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ANN & ROBERT H. LURIE CHILDREN’S HOSPITAL OF CHICAGO 
INSTITUTIONAL REVIEW BOARD 

Adolescent’s Agreement to participate in a Research Study 
Ages 12- 17 

 
We are asking you to be in a research study called:  
 

A Registry of Patients with Primary Immunodeficiency Diseases 
 
The study is being done by Ramsay Fuleihan, MD at Lurie Children’s. 
 
WHY IS THIS STUDY BEING DONE? 
 
You are being asked to participate in a research study. The purpose of this study is to build a 
National Registry of individuals with one of the group of primary immune deficiency diseases. A 
“Registry” is a list of basic information about people who have a certain disease or condition in 
common. These immune deficiency diseases are thought to be rare and include:  

• Severe combined immunodeficiency (SCID)  
• Leukocyte adhesion deficiency (LAD)  
• X-linked Agammaglobulinemia (XLA)  
• Common variable immune deficiency (CVID) 
• DiGeorge syndrome (DGS) 
• Hyper IgM syndrome (HIGM) 
• Wiskott Aldrich syndrome (WAS)  
• Chronic granulomatous disease (CGD).   

 
We would like to contribute data on a number of subjects with these relatively rare diseases to 
this National Registry Data Base. The information will be age, sex, race or ethnic group, 
immunologic lab tests that were used to diagnose the condition, what complications may have 
occurred since the condition started, lung disease, blood changes, etc. and the results of various 
treatments used. The goal is to discover basic outcome data, ethnic, racial characteristics, kind of 
complications and useful treatments. You will not be contacted by anyone unless you authorize 
it.  If a new study about your immune defect comes up, your doctor will be notified, who can 
then share this with you to find out if you are interested in participating or not.  Alternatively you 
may elect to be contacted directly by the Registry to determine your interest in participation. 
 
As the data collection for the Registry expands, other primary immune deficiency diseases may 
be added to the eight listed above.  Over 180 different distinct disorders have now been 
described within the category of primary immunodeficiency disease. 
 
You qualify for inclusion in this Registry because you have been found to have one of these 
primary immune deficiency diseases. We are asking your permission to submit your 
immunologic studies and basic clinical information to this National Data Base, without revealing 
your personal identifiers such as name, social security number or address, etc. 
 
Funds for conducting this research are provided by the USIDNET Consortium, an NIH funded 
group of investigators working in association with the Immune Deficiency Foundation. 
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WHAT HAPPENS IN THE STUDY AND HOW LONG WILL I BE IN THE STUDY?  
 
By building a National Registry of patients, we are trying to understand how many people have 
these selected primary immune deficiency diseases and how we might better diagnose and treat 
these conditions.  
Your specific medical information will be assigned a code number when it is included in the 
Registry database, but your personal identification information will be kept in a separate location 
linked to the primary Registry database only by that code number.  The doctors and scientists 
studying these illnesses through use of the Registry will have access to your medical information 
as described below, but they will not have access to your identity.  
Doctors or scientists who are studying these illnesses will be able to have access to this 
information if they request the information in writing; outlining the nature of the study and 
obtain permission from the scientific steering committee of the Registry.  Even then, only 
anonymous data can be shared and your personal identity will never be revealed to these doctors 
or scientists.   
In some circumstances, a new test or treatment will be developed and doctors or scientists will be 
able to request from the Registry the name of doctors who treat patients with certain immune 
defects.  If this request is approved by the Steering Committee of the Registry, your doctor may 
be notified that the test or treatment is available.  After this, your own doctor, would be able to 
let you know of this development, and you will have a chance to decide if you are interested or 
not.  However, your doctor will not reveal your name or any personal identifiers unless this is 
your wish. 
 
WHAT ARE THE GOOD THINGS ABOUT THE STUDY?  
 
There may be no direct benefit to you from consenting to submit information into the Registry.  
Your participation may help doctors better understand your medical conditions, and may lead to 
better treatments. Submitting your data in the Registry may also advance medical knowledge in 
general, so others may benefit. 
 
WHAT ARE THE NOT-SO-GOOD, BAD, OR HARMFUL THINGS THAT COULD 
HAPPEN TO ME IF I AGREE TO BE IN THIS STUDY?  
 
There are no major risks for you in consenting to submit data.  While we will not reveal your 
name or other personal identifiers to the doctors or scientists using the Registry database, it is 
remotely possible that another person at the data center of the Registry who receive the basic 
data could make a guess about your name from the minimal amount of information provided 
about your sex, race, year of birth, State of Birth and State of Residence.  Your identifying 
information will be kept under a separate database system and your medical information in the 
Registry identified only by a code number.  Your personal identification will not be available to 
investigators studying the Registry database, but there is the possibility that your personal 
information could be revealed to someone since it will be kept - even if it is held separately. 
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WHAT OTHER OPTIONS ARE THERE? 
 
The alternative is not to consent to release the data.  
If you withdraw from this study, you will receive the usual treatment for your primary 
immunodeficiency disease, which your doctor would prescribe.   
 
WHAT ABOUT MY CONFIDENTIALITY? 
 
We will do everything possible to make sure that your medical records are kept private. Some or 
all of the research results may be included in your medical records. 
 
Unless required by law, only representatives of the following groups or organizations can review 
your study records. 

• US Immunodeficiency Network (USIDNET) 
• The Lurie Children’s Institutional Review Board (IRB): This is the hospital’s board that 

is in charge of protecting the rights of all adults and children who participate in research 
studies. 

•  Government agencies with responsibilities to oversee research studies. 
 
They are required to keep your personal information private. 
 
WHAT IF I HAVE QUESTIONS?  
 
You can ask questions whenever you have them. You can ask your doctor, nurse or other people 
working with them on the study Dr. Ramsay Fuleihan by contacting 312-227-6010 or 
rfuleihan@luriechildrens.org during a workday, at night, or on weekends. You can also ask your 
parents.  
 
Your parents know about the study and said that it is okay if you want to be in the study.  If you 
don’t want to be in the study, that is okay.  

 
You can ask Dr. Ramsay Fuleihan anything about the study. If you are not happy with this study 
and want to talk with someone else, not the doctor or the people working with the doctor, you 
may contact Philip V. Spina, Senior Vice-President and Chief Operating Officer at Ann & 
Robert H. Lurie Children’s Hospital of Chicago Research Center, at 773.755.6301 or 
pspina@luriechildrens.org.  His address is 225 East Chicago Avenue, Box # 205, Chicago, 
Illinois 60611. 
 
You will be given a signed and dated copy of this form. 
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OPTIONAL: 
 
Please INITIAL your choice below: 
 
I wish to participate following the conditions outlined for: 
 
OPTION ONE ______ in which no record of my personal identity is kept by the Registry. 
  
or 
 
OPTION TWO ______ in which my identity will be kept in a separate location by the Registry 
and will be linked to my personal medical information by an assigned code number.   
 
SIGNATURES 
 
The study has been explained to me and I have read this assent form, have been given the 
opportunity to consider my decision, and have had all my questions answered. I agree to take 
part in this study as explained in this assent form. 
 
   

 Date Signature of Adolescent (only 12-17 years old) 
 
                                                        ____________________________________________ 
                                                        Printed Name of Adolescent 
 
_________________     _____________________________________________________ 
Date                    Signature of Person Obtaining Assent   
  
 _____________________________________________________ 
 Printed Name of Person Obtaining Assent 
 
WHEN IT IS NOT POSSIBLE TO OBTAIN WRITTEN ASSENT  
If the adolescent is unable to give written assent, but is able to verbally agree to participate in 
the study, thoroughly document the assent process and proceed. 
 
If the adolescent is unable to provide assent (written and verbal), a waiver of assent must be 
obtained from the IRB chair. Please send an e-mail documenting the circumstances and the 
request to the IRB.  
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PI SIGNATURE (should be obtained as soon as possible, generally within 7 days): 
I am aware that this subject has given assent to participate in this study. As the person 
responsible for the conduct of the study, I am available to answer questions and will oversee 
his/her participation in the study.   
 
 
____________________ ______________________________________________________ 
Date Signature of Principal Investigator  
 


