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VA Nebraska Western-Iowa Health Care System
Research Service (151), Omaha, NE  (636)
Authorization for Release of Protected Health Information (PHI) for Research Purposes


	Principal Investigator (Last, First, M.I., Degree)
     

	Project Title
     
	Project ID No.
     

	Participant Name
[bookmark: Text8]     
	SSN
     -     -     

	INSTRUCTIONS:  The text throughout this document in red, bolded and inside parentheses offers guidance and suggestions.  Delete this text and replace it with the appropriate wording for your study.   The portions in BLACK are requirements and must be kept. 


													Appendix Z

A.  What is the Purpose of this Authorization?

[bookmark: Text11]You have been asked to be part of the above research study under the direction of the Principal Investigator and his/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 the above Principal Investigator and his/her research team access to the use and disclosure of the following information about you.   If you do not sign this authorization, you will not be part of the study.  

B.  What Information will be Used and/or Disclosed for the Research Study?

[bookmark: Text12]You have rights regarding the privacy of your medical information collected prior to and in the course of this research.  This medical information called Protected Health Information includes:        (Insert data specific to your study).  

IF any of the following types of information will be used in this study, this must be disclosed during the informed consent process by the member of the research team providing the consent and discussed before signing by the participant. (Check the appropriate boxes regarding the conditions listed below, if applicable, and inform the participant during the consent process these are checked and may be disclosed).  
[bookmark: Check1]|_| Drug Abuse
[bookmark: Check2]|_| Alcoholism or Alcohol Abuse
[bookmark: Check3]|_| Testing for or Infection with Human Immunodeficiency Virus (HIV)
[bookmark: Check4]|_| Sickle cell anemia

Your personal contact information is important for the VHA research team to contact you during the study.  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.  The Principal Investigator may also use the results of these tests and procedures to treat you.

C.  How Long Will My Permission Last?  

(Select ONLY ONE of the following three options)
|_|      1) This authorization to use your PHI will expire at the end of the research study.
[bookmark: Text13]|_|      2) This authorization to use your PHI will be valid until        (insert date and/or describe 
circumstances under which the authorization will expire such as a specified ascertainable event or condition (i.e., death)).
 |_|      3) This authorization has no expiration date.  This option is for studies involving future use of the data or specimens such as a research database or a research repository.

D.  Can I Withdraw my Permission?

You can revoke this authorization, in writing, at any time. To revoke your authorization, you must write to the Release of Information Office at this facility or you can ask a member of the research team to give you a form to revoke the authorization.  Your request will be valid when the Release of Information Office receives it.  If you revoke this authorization, you will not be able to continue to participate in the study. This will not affect your rights as a VHA patient to treatment or benefits outside the study.

If you revoke this authorization the Principal Investigator and his/her research team can continue to use information about you that was collected before receipt of the revocation.  The research team will not collect information about you after you revoke the authorization.

E.   Can My Protected Health Information be Disclosed Outside the VHA?

[bookmark: Text15][bookmark: Text16]The research team may also need to disclose the information to others as part of the study process.  The others may include the study sponsor       (provide name of sponsor, if applicable)  and       (Include here other entities as described in the confidentiality section of the research consent form [Appendix Y] that the Investigator or IRB believes should be disclosed to the participant).  In order to comply with federal regulations, records identifying you may be inspected by the representatives of professional or government organizations that conduct and oversee the conduct of research activities (e.g., Office of Human Research Protection (OHRP), the Food and Drug Administration (FDA), the Association for the Accreditation of Human Research Protection Programs and VA Research Service and its nonprofit research organization.

F.  Will I be Allowed to See my Research Records?

(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 will be able to see them when the study is completed.  This will not affect your doctor’s ability to see your records as part of your normal health care.

G.  Certification and Signatures:
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, however, individually identifiable health information disclosed according to this authorization to a non-VA recipient (if applicable and identified in item E) may no longer be protected by federal laws or regulations and may be subject to re-disclosure by the recipient. 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.  The VA may not make treatment, payment, enrollment or eligibility for benefits contingent upon whether you sign this authorization.  Participation in this research study requires your signature on this authorization.

Please note:  [NON-VETERAN ENROLLMENT IN STUDY:] [It is now required to obtain written acknowledgement of receipt of the VHA Notice of Privacy Practices by non-Veteran research subjects after handing each non-veteran a copy of the Volunteering in Research Brochure which includes a copy of the Notice of Privacy Practices.  Form 10-0483, attached to the last page of Appendix Z HIPAA Authorization, must be signed and kept in the Investigator’s study records.  A copy is sent to Medical Records for scanning along with the consent and authorization when the subject becomes admitted to a VA facility or treated as an outpatient at a VA facility.]



[bookmark: Text17]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 and phone number) I will be given a signed copy of this authorization form for my records. I authorize the use of my identifiable information as described in this form.

___________________________________________________________		___________ 
Signature of Participant or Person Authorized to Sign for Participant		Date
(Attach authority to sign, e.g. Power of Attorney)

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 the release) is not furnished completely and accurately, Department of Veterans Affairs will be unable to comply with the request.

VA Form 10-5345 March 2003					                               Revised 3/11


[Additional form 10-0483 for use by non-Veterans is attached on next page]
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	Acknowledgement of the Notice of Privacy Practices

	Acknowledgement of Department of Veterans Affairs, Veterans Health Administration (VHA)
Notice of Privacy Practices

The signature below only acknowledges receipt of the VHA Notice of Privacy Practices, effective date 14 April 2009.

	
	

	Signature of Patient/Patient Representative
	Date

	
	

	Name of Patient/Representative
	Relationship to patient (if applicable)

	

	Last four SSN
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