AUTHORIZATION

For Release of Protected Health Information for Research Purposes 
Title of Study:     
Name of Principal Investigator(s):       
You have been asked to be part of a research study under the direction of       [Insert name of Principal Investigator(s)] .  The purpose of this study is       [Insert one or two sentences to describe the study purpose and goals; same as in informed consent document].


As a part of this study, the research staff needs information about your health.  This information is called Protected Health Information (PHI).  By signing this document, you will allow the Veterans Health Administration (VHA)        [and, insert name of any other source of PHI, if any, required to conduct your research] to provide       [insert name of Principal Investigator] and       [insert his or her] research staff the right to use your PHI:


What PHI will be collected?

To do this research, we need to collect PHI that identifies you.  If you give authorization,       [Insert names of Principal Investigator(s)] and their research staff members would use the following PHI for this study:        [i.e. the results of tests, questionnaires and interviews - give specific designations such as “lab tests”, “clinic visit data,” “X-rays, ” “tissue samples,” “biopsies,” “quality of life questionnaires,” etc. They would also use information from your medical records that may include your medical history as well as information about military, social and lifestyle factors. The requested use of your PHI is described in the attached consent form.  We will only collect information that is needed for this research study.
Who will have access to my PHI and for how long?

· You will be notified of any changes to the Principal Investigator(s) and/or research staff during the course of the research.  These VA Principal Investigators and staff members can access and use health and other information about you in the same way as the current Principal Investigator(s) and staff members.  
· Information published or presented that is based on the results of this study will not identify you.  Federal rules have created committees to protect the safety of people who are in research studies. To make sure we follow the rules, these committees may look at records that identify you.  These committees may include the National Committee for Quality Assurance (NCQA), Department of Health and Human Services (DHHS), the Food and Drug Administration (FDA), the Stratton Institutional Review Board (IRB), and the Office of Research Oversight (ORO).  When you sign this form, you agree to let these committees look at these records.  Your identity and records will not be revealed unless required by law.
· The VHA follows the new rules created by the Health Insurance Portability and Accountability Act (HIPAA) of 1996 and its privacy regulations. The VHA also follows all other applicable laws and rules that protect your privacy.  We will protect your information according to these laws and rules.  Even though we follow these rules, 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 staff will give one to you.
**[Insert the following only if the study includes the creation of a database or tissue repository.]  This study includes the creation of a database of information or specimens such as blood, tissue or other bodily fluids that will be used in future research.  By signing this authorization, you agree to allow the information collected in this study to be added to that database.
**[Insert the following if the study has a sponsor outside the VHA, i.e., pharmaceutical company]:  As part of the study, we may disclose your information to       [Insert name of sponsor], the sponsoring company for this research study.  We will not share any information with the sponsor unless the sponsor agrees to keep the information confidential and use it only for the purposes related to the study.  Any information shared with the sponsor may no longer be protected under federal law.

**[Insert one of the following choices describing expiration of the authorization]: 

This authorization will expire at the end of the research study. [Note:  if you use this choice, you may not use the information you collect for ANY purpose after the study ends.] 

OR 

This authorization has no expiration date.  

Do I have the right to access PHI requested for this study? (Choose one of the following statements):

You will have access to the PHI contained in your medical record that is related to this study.

OR:

You will have access to your medical record, but you will not have access to any information for this study that is in the medical record until the study is completed.

If I give authorization now, can I withdraw my authorization in the future? 


You can withdraw this authorization at any time.  To withdraw your authorization, you can write to        [Insert name of Principal Investigator(s)] or you can ask a member of the research staff 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 and benefits to which you are entitled to as a VHA patient.
If you withdraw this authorization,       (Insert name of Principal Investigator(s)) and their research staff can continue to use information about you that has already been collected.  No information will be collected after you withdraw the authorization.
Signature Section: 

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 NAME and PHONE NUMBER of STUDY CONTACT) or the Chair, Albany VAMC Institutional Review Board (IRB), at (518) 626-5624.  I will be given a signed copy of this authorization form for my records.  I authorize the use of my protected health information as described in this form.








_






Signature of Participant or Legally Authorized Representative


Date









_

PRINT Name of Participant or Legally Authorized Representative









_


Description of Legally Authorized Representative’s Authority (if applicable)




INTERNAL ADMINISTRATIVE SECTION





This form is valid only if signed and stamped with VAMC Approval & Expiration Dates below:


This form may not be utilized after the expiration date stamped below:





							______________________


							Approval Date


					                   


Signature of Privacy Board Designee	


							_________________________


______________________				Expiration Date


Date		
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