data registry.  

For this extra research study, you are being invited to have a sample of your blood to be stored for future use in other optional research. This process is referred to as bio banking. DNA (deoxyribonucleic acid) and RNA (ribonucleic acid) and plasma, may be used to look for the inherited causes of heart rhythm conditions. The samples can be used to study blood from individuals with inherited arrhythmias and their first degree family members (e.g. blood-related mother, father, brother, sister) to help understand how these heart conditions might be changed by such things as environment, exercise, age, sex or other illness. 

The purpose of this information and consent form is to provide you with the information you require to make an informed decision about whether or not to participate in this additional part of the National HiRO Registry and Bio bank.
WHAT IS THE PURPOSE OF THE STUDY?

The goal of the main study is to collect healthcare information from individuals receiving clinical care or diagnostics for inherited heart rhythm conditions. This information will help inform cardiologists and other healthcare professionals on how best to diagnose and treat these rare heart rhythm conditions. 

The goal of the bio bank is to be able to identify variations in genes, or environmental factors that may be the cause of heart rhythm disorders. Genes carry the information that determines personal features or characteristics that are passed on to you or inherited from your parents.  Genes carry the information that makes you who you are. 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.  

The exact plan for future studies using your blood sample is not known at this time. 

WHAT WOULD I HAVE TO DO?
Blood Sample for Analysis:

As part of your clinical care you may have blood drawn or spit into a test tube for genetic testing. Your sample will be sent to one of the Molecular Genetic labs used for clinical analysis. 
Blood Sample for Bio Bank:

At the same time as your clinic sample is taken you may choose to have a sample drawn for Bio banking.  If you chose to be a participant in this optional bio banking research study, you will be asked to provide an extra sample of blood of about 18 ml or 4 teaspoons. Your sample will be banked indefinitely at the laboratory UBC James Hogg Research Centre at St. Paul’s Hospital in Vancouver BC. 

Samples sent to this laboratory will be assigned a unique code number.  Access to a computer database indicating your identity to the code number will require a password and access provided only to the research team. Your sample will be stored in a secured laboratory at the James Hogg Research Centre.  Your sample will be stored in a freezer for future tests. If at some point there is a discovery found with your sample that may affect your health, the study doctors will be able to inform your healthcare provider and you will be able to be treated accordingly. 

Your sample will be kept indefinitely or until such time that further analysis of variations in gene structure related to your condition are no longer felt to be of research benefit. At this point, your sample will be destroyed.

Handling of your samples

Samples sent to the James Hogg Research Centre will be assigned a unique code number.  Access to a computer database indicating your identity to the code number will require a password and access provided only to the research team. Your sample will be stored in a secured laboratory at the James Hogg Research Centre.  Your sample will be stored in a freezer for future tests. If at some point there is a discovery found with your sample that may affect your health, the study doctors will be able to inform your healthcare provider and you will be able to be treated accordingly. 

Your sample will be kept indefinitely or until such time that further analysis of variations in gene structure related to your condition are no longer felt to be of research benefit. At this point, your sample will be destroyed.

WHAT ARE THE RISKS?

The possible harms and discomforts of the study mostly involve the collection of the sample. There may be some slight pain and discomfort when the needle is inserted into the vein and some minor bleeding, bruising, swelling or feeling faint or dizzy after it is removed. There is a very small chance that an infection could occur but all appropriate measures will be taken to prevent this and trained staff (a qualified technician, nurse or physician) will take the sample.

Because every person’s genes are unique, even when we have removed all information from your sample that could identify you, there is still a very small chance of identifying you or family members by comparing the de-identified sample to an identified sample from you or family members.  

In addition to the risks of physical harms outlined in this consent form, there are also possible non-physical risks associated with taking part in this study. For example, disclosure of genetic or tissue marker research data could result in discrimination by employers or health insurance providers toward you or your biological (blood) relatives. The chance that research data would be released is estimated to be very small and genetic screening for first degree family members is routinely recommended for any first degree family member of someone with an inherited heart rhythm condition so participating in the research does not represent an increase to these risks. 

When you donate your blood or tissue for genetic testing or research, you are sharing genetic information, not only about yourself, but also about you biological (blood) relatives who share your genes or DNA. The risk of your information being accidentally released are hard to estimate but would be extremely low. A recently passed Federal (Canada-wide) law now prohibits anyone such as an employer or an insurer from requiring you to disclose the results of a genetic test or to take a genetic test as condition of providing services. You should be aware that this law is likely to be challenged on the basis of whether or not the Canadian government had the legal ability to approve it. If the challenge is successful, it might be possible in the future for an organization to require you to reveal your genetic results and/or to discriminate against you based upon your genetic characteristics. In addition, discrimination against individuals based upon genetic characteristics is now prohibited by the Canadian Human Rights Act.  

WILL I BENEFIT IF I TAKE PART? 
The research that may be done with your blood sample is not expected to benefit you or family members directly from this research. 

We hope that the information learned from this study can be used in the future to benefit other people with heart rhythm conditions. Identification of a gene causing irregular heart rhythms can allow for easier recognition of affected individuals by genetic testing, or to the development of novel treatments.

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

There are no costs to you. You will not be paid for taking part. No samples or information will be sold. 

It is possible that the research conducted using your samples and/or study data may eventually lead to the development of new diagnostic tests, new drugs or other commercial products. There are no plans to provide payment to you if this happens.

WILL MY RECORDS BE KEPT PRIVATE?

Your privacy is very important to the researchers and they will make every effort to protect it. Here are just a few of the steps they will take:

· When your sample(s) are sent to the biobank, no information identifying you (such as your name) will be sent. Samples may be identified by your study identification code.

· The list that links the samples to your name will be kept separate from your sample and health information in a secure and confidential location at the local study site. If you change your mind about participating in this research, this list will be used to locate your samples. 

· A record of your participation in this optional study will be kept with your main study records and may be monitored for quality assurance.
Information that identifies you will be kept confidential and, to the extent permitted by the applicable laws, will not be disclosed or made publicly available.  If research results are published, your name and other personal information will not be used.

During the study, the researchers may learn something about you that they didn’t expect.  For example, the researchers may find out that you have another medical condition. 

If any new clinically important information about your health is obtained as a result of your participation in this optional research, you will be given the opportunity to decide whether you wish to be made aware of that information. Your study doctor will explain the process, which may include genetic counseling to help you understand what this result could mean for you or your blood relatives, such as your siblings and/or children.
You will be told, in a timely manner, about new information that may be relevant to your willingness to stay in this study.

If you decide you no longer want your samples to be used, you should tell your study doctor. Any sample(s) that remain(s) in the bank will be destroyed If tests have already been done on your sample and included in an analysis or publication, it will not be possible to withdraw these results. 
You will be given a copy of this signed and dated consent form prior to participating in this study.

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.

I agree that my samples that were already collected may be used for the optional research described above.

YES      
NO               Initial: ___________

· 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 my medical records and specimens as explained in this informed consent form,

· I do not give up any of my legal rights by signing this optional informed consent form,

· I agree to take part in this study.

______________________________                  ___________________________     
Participant’s Name                                             Signature and Date
(Please print)                               
	
	
	

	Witness’ Name

(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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