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You have been asked to be part of 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 with access to the following information about you:

(Insert here a description of the data to be used, “in a specific and meaningful fashion.”  Recommended: use broad categories rather than naming specific measures.)  For example: Information to be collected as part of the research includes lab tests, diagnoses, treatment information, questionnaires, interviews, and psycho-physiological measures.  
Note:  If information about drug abuse, alcoholism or alcohol abuse, infection with the human immunodeficiency virus (includes the testing of an individual for the presence of the virus or antibodies to the virus and information related to such testing even with negative results), or sickle cell anemia will be disclosed, it must be specifically stated here.  (Disclosure of psychotherapy notes requires a separate written authorization.)

(Describe other locations outside the VHA where data may be taken or sent.)  For example:  This information will be stored at the _________ University offices of the investigators.  A copy without participant names will be sent to a co-investigator/statistician at University of _______ (not needed if data are de-identified per HIPAA regulations first).

(Describe uses of the data) Recommended: This information will be used for research.  Research results will be disseminated without including your identity.

(The paragraph below describes who the data may be disclosed to other than VHA.  Add to this wording any study-specific entities, if applicable, such as sponsor or university auditors.) 
The results of this study may be published, but your records will not be revealed unless required by law.  The Institutional Review Board at the Providence VA Medical Center or other federal oversight offices may monitor your records for quality assurance purposes.  Federal agencies such as the Food and Drug Administration (FDA), The Office for Human Research Protection (OHRP), the Office of Research Oversight (ORO), and the Office of the Inspector General (OIG) and the Government Accounting Office (GAO) may have access to the records as allowed by law.  [Remove the following sentence if the study does not use an FDA-regulated drug or device.]  If an FDA-regulated test article is part of this study, the FDA may choose to inspect research records that include your individual medical records.
For NIH grants more than $500,000 per year that require a data sharing plan insert:  Data may be shared with other investigators in accordance with the NIH data sharing requirement, but such data will not include any of your identifying information.  (Not needed if you fully de-identify the data shared.)


Insert the following 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 but such data will not include any of your identifying information. By signing this authorization, you agree to allow the information collected in this study to be added to that database.

(All the wording on this page must be used unchanged except for the choices indicated and inserting the version date.  Remove this statement and other instructions.)
You may refuse to sign this authorization and refuse to allow the disclosure of your Protected Health Information.  If you choose not to sign this authorization, your treatment, payment, enrollment, or eligibility for and benefits outside of this research study will not be affected.  However, if you do not sign, you cannot participate in this research study.

This authorization to use your information will expire at the end of the research study. 
(This choice means you cannot use any of the data after end of the research study.)
-OR-
(Describe dates or circumstances under which the authorization will expire).  
(This choice means you cannot use any of the data after the date given.)
-OR-
This authorization has no expiration date.  (This choice is recommended.)

Research-related personal information will not be available to you until after the study is completed.
You can revoke this authorization at any time.  To revoke your authorization, you can write to the investigator named in the first paragraph or you can ask a member of the research team to give you a form to revoke the authorization.  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 and you will not lose any of your benefits.

If you revoke this authorization, the investigator named in the first paragraph and his or her research team can continue to use information about you that has been collected.  No information will be collected after you revoke the authorization.  Records will be maintained in accordance with the Department of Veterans Affairs Record Control Schedule 10-1.

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, once your information is disclosed to non-VHA recipients, 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 Service Office will provide one to you at your request.  If you are not a veteran or if you are Active Duty Military, at this time we will provide you a copy of the Department of Veterans Affairs Notice of Privacy Practices of April 14, 2009, and ask you to sign a receipt of this document. 

I have read this authorization form and have been given the opportunity to ask questions.  If I have questions later about this form, I understand I can contact the IRB Coordinator at (401) 273-7100, ext. 3470 or the Research Administrative Officer at (401) 273-7100, ext. 3478.  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		                    Date

		             _______________________
Printed Name of Participant                                                                  Social Security number


DELETE THE BELOW NOTE PRIOR TO SUBMISSION:
Note:  If subjects who are incompetent or lack decision making capacity are being included as participants, a signature line for the person legally authorized in writing by the individual (or the individual’s legal guardian) to act on behalf of the individual, (i.e. power of attorney) is listed.  See VHA Handbook 1605.1, Section 14b or the Research Office.


_______________________________________________                           ________________
Signature of Participant’s Guardian or Representative                            Date

____________________________________________
Participant’s Guardian or Representative (printed)


Version date:  (PI: insert the date of your version of the document)





	SUBJECT’S  IDENTIFICATION (I.D.  plate  or  give  name-last,  first,  middle)
	PVAMC Approval Date:___________
LF 650-151 (Form v. 12/8/11)
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