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Department of Veterans Affairs
	HIPAA Authorization for Release of Protected Health Information for Research Purposes

	Title of Study:  
	Version Date:  

	Principal Investigator:  
	VAMC:  Durham



You have been asked to participate in a research study under the direction of (insert name of Principal Investigator) and his or her research team. The purpose of this study is (insert one or two sentences to describe the study; same as in informed consent document)

By signing this document, you will authorize the Veterans Health Administration (VHA) to provide (insert name of Principal Investigator) and his or her research team the authority to use and disclose the following information about you:
(Insert here a description of the data and identifiers to be used, “in a specific and meaningful fashion.”)  Examples of specific and meaningful descriptions include “lab test”, “clinic visit data”, “ x-ray readings”, “demographic information”.  List all tests and procedures that will be performed in the study.  List any other personal health information that will be obtained from other sources to be used in the research record, including prior medical history, tests or records from other sites.)

The information collected also includes the following health conditions:

substance abuse problems [  ] 
HIV [  ] 
AIDS [  ] 

mental health conditions   [  ] 
      
sickle cell anemia [  ]
You do not have to sign this Authorization. If you decide not to sign the Authorization:

· It will not affect your regular medical care and rights as a VHA patient.

· You will not be allowed to participate in this research study.
[This authorization will expire at the end of the research study.]

-OR-

[This authorization has no expiration date.]

-OR-

(Describe dates or circumstances under which the authorization will expire)

You can withdraw this authorization at any time. To withdraw your authorization, you can write to (insert name of Principal Investigator and address) or you can ask a member of the research team to give you a form to withdraw the authorization. If you withdraw this authorization, you will not be able to continue to participate in the study. This will not affect your rights as a VHA patient.
If you withdraw this authorization, (insert name of Principal Investigator) and his or her research team can continue to use information about you that has been collected. No information will be collected after you withdraw the authorization.

[Insert the following if the study will use and disclose protected health information outside the VHA (i.e., pharmaceutical company and pharmaceutical company’s agent or CRO, Food and Drug Administration, the Department of Health and Human Services, other government agencies, researchers outside the VHA, Institute for Medical Research and their auditors, and include the following standard language-]: 
As part of the study, we may disclose your information and medical and/or research records to the Office for Human Research Protections (OHRP), the VA Office of the Inspector General (OIG),  the Office of Research Oversight (ORO), other government agencies, the Durham VAMC  Institutional Review Board (IRB), and/or local Research Compliance Officers, and [insert names and/or agencies]. We will not share any information with these groups outside the VHA unless they agree to keep the information confidential and use it only for the purposes related to the study. Any information shared with these outside groups may no longer be protected under federal law.  If the sponsor receives identified information, it is then the sponsor, and not the VA, who is responsible for the security of the information.
Include the following language ONLY if it is applicable for your research study: While this study is being conducted, you will not be allowed to see research-related medical records about you that are created or obtained by the research team. You may request to see the research-related medical records when the study is completed. This will not affect your doctor’s ability to see your records as part of your normal health care.

The VHA complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy. We will protect your information according to these laws. Despite these protections, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected. Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information. If you do not have a copy of the Notice, the research team will provide one to you.

I have read this authorization form and have been given the opportunity to ask questions. If I have questions later, I understand I can contact (insert contact person name). I will be given a signed copy of this authorization form for my records. I authorize the use and disclosure of my identifiable information as described in this form.

	The Paperwork Reduction Act of 1995 requires us to notify you that this information collection is in accordance with the clearance requirements of section 3507 of the Act.  We may not conduct or sponsor, and you are not required to respond to, a collection of information unless it displays a valid OMB number.  We expect that the time expended by all individuals completing this form will average 2 minutes.  This includes the time to read the instructions, gather the necessary facts and fill out the form.  The purpose of this form is to specifically outline the circumstances under which we may disclose data.


	The execution of this form does not authorize the release of information other than that specifically described.  The information requested on this form is solicited under Title 38, U.S.C. The form authorizes release of information that you specify in accordance with the Health Insurance Portability and Accountability Act, 45 CFR Parts 160 and 164, 5 U.S.C. 552a, and 38 U.S.C. 5701 and 7332. Your disclosure of information requested on this form is voluntary.  However if the information, including Social Security 
Number (SSN) (the SSN will be used to locate records for release) is not furnished completely and accurately, Department of Veterans Affairs will be unable to comply with the request.


	SIGNATURE OF PARTICIPANT OR PERSON AUTHORIZED* TO SIGN 


	Full SSN
	DATE

	*Please explain representative’s authority to sign on behalf of the participant.
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