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USIDNET PATIENT REGISTRY
CONSENT FORM 



CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Principal Investigators:
Kathleen E. Sullivan, MD PhD

Telephone:


215-590-1697

Address:


Division of Allergy Immunology





The Children’s Hospital of Philadelphia





34th St and Civic Ctr Blvd.





Philadelphia, PA  19104

Co-Investigators:

Jordan Orange, MD PhD





Elena Perez, MD PhD

Telephone:


215-590-2549

Emergency Contact Number:
215-590-1697

Sponsor:


USIDNET

	TITLE OF PROJECT:


A Registry of Patients with Primary Immune Deficiency

 A.  PURPOSE OF THE REGISTRY:

Parents: If you are signing for your child, the use of “you” in this consent form refers to either you or your child.

Invitation to Participate

We invite you to take part in this research study. This form, called a consent form, tells you about what will happen during the study and the risks of taking part. The form also includes other important information about the research study, including the health information we will collect. If there is anything in this form you do not understand, please ask questions.

You do not have to take part in this study if you do not want to. If you take part, you can leave the study at any time.

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: FORMTEXT 
 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) and 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 you (or your child’s) 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 100 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.

 FORMTEXT 

B.  DESCRIPTION OF THE REGISTRY:

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. 

Under OPTION ONE for your participation, along with the specific medical information on your condition, we will only submit your sex, race, year of birth, State of birth and State of residence to the Registry, but your identity will not be revealed.

As an alternative, OPTION TWO, if you wish to be kept informed of the results of the use of the Registry information, any publications that arise from the use of this information, or requests for collection of follow-up information or the clarification of information on your specific condition by the Registry, we will also provide your name, full date of birth and mailing &/or email address to the Registry.  Under this option 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.

If you chose OPTION TWO the Registry will notify you directly about the request for participants in the study of the new test or treatment and you can then decide if your are interested or not.

  In addition, your doctor may periodically update your record in the Registry database so that changes in your condition or treatment will be reflected in the full record available to investigators using the Registry database information. 

If OPTION ONE is selected, since the database collection will be very large and pooled with the information collected from large numbers of other subjects, it will not be practical or possible to later remove your clinical or laboratory information from the Registry.  The Registry already contains the information from about 1500 individuals with seven different primary immunodeficiency diseases.  If OPTION TWO is selected it will be possible to remove your identifying information at a later date should you so wish and it may be possible to also remove your clinical or laboratory information from the Registry if you should decide that you no longer wish to participate in the Registry project even with your identity removed from its records.

C. COSTS/REIMBURSEMENTS:

There are no costs for you to be involved in this study.

D. POTENTIAL RISKS AND DISCOMFORTS:

Your health is important to us. We will talk to you if we need to make changes to the study to protect your health. We will also tell you if we learn of a better treatment here or somewhere else. You may choose to have another treatment instead. This may mean you are no longer part of this study. 

We will also tell you about any new information that may change whether you want to stay in the study.

Your current and future medical care at Children’s Hospital will not be affected if you decide not take part 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 under OPTION ONE.  Under OPTION TWO 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.
E.  POTENTIAL BENEFITS:

There may be no direct benefit to you from consenting to submit information into the Registry. 

You participation may help doctors better understand your (your child or your ward’s) 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.
F. ALTERNATIVES TO PARTICIPATION:

The alternative is not to consent to release the data. 

G.  CONFIDENTIALITY:

You identity will be kept confidential in any publication of the results of this data collection. The information obtained will be kept confidential to the extent permitted by law.  However, your personal Medical Record (if any and if relevant to the study) may be reviewed by government agencies (such as the Food and Drug Administration or the Department of Health and Human Services), the agency sponsoring this research, individuals who are involved in, or authorized to monitor or audit, or the Institutional Review Board (the committee that oversees all research in humans at any institution participating in the Registry) if required by applicable laws or regulations.

H.   COMPENSATION/TREATMENT:

If you believe that you have suffered an injury related to data collection, you (your child or your ward) should contact your doctor or Dr. Michael Blaese at telephone number (800) 296-4433.

I.  VOLUNTARY PARTICIPATION:

After your information is submitted, it will be pooled with the data of many other subjects.  If you elect OPTION ONE  it will not be possible to later remove your own data from the Registry.  If you decide after you have signed this consent, and the data has not been sent to the Registry, you may withdraw.  Under OPTION TWO it will be possible to remove you identifying information from the Registry records at any time.  It may also be possible to remove your own data from the Registry in as much as it remains linked to the identifying code assigned to the medical record.  The registry is voluntary.  If you (your child or your ward) decide not to participate, this will not affect your (or your child or your ward) ability to receive medical care or to receive any benefits to which you (or your child or your ward) are otherwise entitled. 
Any new information that develops during this collection of data, which might affect your decision to participate, will be given to you immediately.    

A signed copy of this consent form will be given to you.
J. TERMINATION OF PARTICIPATION :

You may discontinue participation at any time without penalty or loss of benefits to which you (your child or your ward) are otherwise entitled.

You also accept that the physician, local institution, or sponsor may withdraw you (your child or your ward) from the Registry at any time without your (your child or your ward’s) consent.

K. CONTACT PERSON(S):

If you have any questions, at any time, about this research, or want to discuss any possible registry-related injuries please contact your doctor or Jolene Smith, MS at telephone number (800) 296-4433.  If you still have questions you may discuss them with a member of the Office of Human Research Protection (the Federal office that oversees clinical research in the U.S.) at telephone number (866) 447-4777. 

This study has been approved by a special group at Children’s Hospital called the Institutional Review Board (IRB). The IRB looks at research studies like these and makes sure your rights and welfare are protected. You can talk to a person in this group if you have questions about your rights as someone taking part in a research study. You can call Lynn Bevan in the Hospital’s Office of Research Regulatory Affairs at 215-590-2830 if you have questions or complaints about the study.

If you think you have been injured from taking part in this study, call Dr. Kathleen Sullivan at 215-590-1697. You may also call Lynn Bevan in the Office of Research Regulatory Affairs at 215-590-2830. They can go over things with you, let you know of resources that may be available and give you information on what you need to do.

You will get a signed copy of this consent form after you sign it. You may also ask to see a copy of the full study plan (protocol).

L. DISCLOSURE OF FINANCIAL INTERESTS:

NONE.
AUTHORIZATION TO PARTICIPATE IN RESEARCH

The participant/surrogate and the investigator/delegate must each SIGN, DATE and TIME this two-page authorization form.
Research Subject’s Name (printed):_____________________________  MR#_____________
1. I hereby volunteer to participate in the USIDNET Registry under the supervision of the Steering Committee of the USIDNET Research Consortium

2. I acknowledge that I have read, or had explained to me in a language I understand, the attached consent document and that _____________________________ has explained to me the nature and purpose of the Registry.  This explanation included a description of the risks that I might reasonably expect, and the possible complications, if any, that I might reasonably experience from both known and unknown causes as a result of my participation in these Registry.  I have had the opportunity to ask questions I had about the Registry and all of the questions I asked were answered to my satisfaction.

3. I understand that I am free to withdraw this authorization and to discontinue my participation in the Registry at any time.  The consequences and risks, if any, of withdrawing from the Registry while it is ongoing have been explained to me.  I understand that such withdrawal will not affect my ability to receive medical care to which I might otherwise be entitled.

4. I confirm that I have read, or had read to me, this entire authorization and that all blanks or statements that require completion were in fact, properly completed before I signed this authorization.

5. I understand that my doctor may wish to invite a representative of the Registry to review and abstract the information contained in my medical record and I agree to this in order to assist my doctor in completing my registration in this National Registry.

6. I wish to participate following the conditions outlined for:

        OPTION ONE  [   ] in which no record of my personal identify 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.  

Patient/Surrogate:  ______________________________________________________








Signature

Name:  ________________________________________________________________

         






Print Name

Relationship:  ___________________________________________________________





     


If signed by surrogate


Date:   ________________________                   Time: __________________________

‘

AUTHORIZATION TO PARTICIPATE IN RESEARCH (continued)

	For subjects who are not able to read this consent document themselves, the following must be completed:

I confirm that I have accurately translated and/or read the information to the subject:

              Name: _________________________________________________

                                                                   Signature

              Name: _________________________________________________




                               Print Name

          Address: _______________________________________________________


              Number and Street               City            State             Zip Code                 

                Date:  ___________________           Time: _________________________

____________________________________________________________________

I confirm that the consent document was translated and/or read to the subject:

              Name of Witness: ____________________________________________

                                                                             Signature

              Name of Witness: ______________________________________________




                                        Print Name

              Date:  ___________________           Time: _________________________




I believe that the above volunteer/patient/relative/guardian understands the nature, purposes, benefits, and risks of participation in the Registry.  I have also offered to answer any questions the above volunteer/patient/relative/guardian might have with respect to the Registry and have fully and completely answered all such questions.

________________________________________________________________________________

 Signature of Principal Investigator/Delegate
 (person who obtained consent)


Print Name of person who obtained consent 


Title

Date: ______________________________      Time: ___________________________
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