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MOUNT SINAI SCHOOL OF MEDICINE 
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RESEARCH SUBJECT AUTHORIZATION 

GCO #_______________

Protocol Title:  

Building a Registry of Patients with Primary Immune Deficiency

Principal Investigator: 
Charlotte Cunningham-Rundles, MD, PhD





Mount Sinai School of Medicine





1425 Madison Avenue





New York, New York 10029





(212) 659-9268
You have agreed to allow your child to participate in the study mentioned above and have signed a separate informed consent that explained the procedures of the study and the confidentiality of your child’s personal health information. The federal Health Insurance Portability and Accountability Act (HIPAA) requires us to give you more detailed information about how we intend to use and share your child’s health information in connection with this study. We also need to ask your permission to receive, use and share that information.  

You authorize the Mount Sinai Hospital, your child’s doctors and other health care providers to disclose your child’s health information for the purposes described below:

What personal health information is collected and used in this study, and might also be disclosed (shared)?

The following personal health information will be collected, used for research and may be disclosed or released in connection with this research study. 
· Data of immune functions, name of immune defect, medical complications, age, year of birth, initials, race or ethnic origin and sex.
· Medical History (includes current and past medications or therapies, illnesses, conditions or symptoms, family medical history, allergies, etc.)
· Medical Record from Mount Sinai or other source
· Information from a physical examination; only abnormal findings if present
Why is your child’s personal health information being used?
Your health information and results of tests and procedures are being collected as part of this research study and for the advancement of medicine and clinical care. This may include immune function studies, medical status, and medical complications.  The research team may use and share your information with approved researchers to ensure that the research meets legal, institutional or accreditation requirements.Remember that no personal identifiers will ever be shared with anyone.

Which of our personnel may use or disclose your child’s personal health information?

The following individuals and organizations may use or disclose your child’s personal health information for this research project:

· The Principal Investigator and the Investigator’s study team (other Mount Sinai Hospital and Mount Sinai School of Medicine staff associated with the study).

· The Mount Sinai School of Medicine Institutional Review Board (the committee charged with overseeing research on human subjects) and the Mount Sinai Hospital’s and Mount Sinai School of Medicine’s Privacy Officers.

· Authorized members of the Mount Sinai Hospital and Mount Sinai School of Medicine workforce who may need to access your child’s information in the performance of their duties (for example: to provide treatment, to ensure integrity of the research, accounting or billing matters, etc.). 

Who, outside of the Mount Sinai School of Medicine and the Mount Sinai Hospital, might receive your child’s personal health information? 

As part of the study the Principal Investigator, study team and others listed above may disclose your child’s  personal health information, including the results of the research study tests and procedures to the following people or organizations. It is possible that there may be changes to the list during this research study. You may request an up-to-date list at any time by contacting the Principal Investigator.

· Other collaborating research center(s) and their associate research/clinical staff who are working with the investigators on this project: Investigators who are working on primary immune deficiency at other Medical Centers who request information.

· Research data coordinating office and/or their representative who will be responsible for collecting results and findings from all the centers: The data are being collected at the office of the USIDNet, a Research Consortium.
· Outside laboratory who will be performing laboratory analysis for the research centers involved in this project: The office of the USIDNet, a Research Consortium.
· The sponsoring Government agency and/or their representative who need to confirm the accuracy of the results submitted to the government or the use of government funds: The National Institutes of Health.
· Contract Research Organization: The Immune Deficiency Foundation, the Administrator of this study.
· The United States Food and Drug Administration

· United States Department of Health and Human Services and the Office of Human Research Protection.

· In all disclosures outside of the Mount Sinai School of Medicine and the Mount Sinai Hospital, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier unless disclosure of the direct identifier is required by law.  

· In records and information disclosed outside of the Mount Sinai School of Medicine and the Mount Sinai Hospital, you will be assigned a unique code number. The Principal Investigator will ensure that the key to the code will be kept in a locked file, or will be securely stored electronically.

How long will the Mount Sinai School of Medicine and the Mount Sinai Hospital be able to use or disclose your child’s personal health information
Your authorization for use of your child’s personal health information for this specific study does not expire. 

Will you be able to access your child’s records?
During your participation in this study, you will have access to your own medical record and any study information that is part of that record. The investigator is not required to release to you research information that is not part of your medical record.

Do you have to sign this Authorization?

NO!  If you decide not to sign this authorization your child will not be allowed in the research study. If you do not sign, it will not affect your child’s treatment, payment or enrollment in any health plans or affect you or your  child’s eligibility for benefits.
Can you change your mind?
You may withdraw your permission for the use and disclosure of any of your child’s personal information for research, but you must do so in writing to the Principal Investigator at the address on the first page.  Even if you withdraw your permission, the Principal Investigator for the research study may still use your child’s personal information that was already collected if that information is necessary to complete the study.  Your child’s health information may still be used or shared after you withdraw your authorization if your child should have an adverse event (a bad effect) from being in the study. If you withdraw your permission to use your child’s personal health information for research that means your child will also be withdrawn from the research study, but standard medical care and any other benefits to which your child are entitled will not be affected.  You can also tell us you want to withdraw your child from the research study at any time without canceling the Authorization to use your child’s data.  

You will be given a copy of this Research Subject Authorization Form describing your  child’s confidentiality and privacy rights for this study. If you have not already received it, you will also be given the Mount Sinai Hospital - Mount Sinai School of Medicine Notice of Privacy Practices that contains more information about the privacy of  your child’s health information.

By signing this document:

· You are permitting the Mount Sinai Hospital, your child’s doctors and other health care providers to disclose your child’s health information to the researcher for the purposes described above. 

· You are permitting the Mount Sinai School of Medicine and the Mount Sinai Hospital to use your child’s personal health information collected about your child for research purposes within our institution. 

· You are also allowing the investigators, the Mount Sinai School of Medicine and the Mount Sinai Hospital to disclose that personal health information collected about your child to outside organizations or people for research purposes as described above.

· You recognize that your child’s information may also be used as necessary for your child’s research-related treatment, to collect payment for your child’s research-related treatment (when applicable) and to run the business operations of the hospital. 

· You recognize that once information is disclosed to others outside Mount Sinai School of Medicine and the Mount Sinai Hospital the information may be redisclosed and no longer be covered by the federal privacy protection regulations.

SIGNATURE

I have read this form and all of my questions about this form have been answered.  By signing below, I acknowledge that I have read and accept all of the above.

_________________________________________

Signature of Subject or Personal Representative

_________________________________________

Print Name of Subject or Personal Representative

_________________________________________

Date

_________________________________________

Description of Personal Representative’s Authority

CONTACT INFORMATION

The contact information of the subject or personal representative who signed this form should be filled in below.

	Address:

    

______________________________

______________________________

______________________________

______________________________
	Telephone:

___________________ (daytime)

___________________ (evening)

Email Address (optional):

____________________________


THE SUBJECT OR HIS OR HER PERSONAL REPRESENTATIVE MUST BE PROVIDED WITH A COPY OF THIS FORM AFTER IT HAS BEEN SIGNED.
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