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INTRODUCTION
Dr. Russell Quinn from the Cumming School of Medicine 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 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 have recently been tested for and may have been diagnosed with a condition called Sarcoidosis.  Sarcoidosis is a disease of unknown cause.  In this disease, small areas of constantly swollen tissue and scar affect many organs and tissues of the body.  When this is found in the heart it is called Cardiac Sarcoidosis (CS).  Patients can have problems with the way their heart pumps blood and their heart rhythm. You have been diagnosed with clinically manifest (evident) CS.
Your participation in this research study is voluntary.  
WHY IS THIS STUDY BEING DONE?

Over the years there have been improvements in the diagnosis and treatment for CS. However much remains to be understood and with rare diseases like CS, much can be learned by putting together information from a group (cohort) of patients from multiple centers. 

The purpose of this research study is to observe the role and effect of various diagnostic tests and current treatments for CS. The information we collect on current worldwide practices will be shared with the medical community in the hopes of benefiting future care.  

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
Eight hundred (800) participants with sarcoidosis in another organ and being investigated for possible cardiac sarcoidosis will be enrolled at up to 20 centers worldwide. The University of Calgary hopes to enroll 100 participants.

This study is funded by the Canadian Institutes of Health Research (CIHR). The Coordinating Centre for the study is located at the University of Ottawa Heart Institute.

WHAT WOULD I HAVE TO DO?

You will have medical tests as decided by your physician, all of which are standard care in diagnosing and treating your condition.  

The tests which you may have undergone or be asked to undergo include: 

· Positron Emission Tomography using 18F-fluorodeoxyglucose uptake (FDG PET) scan 

· Cardiac Magnetic Resonance Imaging (MRI) 

· Computed Tomography (CT) scan 

· Echocardiography (ultrasound of the heart) 

· Holter monitoring (24 or 48-hour continuous heart rhythm recording) 

· Electrocardiography (ECG- a test that views the electrical activity of the heart) 

· Signal Average ECG (SAECG)-an ECG taken over a 10 min or longer time period that collects and analyzes the heart beats as a group and in more depth

· Electrophysiology study (a procedure that outlines the paths of electrical activity within the heart) 

· Tissue biopsy (sample) 

Research staff will gather information from any of these test results for the study when you are seen in clinic for your regular follow up visits with your heart specialist, usually at 6 months and then once a year after your diagnosis.  

If you have had a pacemaker or defibrillator implanted, research staff will collect information from the Pacemaker/Defibrillator Clinic when you are seen for your regular visit to check your device. 

OPTIONAL Blood Samples:

You may opt to have 3 tubes (18 ml or 1 tablespoon) of blood collected at, or close to the date, of each FDG PET scan that is performed to measure certain biomarkers. 
Biomarkers are proteins or chemicals seen in the blood which may help us to see how you respond to medications ordered by your doctor, NOT this study, and may give us other clues to your condition; these tests will be done at the Ottawa Heart Institute.
The University of Ottawa Heart Institute would also like to store a sample of DNA and any left-over blood in the biomarker core lab for potential future research. 

If you agree to have your de-identified blood samples stored, they will be used for future research.  Your blood samples will be de-identified before storage; all information that links them to you will be removed and a unique ID code will be used. Because we don’t know what kind of research will be available in the future, it is possible that your samples could be used for additional biomarkers research or for genetic research. Rules at the University of Ottawa Heart Institute require study doctors to get permission from the research ethics board prior to using any samples in future research. 
You can still participate in this study if you decide not to have your blood collected or stored for future research.  Information derived from your samples will not be provided to you, your physicians or placed on your medical records. 
ARE THERE ANY POTENTIAL RISKS OR DISCOMFORTS THAT I CAN EXPECT FROM THIS STUDY?

There are few risks or discomforts directly attributable to this research study. Your physician will review the risks of each test and procedure with you.  
The risks related to blood collection through the vein are very small, however you may experience brief discomfort when the blood sample is taken, or bruising, infection or swelling at the site where the needle is inserted, and some people may feel faint or dizzy.

If you agree to have your blood stored for future research, there is a remote possibility that you could be identified from the blood samples or your medical information. The University of Ottawa Heart Institute will take all reasonable steps to keep your research information confidential.

We will take all reasonable steps to keep your research information confidential. Should someone not involved in the research find out that you took part in this research study, there is a possibility that this could affect your insurability under certain policies of insurance, depending on the exclusions in such policies.

WILL I BENEFIT IF I TAKE PART? 
You may not receive any direct benefit from your participating in this study.  This research study may or may not help doctors to identify Cardiac Sarcoidosis and allow for advances in the medical management of patients in the future. 

DO I HAVE TO PARTICIPATE?

No, you do not have to join this study to receive treatment for your condition. 
You may decide not to be in this study, or to be in the study now and then change your mind later.  You may leave the study at any time without affecting your care.  Your doctor will discuss all your treatment options with you. 
You will be told of any new findings during the study that may affect your willingness to continue to participate in this study.  You may be asked to sign a new consent form.

CAN I STOP BEING IN THE STUDY?

You have the right to cancel this consent and withdraw from the study and the use of your data and blood samples at any time without any impact to your current and future care.  If you decide to withdraw, you should discuss this with the study doctor or nurse.
In some cases, your study participation could be discontinued by your study doctor, without your consent, if your study doctor feels it is in your best interest.

You have the right to confirm your study records and request changes if the information is not correct.  However, to ensure the scientific integrity of the study, some of your records related to the study may not be available for your review until after the study has been completed.

WHAT IF RESEARCHERS DISCOVER SOMETHING ABOUT ME?

During the study, the researchers could learn something about you that they didn’t expect. 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

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

You will not be paid to participate in this research study.  
WILL MY RECORDS BE KEPT PRIVATE?

If you decide to participate in this study, the investigator(s) and study staff will look at your personal health information and collect only the information they need for this study. “Personal health information” could identify you because it includes information such as your name, address, telephone number, date of birth, new and existing medical records, or the types, dates and results of various tests and procedures.

All personal health information will be kept confidential, unless release is required by law.  Representatives of the sponsoring company, Dr. David Birnie, the Principal Investigator for this project, representatives of the University of Calgary, University of Ottawa Heart Institute Human Research Ethics Board as well as the University of Ottawa Heart Institute and the Ottawa Hospital Research Institute may review your original medical records under the supervision of Dr. F. Russell Quinn for audit and inspection purposes.

You will not be identifiable in any publications or presentations resulting from this study.  Any information transferred from the University of Calgary will be coded with an independent study number.

The link between your name and the independent study number will only be accessible by Dr. Quinn and/or his staff.  The link and study files will be stored separately and securely.  Both files will be kept for a period of 5 years after the study has been completed.  All paper records will be stored in a locked file and/or office.  All electronic records will be stored on a hospital server and protected by a user password, again only accessible by Dr. Quinn and/or his staff.  At the end of the retention period, all paper records will be disposed of in confidential waste or shredded, and all electronic records will be deleted.

Blood samples will be stored in the Biomarker Core Lab under the direction of Dr. Peter Liu at the University of Ottawa Heart Institute. Unidentified and Coded FDG-PET scan images and MRI images will be stored at the the University of Ottawa Heart Institute..

A description of this clinical trial will be available on http://www.ClinicalTrials.gov,  registration number NCT01477359. 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. 

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 the University of Ottawa Heart Institute, the University of Calgary, Alberta Health Services or the Researchers. Financial compensation for lost wages, disability or discomfort due to an injury or illness is not generally available.  You still have all your legal rights. Nothing said in this consent form alters your right to seek damages. 

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

The Research Team: You may contact Dr Quinn at 403-220-5500 or 403-210-6047 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.
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

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 subject. In no way does this waive your legal rights nor release the investigators or involved institutions from their legal and professional responsibilities. You are free to withdraw from the study at any time without jeopardizing your health care. 
I understand that I am being asked to participate in a research study about Cardiac Sarcoidosis.  This study will collect information on diagnostic tests and treatment related to Cardiac Sarcoidosis.  This study has been explained to me by an Investigating Physician. 
 I have read this Consent Form.  All my questions have been answered to my satisfaction.  If I decide at a later stage in the study that I would like to withdraw my consent, I may do so at any time.  I voluntarily agree to participate in this study.  

SIGNATURE OF STUDY PARTICIPANT

______________________________

Name of Participant

________________________________
       
_____________________

Signature of Participant



Date

OPTIONAL: I consent to the collection and storage of my blood samples as described on pages 2-3 of this document.  I understand that new cardiac sarcoidosis biomarkers may be tested on my stored blood samples in the future. Future research may also include genetic research into cardiac sarcoidosis. I agree to have my de-identified blood stored for future research. 

( YES      ( NO

SIGNATURE OF THE WITNESS

____________________________

Name of Witness                                                                  

____________________________                             ______________________________

Signature of Witness                                                    Date

Investigator Statement (or Person Explaining the Consent
I have carefully explained to the research participant the nature of the above research study.  To the best of my knowledge, the research participant signing this consent form understands the nature, demands, risks and benefits involved in participating in this study.  I acknowledge my responsibility for the care and well being of the above research participant, to respect the rights and wishes of the research participant, and to conduct the study according to applicable Good Clinical Practice guidelines and regulations.
_____________________________________        ___________________________
Name of Investigator/Delegate (Please Print)    Contact Number
______________________________________        _________________

Signature of Investigator/Delegate 

         Date 
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