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The UNIVERSITY OF CHICAGO 
The Division of the Biological Sciences • The University of Chicago Medical Center 

 
CONSENT/AUTHORIZATION BY SUBJECT FOR PARTICIPATION IN A RESEARCH 

PROTOCOL  
 
Protocol Number:  IRB 15-1252 Name of Subject:         
     Medical History Number:        

 
STUDY TITLE:  Molecular Genetic Studies of Inherited Hematological Malignancies 
 
Doctors Directing Research: Principal Investigator – Zejuan Li, M.D., Ph.D.  
                                               Co-Investigator – Soma Das, Ph.D. 
Address:  
Genetic Services 
University of Chicago 
5841 South Maryland, Room G701/MC0077, Chicago, IL 60637 
 
Telephone Number: (773) 834-0555   Toll Free: (888) UC-GENES or (888) 824-3637 
                                              

You are being asked to participate in a research study. A member of the research team will 
explain what is involved in this study and how it will affect you. This consent form describes the study 
procedures, the risks and benefits of participation, as well as how your confidentiality will be 
maintained. Please take your time to ask questions and feel comfortable making a decision whether to 
participate or not. This process is called informed consent.  If you decide to participate in this study, you 
will be asked to sign this form.  Throughout this consent form, “you” will refer to you or your child, as 
appropriate.  
 
WHY IS THIS STUDY BEING DONE? 
 You are being asked to participate in this study because you have been diagnosed with a 

hematological malignancy or have a predisposition to hematological malignancies. The purpose 
of this study is to learn more about the genetic causes of inherited hematological malignancies 
tested in our lab, gather more information about these diseases, and experiment with new 
methods that may be better for testing. This research is being done because the genes associated 
with the majority of inherited hematological malignancies still remain unknown and 
identification of these genes is critical for diagnosis and treatment.  
 

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? 
About 300 people will take part in this study at the University of Chicago. 

 
WHAT IS INVOLVED IN THE STUDY? 

You have already been or will be asked to collect a saliva, buccal, blood, or skin sample from 
you for use in clinical genetic testing. Dr. Li only will to use leftover samples that have already 
been collected or will be collected as part of your regular care for research study.  
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This study involves genetic research, and your samples will be stored and used for future 
research studies on your genes. The cells of your body contain deoxyribonucleic acid (DNA). 
DNA is passed down from your parents and carries the genes that determine your physical 
makeup, including diseases that you might be susceptible to developing. Acquired changes in 
these genes can also determine how aggressive a cancer is and/or the ideal treatment options for 
that cancer. If the testing is positive, you will be instructed to discuss the results of the genetic 
testing with Amy Knight Johnson, a genetic counselor who is a member of the study team, or 
you will be assisted in locating genetic counseling services through your doctor or in your 
community. 
 
You will also have the option to “opt-out” of receiving any individual results, even if clinically 
actionable and related to the specific study they have enrolled in (e.g. gene mutation that 
increased your risk of developing hematological malignancies) and/or to opt-out of receiving 
results that are clinically actionable, but incidental in that they are not related to the specific 
study that the patient enrolled in (e.g. identifying a genetic mutation in a gene that increases the 
risk for cardiovascular disease in someone who enrolled on a hematological malignancy study). 
Anticipating that there will be a growing list of genes for which actionable mutations are 
discovered, this opt-out clause will allow the investigators to focus on the most relevant gene 
findings relative to the disease under study. 
 
You will also have the option to “opt-in” of receiving individual results including clinically 
actionable incidental findings. The clinically actionable incidental findings will be reported back 
to you and your parents if you are under the age 18.  

 
Because the goal of the study is to learn more about the genetic causes of inherited hematological 
malignancies, you will be asked to provide information about the study to adult members of your 
family who might be interested in participating.   
 
During this study, Dr. Li and her research team will collect information about you for the 
purposes of this research, which consists of any health information related to your diagnosis 
(such as date of birth, medical record number, primary diagnosis, symptoms, family history, and 
outcome). 
 
Your doctor may be contacted for additional Protected Health Information (PHI) about you, 
which consists of any health information related to your diagnosis (such as date of birth, medical 
record number, primary diagnosis, clinical features, relevant and family history, outcome). The 
data collected will be used to develop a database of patients being tested for genetic diseases and 
will be kept for the duration of the database. This study will look at how often different genetic 
mutations happen, novel genetic mutations associated with inherited hematological malignancies 
and clinical information related to the mutation.  

 
 

HOW LONG WILL I BE IN THE STUDY? 
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 We think you will be in the study as long as your DNA sample remains in our laboratory. The 
study results will be kept in your research record and be used by the research team indefinitely. 
When the study ends, your personal information will be removed from all results. Any 
information shared with your doctor may be included in your medical record and kept forever.  
  
Dr.  Li may decide to take you off of the study without your consent if: 
• You are unable to meet the requirements of the study; 
• Your medical condition changes; 
• New information becomes available that indicates that participation in this study is not in 

your best interest; or 
• If the study is stopped. 

 
WHAT ARE THE RISKS OF THE STUDY? 

There is a minimal amount of risk of loss of confidentiality. We will take every precaution to 
ensure that your data are kept confidential. There may be other risks that could arise which are 
not reasonably foreseeable. If new information becomes available which could influence your 
willingness to continue, this new information will be discussed with you. 
 
There is also a potential for the identification of incidental findings unrelated to inherited 
hematological malignancies but of medical value for patient care. The American College of 
Medical Genetics and Genomics (ACMG) recently published recommendations on incidental 
findings for clinical exome sequencing. Mutations identified in a list of 59 genes are 
recommended for reporting to clinicians. If you do not “opt-out” of receiving any individual 
results or incidental findings, you will be contacted by Dr. Li or one of the Co-Investigators of 
this study and offered genetic counseling to discuss the significance of the findings if a genetic 
abnormality is discovered and has the potential to impact the health significantly. The genetic 
counseling is free of charge to you. 

 
ARE THERE ANY BENEFITS TO TAKING PART IN THE STUDY? 

If you agree to take part in this study, there may be direct medical benefit to you.  We may 
identify a cause for the genetic disease in you and/or your family. If a mutation is identified in 
your DNA through our testing, your doctor and/or genetic counselor will be notified, another 
sample will be collected from you to confirm the mutation and clinical report will be issued. Our 
study may also be helpful in finding the genetic causes of inherited hematological malignancies 
and will benefit doctors and patients as a group. We hope the information learned from this study 
will benefit other individuals with inherited hematological malignancies in the future. 
 

WHAT OTHER OPTIONS ARE THERE? 
Instead of being in this study, you may choose not to participate. The decision whether or not 
you wish to participate in this study will not affect your care at the University of Chicago 
Medical Center. 

 
WHAT ARE THE COSTS? 

There will be no costs to you or your insurance company resulting from your participation in this 
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research study. However, you or your insurance company will be responsible for costs related to 
your usual medical care. 

 
WILL I BE PAID FOR MY PARTICIPATION? 

You will not be paid to participate. 
 

WHAT ABOUT CONFIDENTIALITY? 
Study records that identify you will be kept confidential.  All of your personal information will 
be entered into a password-protected database to prevent access to non-authorized personnel. If 
your data is shared with other researchers, all patient identifiers will be removed. The data 
collected in this study will be used for the purpose described in the form.  By signing this form, 
you are allowing the research team access to your medical records, which include Protected 
Health Information.  Protected Health Information (PHI) consists of any health information that 
is collected about you, which could include your medical history and new information collected 
as a result of this study.  The research team includes the individuals listed on this consent form 
and other personnel involved in this study at the University of Chicago.  

 
Your records may be reviewed by federal agencies whose responsibility is to protect human 
subjects in research including Office of Human Research Protections (OHRP).  In addition, 
representatives of the University of Chicago, including the Institutional Review Board, a 
committee that oversees the research at the University of Chicago, may also view the records of 
the research.  If your research record is reviewed by any of these groups, they may also need to 
review your entire medical record.  
 
If health information is shared outside the University of Chicago, the same laws that the 
University of Chicago must obey may not protect your health information. 

 
The results from tests and/or procedures performed as part of this study may become part of your 
medical record. 
 
During your participation in this study, you will not be able to access your medical records 
related to this study.  This will be done to prevent the knowledge of study results from affecting 
the reliability of the study.  Your information will be available should an emergency arise that 
would require your treating physician to know this information to best treat you.  You will have 
access to your medical record and any study information that is part of that record when the 
study is over or earlier, if possible. Dr.Li is not required to release to you research information 
that is not part of your medical record. 

 
This consent form will be kept by the research team for at least six years. The study results will 
be kept in your research record and be used by the research team indefinitely”.  At the time of 
study completion, either the research information not already in your medical record will be 
destroyed or information identifying you will be removed from study results.  Any research 
information in your medical record will be kept indefinitely. 
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Data from this study may be used in medical publications or presentations.  Your name and other 
identifying information will be removed before this data is used.  If we wish to use identifying 
information in publications, we will ask for your approval at that time. 

 
 The Genetic Information Nondiscrimination Act (GINA)   

  
The Genetic Information Nondiscrimination Act (GINA) is a federal law that may help protect 
you from health insurance or employment discrimination based on genetic information. GINA is 
a federal law that will protect you in the following ways: 

• Health insurance companies and group plans may not request genetic information from 
this research; 

• Health insurance companies and group plans may not use your genetic information when 
making decisions regarding your eligibility or premiums; 

• Employers with 15 or more employees may not use your genetic information when 
making a decision to hire, promote, or fire you or when setting the terms of your 
employment. 

GINA does not protect you against genetic discrimination by companies that sell life insurance, 
disability insurance, or long-term care insurance.  GINA also does not protect you against 
discrimination based on an already-diagnosed genetic condition or disease. 
 

WHAT ARE MY RIGHTS AS A PARTICIPANT? 
Taking part in this study is voluntary.  If you choose not to participate in this study, your care at 
the University of Chicago/University of Chicago Medical Center will not be affected. You may 
choose not to participate at any time during the study.  Leaving the study will not affect your 
care at the University of Chicago/University of Chicago Medical Center. 
 
If you choose to no longer be in the study and you do not want any of your future health 
information to be used, you must inform Dr. Li in writing at the address on the first page.  Dr. Li 
may still use your information that was collected prior to your written notice.  
 
You will be given a signed copy of this document. This consent form document does not have an 
expiration date. 

 
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS? 

You have talked to your doctor and/or genetic counselor about this study and you had the 
opportunity to ask questions concerning any and all aspects of the research.  If you have further 
questions about the study, you may call Dr. Zejuan Li at (773) 834-0555. 
 
If you have any questions concerning your rights in this research study you may contact the 
Institutional Review Board, which is concerned with the protection of subjects in research projects.  
You may reach the Committee office between 8:30 am and 5:00 pm, Monday through Friday, by 
calling (773) 702-6505 or by writing:  Institutional Review Board, University of Chicago, 5751 S. 
Woodlawn Ave., McGiffert Hall, Chicago, Illinois  60637. 
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CONSENT 
 

ASSENT OF CHILD (Under age 18) 
The research project and the procedures associated with have been explained to me.  The 
experimental procedures have been identified and no guarantee has been given about the possible 
results. I will receive a signed copy of this consent form for my records. 
 
I agree to participate in this study.  My participation is voluntary and I do not have to sign this 
form if I do not want to be part of this research study. 
 
Signature of Subject:          
Date:      Time:       AM/PM (Circle) 
 
 
SUBJECT (Age 18 or older) 
The research project and the procedures associated with it have been explained to me.  The 
experimental procedures have been identified and no guarantee has been given about the possible 
results. I will receive a signed copy of this consent form for my records. 
 
I agree to participate in this study.  My participation is voluntary and I do not have to sign this 
form if I do not want to be part of this research study. 
 
Signature of Subject:          
Date:      Time:       AM/PM (Circle) 
 
 
Please specify below whether you would like to receive the results of this analysis. 
No, I am not interested in learning the results of this analysis: _  _        (Initial here) Date:   
   
Yes, I want to learn of these results and welcome contact in the future: __     (Initial here) Date:   
   

 
 
Please specify below if you wish to receive or not receive unrelated incidental findings, which 
are not related to inherited hematological malignancies. 
I wish to receive information about incidental findings unrelated to inherited hematological 
malignancies.  _______ (Initial here) Date:      
I do NOT wish to receive information about incidental findings unrelated to inherited 
hematological malignancies. _______ (Initial here) Date:      

 
 

PERSON OBTAINING CONSENT 
I have explained to     the nature and purpose of the study and the risks involved.  
I have answered and will answer all questions to the best of my ability.  I will give a signed copy 
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of the consent form to the subject and family. 
 
Signature of Person Obtaining Consent:        
Date:      Time:       AM/PM (Circle) 

 
INVESTIGATOR/PHYSICIAN: 
Signature of Investigator/Physician        
Date:      Time:       AM/PM (Circle) 

 
 
PARENT/GUARDIAN/ OR LEGALLY AUTHORIZED REPRESENTATIVE: 
I give my permission for my child/relative/the person I represent to participate in the above 
described research project. 
 
Signature of Parent/Guardian/ or Legally Authorized Representative:      
Date:      Time:       AM/PM (Circle) 
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