	ORCT #_____

	Saint Vincent Catholic Medical Centers

Office of Research and Clinical Trials



	HIPAA Research Authorization Form



AUTHORIZATION TO COLLECT, USE, AND DISCLOSE YOUR MEDICAL INFORMATION;

Private information about you that identifies you may be used or shared for the purposes of this research project named:  Pregnancy Related Cardiomyopathy Enrollment and Lessons in Web-based Recruitment (PRICELESS).

This section explains how your medical information will be collected, used, disclosed and shared with certain other persons involved in this study.  It also describes the ways in which St. Vincent Catholic Medical Centers will safeguard your privacy and confidentiality and your rights, including your right to see your medical information.

Your medical information is information about your physical or mental health.  It includes your previous medical records and information about you created or collected during this study (for example, the dates and results of various tests or examinations.)  This information could identify you if it contains, for example, your name, address, telephone number, photograph, date of birth, social security number, race or ethnic origin or other unique identifiers. 

If you sign this form, you agree to be in this research program and allow the study investigator to collect and use your medical information to carry out this study.  You also allow the study investigator to share your medical information with other people and organizations. 

Such other persons and organizations, including co-investigators, study sponsor, government agencies overseeing this study or the study drug, (including the FDA, other Department of Health and Human Services Agencies and government agencies in the U.S. and other countries) the Institutional Review Board (IRB) overseeing the research, and organizations under contract or obligation to SVCMC which may be responsible for billing and/or claims for medical services or products, may need to review your medical information during the course of this study.

When your study information will be disclosed outside of SVCMC as part of the research, the information that can identify you as listed above will be removed and your records will be assigned a unique code number.  SVCMC will not disclose the code key, except as required by law. 

Confidentiality of Your Medical Records

State and federal laws about the privacy and confidentiality of medical information protect you and your medical information and allow the study investigator to share your medical information only with those persons whom you have permitted to see it.  However, if you sign this form, those persons may share your medical information with other people.  Federal law does not protect you against this.  If your participation in this research is for treatment or diagnostic purposes, the facility in which you are treated may ask you to sign a separate informed consent document for specific procedures or treatment, and that informed consent form may be included in the medical record of that facility. 

Confidentiality of Your Study Information

Your study records include information that identifies you and that is kept in research files.  We will try to keep this information confidential, but we cannot guarantee it.  If data from this study are to be published or presented at meetings, we will first take out the information that identifies you.  If video or audiotapes are to be made as part of this research, we will ask for your specific permission and ask that you sign an attachment to this form.

Retention of Your Study Information

The study results will be kept in your research record for at least six years but could be longer according to Federal Regulations governing study information.  For more detailed information please contact: Dr. Jordan Safirstein, Dr. Joonun Choi, and the research study team at 212-604-2228.  At that time either the research information not already in your medical record will be destroyed or information identifying you will be removed from such study results at SVCMC.  Any research information in your medical record will be kept indefinitely.

Your Right to See and/or Copy Your Medical Information

You have the right to see and copy your medical information related to the study for as long as the study investigator holds this information.  However, you may not be able to see some of your records related to the study (such as study drug identity if the study is a “double blind” study) until the study has been completed, otherwise it could spoil the study.

Your HIPAA Authorization and Specific Understandings

By signing this research authorization form, you authorize the use and /or disclosure of your protected health information described above.  The purpose for the uses and disclosures you are authorizing is to conduct the research project explained to you during the informed consent process and to ensure that the information relating to that research is available to all parties who may need it for research purposes.  Your information may also be used as necessary for your research-related treatment, to collect payment for your research-related treatment (when applicable), and to run the business operations of SVCMC.

In most cases, under the Privacy Rule of the federal Health Insurance Portability and Accountability Act (HIPAA), we must seek your written permission to use or disclose identifiable health information about you that we will use.  The information is called your “protected health information.” This permission is called an Authorization.  

If you sign this form you are giving your Authorization (permission) for the uses and sharing of your protected health information as described in this form.  Your permission for the use and sharing of your health information is essential to this research program.  However, you may choose not to sign this form.  If you choose not to sign this form you will not be able to participate in this research program but choosing not to sign will not affect your health care outside of the study.

While your health care outside the study, the payment for your health care, and your health care benefits will not be affected if you do not sign this form, you will not be able to participate in the research described in this authorization and will not receive treatment as a study participant if you do not sign this form.

You have a right to see and copy the information described on this authorization form in accordance with SVCMC policies.  You also have a right to receive a copy of this form after you have signed it.  

This information may be re-disclosed if the recipient(s) described on this form is not required by law to protect the privacy of the information. 

This Authorization will not expire unless you withdraw it in writing.  You have the right to withdraw your authorization at any time, except to the extent that SVCMC has already relied upon it or must continue to use your information to complete data analysis or to report data for this study.  The procedure for withdrawing your authorization is described below.

By signing this form you authorize the use and disclosure of the following information for this research:

· Your medical records 

· Your research record

· Results of laboratory tests

· Clinical and research observations made during your participation in the research.   

By signing this form you authorize the following persons and organizations to receive your protected health information for purposes related to this research:

· Every research site for this study, including each site’s research staff 

· Drs. Jordan Safirstein, Joonun Choi and the research study team

· Every health care provider who provides services to you in connection with this study

· Any laboratories or other persons or organizations that analyze your study information for this research

· The people and companies used to oversee, administer, or conduct the research      

· The U.S. Food and Drug Administration (FDA) and other domestic and foreign regulatory agencies 

· The members and staff of each Institutional Review Board (IRB) overseeing the study

· The patient advocate or research ombudsman

· Members of the SVCMC or hospital staff responsible for administering clinical trials [or other research activities]

· Data safety monitoring boards, clinical events committees, and others authorized to monitor the conduct of the study

If any of the companies or institutions listed above merges or is sold during the course of this research, your Authorization will cover uses and disclosures of your protected health information to the new company or institution that assumes responsibility for the research.

Please be aware that once your protected health information is disclosed to a person or organization that is not covered by the federal medical Privacy Rule, the information is no longer protected by the Privacy Rule and may be subject to re-disclosure by the recipient. 

Withdrawing Your Authorization

You may also withdraw your Authorization for us to use or disclose your protected health information for the study.  

If you do decide to withdraw your consent to participate in the study and/or your permission to use your medical information (Authorization), you cannot continue to take part in the study and we ask that you contact Dr. Jordan Safirstein in writing and let him know that you are withdrawing your Authorization.  His mailing address is 170 West 12th 

Street, Spellman 990, New York, NY 10011. Again, if you wish to withdraw your Authorization for us to use your protected health information, you must contact Dr. Safirstein in writing. 

Remember that withdrawing your Authorization only affects uses and sharing of information after we receive your request, and you cannot withdraw your Authorization for uses or disclosures that we have previously made or must continue to make to complete analyses or report data from the research.

AUTHORIZATION FOR THE USE OR DISCLOSURE OF PROTECTED HEALTH INFORMATION:

I give my authorization to use my Protected Health Information for the purposes of this study, as described above.  If you do not want to authorize the use of this information, you should not agree to be in this study.

 I have read this authorization form

     or

 it was read to me by: ______________________. 

Any questions I had were answered by: _____________________.

* For subjects who may not be capable of providing informed consent, the signature of a legal representative is required.  For a valid HIPAA authorization, the “personal representative” must have authority under state law to make health care decisions for the subject.

____________________

_____________________/_____

Print Name of Participant

Signature of Participant    Date

or Legal Representative*


or Legal Representative*

____________________

_____________________/_____

Print Name of Person


Signature of Person           Date 

Obtaining Consent



Obtaining Consent

** When the elements of informed consent are presented orally to the subject or representative, a witness to the oral presentation is required.   [NOTE:  it is unclear whether HIPAA authorization may be presented orally – this might require an IRB waiver to permit alteration of the form of authorization] 

____________________

_____________________/_______

Print Name of Witness**

Signature of Witness**
 Date
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