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UNIVERSITY OF CALIFORNIA, SAN FRANCISCO 
CONSENT TO PARTICIPATE IN A RESEARCH STUDY 

 

Study Title:  Registry for Patients with Primary Immunodeficiency Diseases 
 

You are invited to participate in a research study by Drs. Jennifer Puck, Laurence 
Cheng, Mort Cowan, Kathleen Gundling and Diane Wara and their associates in the 
UCSF Department of Pediatrics, in collaboration with the United States 
Immunodeficiency Network, USIDNET, and the Immune Deficiency Foundation.  
 

Participation in this research is voluntary. You may choose not to take part, and you can 
withdraw from the study at any time.  
 

This study is for a national Registry of people with primary immunodeficiency diseases 
(PID), also known as inherited diseases of the immune system. A “Registry” is a list of 
clinical and laboratory information from people who have a certain condition in common. 
These medical facts are separated from any identifying information for your protection. 
Researchers use the Registry to learn about PID diseases. You or your child qualify for 
participation in this Registry because of being diagnosed with a known or suspected 
PID. With your permission we will submit your immunologic studies and clinical 
information to the Registry. 
 

Study Sponsor:  National Institute of Allergy and Infectious Diseases 
   National Institutes of Health, Bethesda, Maryland 
 

Registry Owned 
  and Managed by: United States Immunodeficiency Network (USIDNET) 
   Immune Deficiency Foundation  
   40 West Chesapeake Avenue, Suite 308 
   Towson, Maryland 21204   Phone: 800-296-4433 
 

Note:   Dr. Puck is a member of the USIDNET Steering Committee and  
has received funding for her research program from USIDNET. 

 
Why is this study being done?  Primary immunodeficiency diseases (PID) are so rare 
that doctors and scientists at any single place do not have enough affected patients to 
understand the entire range of their problems, or how to treat them best. By putting 
information about patients from many places in a single Registry we hope to gain 
knowledge about the incidence, causes, and outcomes of PIDs. There are many 
individual PIDs, but all are caused by changes in the genes, or instructions that tell cells 
of the immune system how to develop and fight infections. People who have PIDs may 
be abnormally susceptible to infections or may have overactive or poorly regulated 
immune responses. Some PID diseases are: chronic granulomatous disease (CGD), 
common variable immunodeficiency (CVID), DiGeorge syndrome (DGS), hyper-IgM 
syndrome (HIGM), leukocyte adhesion deficiency (LAD), severe combined immuno-
deficiency (SCID), Wiskott-Aldrich syndrome (WAS), X-linked agammaglobulinemia 
(XLA), and X-linked lymphoproliferative syndrome (XLP), but there are many more. The 
immunology doctors at UCSF would like to contribute data on people with PIDs to the 
national Registry. 
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The information collected will include age of earliest symptoms, age at diagnosis, sex, 
ethnicity, infections, lab tests that diagnosed the condition, treatments given, and 
complications. The goal is to learn how many people have each type of primary 
immunodeficiency, the kinds of problems they have, and what medical management is 
effective. If you wish, you may request us to enter your name and how to get in touch 
with you so that you and your doctor may be contacted in the future to 

 provide additional information or updates; 

 hear about study results or new information that becomes available; or 

 learn about a spin-off study or clinical trial that you may be invited to join.  
 

How many people will take part in the Registry?  There are thousands of patients 
with data currently in the Registry and more are being entered currently. We hope to 
enroll 150 who have been evaluated by us at UCSF. 
 

If you agree to be in this study, here is what will happen:  Data about your PID from 
UCSF medical records will be entered by Drs. Puck, Cheng, Cowan, Wara or their 
associates into a secure website or on paper forms sent to USIDNET with copies kept 
securely in your clinic chart at UCSF. The data will be placed on a secure central 
computer under direction of the USIDNET. There are 2 Options available for joining the 
registry.  
 

Under Option 1, your identity will not be revealed to the Registry. This option protects 
your privacy, but limits your participation to a single entry point. If you select Option 1, it 
will not be possible for the Registry manager to remove or update your information. The 
Registry manager will not be able to determine which information is yours. The 
USIDNET Registry may send general information about new tests, treatments, or spin-
off research studies to your doctor, who in turn may relay this information to you. You 
will not be contacted directly by anyone under Option 1. 
 

Under Option 2, your name, date of birth and your contact information will be placed in 
the Registry in a separate computer from the medical information. A code number will 
link each person’s name to the medical data in the computer that holds the Registry 
database. With this Option, your doctor may periodically update the information to 
include changes in treatment as well as changes in your contact information. Updates 
would be added until we lose touch with you, or you tell us you have decided to stop 
participating in the Registry. 
 

Also, under Option 2, you may elect to have the Registry manager contact you at the 
same time as your doctor to tell you about new results, ask you to clarify items that 
might be unclear, or request updated contact information. The manager may also notify 
you directly, at the same time doctors are notified, about spin-off research studies that 
you may be eligible for. 
 

Since your data will be pooled with the large amount of data submitted from many other 
individuals, it will not be possible later to remove any one person’s clinical or laboratory 
information from Registry summaries that have been generated. However, if you wish to 
withdraw from any further use of your data, you may do so at any time by requesting 
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your UCSF immunology team to end your participation in the Registry. Upon getting this 
request, the Registry manager will delete your computer files. 
 

Doctors studying PIDs will be able to request access to Registry information by applying 
in writing to the scientific Steering Committee of USIDNET. If approved, each study 
request will be fulfilled by extracting only anonymous data without identity information.  

 

Sometimes doctors or scientists developing a new test or treatment will wish to try it on 
people in the Registry who have the particular immune defect involved. Only studies 
that have been approved by a Committee on Human Research (or IRB) at the scientists’ 
place of work will be considered. In addition, such a request must be approved by the 
USIDNET Steering Committee. If you have signed up under Option 2 to learn about 
such studies, you and your UCSF doctor may be notified simultaneously by the Registry 
manager that study enrollment is available. If you are invited to join a registry-based 
study, it is important for you to discuss the opportunity with your immunology doctor at 
UCSF to help you decide if it is right for you.  
 

Select Option 1 or Option 2 by Checking the Boxes that Apply: 
 
 Option 1, single-time Registry entry with no identifying information. 
 
 Option 2, identifying information included, linked by a code number to medical data. 
  A, Please notify me directly with updates (as well as notifying my doctor),  

using the following contact information. I understand that if my information 
changes it is my responsibility to give the USIDNET manager (email 
IDF@PrimaryImmune.org, phone 1-800-296-4433) my new information:  
____________________________________________________ 

  ____________________________________________________ 
  ____________________________________________________ 
 
  B, Please notify my doctor with updates, but do not contact me directly. 
 

USIDNET Registry Links to Other Data:  This section applies only to individuals with 
PIDs that are treated by bone marrow or stem cell transplantation. All such transplants 
must by law now be reported to a central database held by the Center for International 
Blood and Marrow Transplant Research (CIBMTR), which is, like the USIDNET 
Registry, a password-protected database with assigned code numbers rather than 
patient names. CIBMTR data is used for approved research projects to determine best 
practices for transplants. USIDNET has worked with CIBMTR to harmonize data forms 
so that PID patient data does not have to be completely re-entered if a transplant is 
performed. If you receive a transplant to treat your PID, would you direct the code 
numbers of the USIDNET Registry and the CIBMTR Registry to be linked? 
  Yes      
  No   
 

Risks, Discomforts and Confidentiality:  Since taking part in this study involves only 
sending medical data to the Registry, there are no physical risks. While personal 
identifiers, if submitted, are protected, there is a small risk that an unauthorized person 

IRB NUMBER: 10-05045
IRB APPROVAL DATE: 01/09/2014
IRB EXPIRATION DATE: 01/17/2015

mailto:IDF@PrimaryImmune.org


  

Version 1.4 

4/4 

could find out which data is yours. Your UCSF medical team will keep paper copies of 
registry forms in the medical clinic chart, which is kept in a locked file in a secure office. 
The Registry has procedures to keep electronic data private. Each subject’s data will be 
labeled with a code number. The key to the code will reside with the Registry manager. 
Your name will not be used in any publications or presentations at scientific meetings. 
 

Benefits:  There may be no direct benefit to you from being in this study. Your 
participation may lead to better knowledge of immune system problems in your family, 
and this understanding may lead to better treatments in the future.  
 

What if I do not want to be in the study?  Taking part in this study is voluntary. You 
may refuse to take part. If you do not join, you will not lose any right to medical care or 
services to which you are entitled.  
 

Costs/Payment:  You will not be charged to be in the study or receive any payment for 
joining. No tests will be done just for the study, since the Registry is for medical 
information that has been obtained as part of your regular medical care. 
 

Treatment and Compensation for Injury:  If you believe you have been injured as a 
result of being in this study, treatment will be available. The costs of the treatment may 
be covered by the University of California, depending on a number of factors. UCSF 
does not normally provide any other form of compensation for injury. For further 
information about this, you may call the UCSF Committee on Human Research at 415- 
476-1814. 
 

Do you have any questions?  You can ask your doctors questions about the Registry 
now or at any time. We want to be sure your questions are answered. If you have any 
further questions or concerns about the study, please call Dr. Puck or her associates at 
415 476-2171.  
 

Consent:  You will be given a copy of this consent form for your records. There is also 
a separate form to authorize access, use, creation, or disclosure of health information at 
UCSF. If you wish to participate (or have your child participate), please sign below. 
 
            
Participant Name       Date Signed  
      
            
Parent Name (if Participant is under 18 years old)  Date Signed 
 
            
Person Obtaining Consent      Date 
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