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Instructions for JBVAMC Authorization Form template:

1. Delete this information prior to finalizing the document.

2. Italicized text in brackets [  ] provides directions, or options, and should be deleted from the final version. 
3. Delete any OPTIONAL sections that do not apply to your research, as well as these instructions prior to submitting the form to the IRB for review.
4. Add a running footer of : Short  Study title or Number, Version #, [date]

 [Required paragraph]

State and Federal laws, including the Health Insurance Portability and Accountability Act (HIPAA), require researchers to protect your health information. This form describes how researchers, with your authorization (permission), may use and release (disclose or share) your protected health information in this research study. Please read this form carefully. 

[Required paragraph]

You have been asked to take part in a research study. The purpose of this study is [insert one or two sentences to describe the study; same as in informed consent document]. The study has been described to you in more detail in a separate consent form.  By signing this form you authorize (or allow) the Veterans Health Administration (VHA) to permit [add name of investigator or student/faculty; investigator’s department and/or college] [add “and his/her research staff or team,” if applicable] to create, get, use, store, and share protected health information that identifies you for the purposes of this research study.   
[Required paragraph]

Description of protected health information that may be used and released (disclosed or shared)

The health information includes all information created and/or collected during the research as described in the ‘Consent for Participation in Research’ entitled [insert title from the consent document]. Protected health information may include results of tests, procedures or surveys that are part of the research. Health information in your medical record may be used and released if it is needed for the research; for example, past medical conditions or medications or information related to illness or hospitalizations that occur during your participation in the research.
The health information includes [list all PHI including personal identifiers such as name, address, telephone number, social security number, and/or medical record number; demographic information, e.g. age, race, gender; the results of physical exams, blood tests (detail the types of blood tests), x-rays and other diagnostic and medical procedures (being as specific and detailed as is necessary), as well as, if applicable, medical history.] 

[This text should match the information in the UIC Appendix H, Section B, as well as the items on the data collection sheet(s).].  

[OPTIONAL Section - If any of the following types of information will be used in your study, you must include this disclosure as shown, marking the necessary lines.  If not applicable, remove.]
The information that will be released includes information regarding the following conditions:

___Drug Abuse

___Alcoholism or Alcohol

___Testing for or Infection with Human Immunodeficiency Virus (HIV)

___Sickle cell anemia

[OPTIONAL paragraph – remove if not applicable]

The researchers may need to obtain health information from your doctors who are not at the VA. In this case, you will be asked to sign a separate authorization (medical release) form requesting your non-VA doctor to give the information to [insert PI’s name].  

[Required paragraph]
Research use of your protected health information: 

During the conduct of the research, the researchers may use or share your health information: [delete any bullets that do not apply to your research]
· With each other and with other researchers involved with the study;

· With law enforcement or other agencies, when required by law;

· With the sponsor/funding agency of the research, [sponsor’s/funding agency’s name] [if applicable add, “and its agents or contractors”, listing specific names, if known (i.e. CRO)], as required to conduct the research and/or confirm the results of the research;

· With non-VA collaborators of the research study:  [insert the name(s) and affiliation (institution) and/or location of the collaborators];

· With representatives of government agencies (i.e., the Office of Research Oversight (ORO), the Office of Research and Development (ORD), the Food and Drug Administration (FDA)), review boards including the Collaborative JBVAMC/NU/UIC Institutional Review Board and the JBVAMC Research and Development Office and Committee, the Jesse Brown VA Medical Center and its representatives, the Westside Institute for Science and Education (WISE) [include only if WISE will receive funds], [include if applicable, the University of Illinois Medical Center and its representatives, Northwestern University and its representatives] and other persons who watch over the conduct of research; and

· [List any other groups with whom the information may be shared].

[Required paragraph]
Protection of your health information
The researchers [and (sponsor’s name)] agree to protect your health information and will only share this information as described in this Authorization and the research consent form.

Please note that individually-identifiable health information disclosed pursuant to the authorization may no longer be protected by Federal laws or regulations and may be subject to re-disclosure by the recipient.
Removal of your identifying information (De-Identification)  [OPTIONAL section – remove if not applicable] 

If all information that identifies you is removed from your health information, the remaining information is no longer subject to the limits of this Authorization or to the HIPAA privacy laws. Therefore, the de-identified information may be used and released by the researchers (as permitted by law) for other purposes, such as other research projects.

[Required paragraph]

Expiration of Authorization

This Authorization [insert either: “does not have an expiration date” OR “expires at the end of the study”], but can be canceled sooner if you decide to withdraw your permission.
[Required paragraph]

Withdrawal or removal from the study
You may change your mind and cancel this Authorization 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 right as a VHA patient to treatment or benefits outside the study.

If you cancel this Authorization, you may no longer be allowed to take part in the research study.  Even if you cancel this Authorization, the researchers may still use and disclose health information they have already obtained to maintain the integrity and reliability of the research and to report any adverse (bad) effects that may have happened to you.

[Required paragraph]

Contact information for questions about my rights under HIPAA 

If you have questions or concerns regarding your privacy rights under HIPAA, you should contact the Jesse Brown VAMC Privacy Officer at Ph: (312) 569-7698.
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.  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.
[Required paragraph]

Right to Refuse to Sign this Authorization

[Use this language when PHI is required for the research.] You do not have to sign this Authorization. However, because your health information is required for research participation, if you decide not to sign this Authorization form, it will only mean you cannot take part in this research. Not signing this form will not affect your non-research related treatment, payment or enrollment in any health plans or your eligibility for other medical benefits.

[Use this language when PHI use is optional for the research, such as social/behavioral research with a tissue sample collection component.] You do not have to sign this Authorization. If you decide not to sign this Authorization form, it will only mean you cannot take part in this portion of the research that involves the use and release of your health information. Not signing this form will not affect your non-research related treatment, payment or enrollment in any health plans or your eligibility for other medical benefits.

Signature of Subject [OPTIONAL “or Legally Authorized Representative”, if applicable]
I have read (or someone has read to me) the above information. I have been given an opportunity to ask questions, and my questions have been answered to my satisfaction. I authorize the use and disclosure of my protected health information for this research.

Signature of Subject



Date

Printed Name of Subject

[OPTIONAL --If all subjects will be adults with the capacity to provide consent/authorization for the research, delete the parent/guardian/legally authorized representative signature lines.  If not, replace the previous signatures with the following section.] 


 Printed name of Subject









___________________________

Signature of Legally Authorized Representative of Subject 
Date  (must be same as Subject’s)

Printed name of Legally Authorized Representative of Subject

Describe relationship to subject including the legal authority this individual has to act on behalf of the subject. (Check one below)

 FORMCHECKBOX 
 Medical Power of attorney/representative

 FORMCHECKBOX 
 Legal guardian

 FORMCHECKBOX 
 Health care surrogate

 FORMCHECKBOX 
 Other; specify _______________________________________________________________
______________________________________________________________________________

______________________________________________________________________________

[OPTIONAL --- If all subjects will be physically able to provide consent authorization, delete the witness signature section.]

Signature of Witness



Date  (must be same as Subject’s)

Printed name of Witness

Describe why a witness signature is required and the relationship to the Subject.

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

[A witness’ signature is only required under HIPAA when the research subject is physically unable (for any reason) to sign the authorization document themselves. The witness is attesting that the research subject is providing authorization in some manner other than signing the document. If you do not anticipate any subjects in this condition, then delete the witness lines.]


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.








	Subject’s Medical Record  Number (only provide this on the copy being provided to P.A.S. for scanning into the Medical Record):


	IRB Stamp



	_____________________________________________________ 
	

	[Title, Version #, Version Date]
	


	Subject’s Medical record Number (last 4 digits) (only provide this on the copy being provided to P.A.S. for scanning into the Medical Record):  

________________________________
	IRB Stamp



	[Title, Version #, Version Date]
	



