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VOLUNTEER	  SUBJECT	  INFORMATION	  SHEET	  

Viral discovery in healthy individuals and patients with liver disease, 
inflammatory bowel disease and other idiopathic disorders 

 
Principal Investigator: Dr. A. Mason (780) 492-8176 
 

Co-Investigators: Dr. V. Bain, Dr. L Dieleman, Dr. R. Fedorak, Dr. K. Gutfreund,  
 Dr. A. Humar, Dr. D. Karvellas, Dr. K. Kroeker, Dr. A. Lazarescu,  
 Dr. J. Liu, Dr. M. Ma, Dr. A. Montano-Loza, Dr. G. Sandha, Dr. 
P.Tandon,  Dr. D. Sadowski, Dr. L. Saxinger, Dr. G. Wong, Dr. K. Wong, Dr. W. Wong, Dr. S. van Zanten  
 
INTRODUCTION 
You are being asked to participate in a research study to look for evidence of infection with 
unknown infectious agents.  These viruses or bacteria may or may not be associated with your 
particular illness. Please take time to read the following information carefully, and discuss it with 
friends/family or your family doctor if you wish. Ask your study doctor or nurse if you are not 
clear about something, or if you want more information. Take time to decide whether or not 
you wish to take part. 
 
Approximately 1 in 10 people in the general public suffer from diseases with no known cause. 
For example, we know that hepatitis C virus infection can cause liver damage and cirrhosis. 
However, other autoimmune and inflammatory diseases, such as autoimmune liver disease, 
inflammatory bowel disease, diabetes, multiple sclerosis, rheumatoid arthritis and many other 
diseases have no known precipitating factors. In this study, we will find out whether these 
poorly understood diseases are linked to an infection.  
 
By participating as a volunteer in this study, you will help us understand whether evidence of 
infection with known or previously unknown viruses can be found in the general population or 
specifically linked with an autoimmune or chronic inflammatory disease.   
 
PURPOSE OF THIS STUDY 
It is thought that many autoimmune or chronic inflammatory diseases occur as a result of an 
infection with an unknown agent in an individual who is susceptible to that disease. Our 
research group has an interest in finding viruses that trigger disease and we have recently 
linked a retrovirus with primary biliary cirrhosis, an autoimmune liver disease. In most cases, 
however, we still don’t know what triggers most autoimmune and other inflammatory diseases. 
 
We are now interested in looking for viruses that are frequently found in the general population. 
We expect that these studies will tell which viruses are commonly found and unlikely to cause 
serious disease. We also want to find viruses that may trigger autoimmune and other 
inflammatory diseases. However, we understand that viruses may not be the trigger some 
diseases at all; but we still think it is worthwhile studying to see if viruses can be found or not.  
 
To look for these viruses, we will investigate the genetic sequences in your blood and other 
available samples. If some of this genetic material turns out to be from a virus, we will find out 
whether the virus infection is linked with a specific autoimmune or inflammatory disease. Once 
a connection with a virus and disease has been made, we can plan follow up studies to see if 
patients respond to anti-virus therapy, if medications to treat these viruses are available. 
	  
DESCRIPTION OF THIS STUDY 
If you agree to take part in this research study, we will test your samples for evidence of viral 
infection. We will also see if viruses are related to your specific disease by checking diagnostic 
tests or markers associated with your disease (such as genetic sequences, antibodies or other  
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substances in your blood, for example). For blood collection, you will be asked to give about two tablespoons. 
Some additional blood tests may be required. We also plan to collect different samples from patients with specific 
diseases. If you have a disease related to a bowel disorder, we may wish to collect a fecal sample. We may also 
want to collect about 2 to 4 tablespoons of urine. If you are having other bodily fluids removed as part of your 
medical care (such as bile, ascites, cerebrospinal fluid or any other fluid), we may want to collect some of these 
samples as well. Also, we plan to check for viruses in your tissue, if you are having surgical procedure or biopsy.  

Samples to be collected for your study: 
 
! Blood    ! Urine    ! Fecal sample 
 
! Other body fluid  
 
! Tissue sample 
 
RISKS and BENEFITS 
Blood tests may cause bleeding, bruising, light headedness and/or fainting and may be painful.  Infection can 
occur around the area where the needle is put into the arm.  You may or may not benefit personally from this 
research.  However, the information collected may be help other people with liver diseases in the future.   

COMPENSATION FOR INJURY 
There will be no costs to you for taking part in this study. You will not be charged for any research procedures. If 
you become ill of injured as a direct result of taking part in this study, necessary medical treatment will be 
available at no additional cost to you. By signing this consent form you are not releasing the investigators from 
their legal and professional responsibilities. 

CONFIDENTIALITY 
During the study we will be collecting health data about you.  We will do everything we can to make sure that 
this data is kept private.  No data relating to this study that includes your name will be released outside of the 
study doctor’s office or published by the researchers. Sometimes, by law, we may have to release your 
information with your name so we cannot guarantee absolute privacy. However, we will make every legal effort 
to make sure that your health information is kept private 

The study doctor and study staff may need to look at your personal health records held at the study doctor’s 
office, or kept by other health care providers that you may have seen in the past such as your family doctor. Any 
personal health information that we get from these records will be only what is needed for the study.  

During research studies it is important that the data we get is accurate. For this reason your health data, 
including your name, may be looked at by researchers from the University of Alberta or people from the Research 
Ethics Board. By signing this consent form you are saying it is okay for the study doctor or staff to collect, use 
and disclose information about you from your personal health records as described above. After the study is 
done, we will still need to securely store your health data that was collected as part of the study. At the 
University of Alberta, we keep data stored for 5 years after the end of the study. If you leave the study, we will 
not collect new health information about you, but we will need to keep the data that we have already collected. 

VOLUNTARY PARTICIPATION & RIGHT TO WITHDRAW FROM STUDY 
Your decision to participate in this research study is entirely voluntary. You are free to withdraw from the 
research study at any time, and your continuing medical care will not be affected.  If any knowledge gained from 
this or any other study becomes available which could influence your decision to continue in the study, you will 
be promptly informed. 

CONTACTS 
If you have any questions about the study, you may contact Dr. Andrew Mason at (780) 492-8176. If you have 
concerns about your rights as a study participant, you may contact the Research Ethics Office at (780) 492-2615.  
This office has no affiliation with the study investigators. 
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VOLUNTEER CONSENT 

Viral discovery in healthy individuals and patients with liver disease, 
inflammatory bowel disease and other idiopathic disorders 

 
Principal Investigator: Dr. A. Mason (780) 492-8176 
 
Co-Investigators: Dr. V. Bain, Dr. S. Damaraju, Dr. L Dieleman, Dr. S. Dursun, Dr. R. Fedorak, Dr. K. 
Gutfreund, Dr. A. Humar, Dr. D. Karvellas, Dr. K. Kroeker, Dr. A. Lazarescu, Dr. J. Liu, Dr. M. Ma, Dr. J. Mackey, 
Ms. M. Mackay, Dr. K. Matic, Dr. A. Montano-Loza, Dr. T. Perry, Dr. D. Sadowski, Dr. G. Sandha, Dr. L. Saxinger, 
Dr. P. Tandon, Dr. J. Tang, Dr. G. Wong, Dr. W. Wong, Dr. K. Warren and Dr. S. van Zanten.  
                                                                                                                   
                          YES      NO 
Do you understand that you have been asked to be in a research study?  ❏ ❏ 
 
Have you read and received a copy of the attached Information Sheet?  ❏ ❏ 
 
Do you understand the benefits and risks involved in taking part in this  ❏ ❏ 
research study?   
 
Have you had an opportunity to ask questions and discuss this study?  ❏ ❏ 
 
Do you understand that you are free to withdraw from the study at any time, ❏ ❏ 
without having to give a reason and without affecting your future medical care? 
 
Has the issue of confidentiality been explained to you, and do you understand ❏ ❏ 
who will have access to your medical records? 
 
Do you want the investigator(s) to inform your family doctor that you are  ❏ ❏ 
participating in this research study? 
 

Who explained this study to you?  Who explained this study to you? ______________________________________  
 

I agree to take part in this study:                 YES NO                     
                                                                                                           ❏        ❏ 
 
 
___________________________________________________________________________                                                                                
Signature of Research Subject   Date    Printed Name 
 
 
___________________________________________________________________________ 
Signature of Witness    Date    Printed Name 
 
I believe that the person signing this form understands what is involved in the study and voluntarily 
agrees to participate. 
 
Signature of Investigator:                       Date:  
 
 
THE INFORMATION SHEET MUST BE ATTACHED TO THIS CONSENT FORM AND A SIGNED 
AND DATED COPY GIVEN TO THE RESEARCH SUBJECT 
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