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Purpose: 

You are being invited to participate in a research study.  The purpose of this study is to build a National 
Registry of people with primary immune deficiency diseases, 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.  Primary immunodeficiency diseases are so rare that doctors and scientists at 
any single location 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 into a single Registry we 
hope to gain knowledge about the rate of occurrence, causes, natural history, and outcomes of primary 
immunodeficiencies. There are many individual diseases included in the group of primary 
immunodeficiencies.  The original Registry focused on a few of the more widely known examples 
including patients with severe combined immunodeficiency (SCID), X-linked agammaglobulinemia 
(XLA), common variable immune deficiency (CVID), DiGeorge syndrome (DGS), hyper IgM syndrome 
(HIGM), Wiskott Aldrich syndrome (WAS) and chronic granulomatous disease (CGD).  The Registry has 
been enlarged to also include more than 100 other primary immune deficiency diseases. 

You are being invited to participate in the Registry because you have been found to have Primary Immune 
Deficiency Disease. 

Participation: 

If you agree, your information will be added to the Registry.  The Registry information would 
include specific medical information on your condition, your sex, race, year of birth, state where 
you were born, state where you live, your doctor’s name, and your doctor’s address.  Each time 
you return to your doctor additional information may be added to update the Registry, until we 
lose contact with you or you decide to stop participating in the Registry.  This way the Registry 
can develop a picture over time of the course of your illness and your response to various 
treatments and procedures. 

You may select one of three ways to join the Registry. 

Under OPTION ONE, your identity will not be revealed.  A code number will be assigned to your 
information, but only your doctor will know it.  Your study doctor may update your information to include 
changes in your condition or treatment.  The Registry Steering Committee may direct the Registry staff to 
send reports containing information about your disease to your doctor.  The Registry committee may also 
permit information about proposals to study new tests or treatments to be sent to your doctor.  Your doctor 
will be able to share this information with you.  You cannot be contacted directly by the Registry staff 
because the Registry will not have your identifying information. 

Under OPTION TWO, your name, full date of birth and mailing and/or email address will be recorded by 
the Registry Administrator, but kept in a database that is separate from any information about your 
condition.  Your specific medical information will be assigned a code number when it is included in the 
Registry.  The only link between your name and the medical information in the Registry will be the code 
number.  Your doctor may periodically update your information to include changes in your condition or 
treatment as well as changes in your name or contact information.  Investigators reviewing your medical 
information contained in the Registry database will not have access to your identifying information.  
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Under OPTION TWO-A, communication between the Registry staff and you will be carried out by the 
Registry staff. They will send all information to your doctor and he/she will then transmit that information 
to you.  The only circumstance where the Registry staff might contact you directly would be in the case that 
you have moved and/or ended contact with your original doctor or your original doctor has retired or for 
some other reason can no longer be contacted by the Registry staff. 

Under OPTION TWO-B, the Registry Administrator may get in touch with you directly to inform you 
about research results based on information gathered about your disease.  The Registry staff may also ask 
you to clarify items that might be confusing about your personal information in the Registry or they might 
ask if you wish to update or add to your information in the Registry.  The Registry staff may also send you 
notices about new research studies being planned that you may be eligible to join if you wish.  Your doctor 
would also receive these notices at the same time so that you may discuss the new studies together. 

Your identity will not be revealed to other investigators, but you will be provided with contact information 
to reach them if you decide you wish to receive additional information about a proposed study. 

Under OPTION ONE, it will not be possible for the Registry staff to contact you, remove your 
information from the Registry or for the Registry staff to provide you with a copy of your personal 
information contained in the Registry.  The Registry staff will not be able to determine which information 
is yours. Currently there is information from more than 2060 individuals with primary immunodeficiency 
diseases in the Registry. The number of patients is continually increasing as patients agree to participate in 
the Registry. 

Under OPTION TWO, you can remove your information from the Registry.  You can remove either your 
identifying information or all your information.  The Registry staff will also be able to provide you with a 
copy of the information about you contained in the Registry.  If you decide to stop being part of the registry 
or would like a copy of your Registry record, you should contact your doctor or Dr. Ramsay L. Fuleihan of 
the Immune Deficiency Foundation at telephone number 1-866-939-7568. 

POTENTIAL RISKS AND DISCOMFORTS: 

Since taking part in this study involves only sending medical data to the Registry, there are no physical 
risks for you to participate.  While we will not reveal your identity to the doctors or scientists using the 
Registry database, it is possible that someone could figure out who you are.  Under OPTION TWO, your 
identity will be kept separately from your Registry information.  It is possible that your identity could be 
revealed even if it is held separately from your medical information.  If USIDNET learns that your identity 
has been revealed, you will be told. 

POTENTIAL BENEFITS: 

There may be no direct benefits to you from being part of the Registry.  It is possible that future studies of 
new treatments may be available to Registry participants, and enrollment may be offered to you either 
through your doctor or directly because your information is in the Registry. Participation may help doctors 
and scientists to better understand these medical conditions, and may lead to better treatments.  Information 
in the registry may also advance medical knowledge in general, so others may benefit. 

COSTS:  

There are no costs for you to be involved in this study.  There will be no tests for this study since the Registry will 
contain medical information obtained as part of your regular medical care. 
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REIMBURSEMENTS:  

You will not receive any payment for being part of this study.  If a hospital or doctor’s office requests 
payment for copying and/or mailing your records to the Registry, the Registry can reimburse those 
expenses up to a maximum total of $25.00 upon presentation of an original bill from that hospital or 
doctor’s office.  USIDNET can also provide a pre-paid Mailer to send documents to the USIDNET office.  
Contact the USIDNET Project Manager at 866-939-7568 for these pre-paid mailers. 
 

ALTERNATIVES TO PARTICIPATION: 

The alternative is not to be part of the Registry. 

CONFIDENTIALITY: 

The identity of individuals who are part of the Registry will not be made public in publications based on 
Registry information.  The identity of individuals providing information obtained will be kept confidential 
to the extent permitted by law.  If required by law or regulation, your identity may be revealed to 
government agencies (such as the U.S. Food and Drug Administration (FDA) or the Department of Health 
and Human Services (DHHS)); individuals who are involved in the study, or authorized to monitor or audit 
the study; or the Independent Institutional Review Board (the committee that oversees research in humans 
for participating physicians who do not have a local IRB to provide such oversight). 

VOLUNTARY PARTICIPATION: 

Your participation in this study is voluntary.  You may decide not to participate or you may leave the study 
at any time.  Your decision will not result in any penalty or loss of benefits to which you are entitled. 

Your study doctor, local institution, or sponsor may remove your information from the Registry at any time 
without your consent. 

If you change your mind after you sign this consent form, every effort will be made to remove your 
information from the Registry.  If your information has not yet been entered in to the Registry database, 
your information will not be submitted.  Under OPTION ONE it will not be possible to remove your 
information from the Registry after submission.  Under OPTION TWO your information can be removed 
from the Registry.  Under OPTION TWO, you may also decide to change to OPTION ONE by having 
your identifying information permanently removed. 

 

NEW FINDINGS: 

Any new information that develops during this collection of data, which might change your decision to be 
in this study, will be given to you or your doctor immediately. If you agree to be in this study, a signed and 
dated copy of this consent form will be given to you. 
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CONSENT: 
 
1. I agree to participate (allow my child to participate) in the USIDNET Registry under the supervision of the 

Steering Committee of the USIDNET Consortium. 

2. The nature and purpose of the Registry has been explained to me.  This explanation included a description 
of the risks of participating.  I have been able to ask all my questions about the registry.  All the questions I 
asked were answered. 

3. I have read, or had read to me, this entire consent form and all blanks or statements that require completion 
were completed before I signed. 

4. I authorize the release of my medical records for research or regulatory purposes to the sponsor, the FDA, 
DHHS agencies, governmental agencies in other countries, and the IIRB®. 

5. By signing this consent form, I have not given up any of my/my child’s legal rights. 

6. I wish to participate following the conditions outlined below (choose one only of the three choices by 
inserting your initials in the correct box): 

 

OPTION ONE in which no record of my personal identity is kept by USIDNET. 

  Initials here if subject verbally agrees 

Or 
OPTION TWO  in which my identity will be kept in a separate location by USIDNET and will be linked to my 

Registry information by an assigned code number. 

Plus  
Under OPTION TWO-A  all communication between the Registry and me will be sent thru my original physician, 

unless my physician cannot be located or does not know my current contact information. 
 
  Initials here if subject verbally agrees 

 
 
OPTION TWO  in which my identity will be kept in a separate location by USIDNET and will be linked to my 

Registry information by an assigned code number. 

Plus 
Under OPTION TWO-B  communication between the Registry and me can be directly by the Registry staff with all 

communications also sent to my physician. 
 
  Initials here if subject verbally agrees 
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I believe that the above subject/legally authorized representative understands the nature, purposes, benefits, and risks 
of participation in the registry.  I have also offered to answer any questions the above subject/legally authorized 
representative might have with respect to the registry and have fully and completely answered all such questions. 

 

  

Signature of Principal Investigator/Delegate/Person Conducting Informed Consent Discussion 

 

 

  

Print Name of Person Conducting Informed Consent Discussion 

Date:  Time:  

 

 

 

 

 

Date USIDNet Designee received signed/dated ICF: ___________________________________________________ 

 

Signature of Designee: 
___________________________________________________________________________ 

 

Printed Name of Designee: _______________________________________________________________________ 

 

 

 


