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	Participant Name:  
	Date:  

	Study Title:  

	Principal Investigator:  



HIPAA (Health Insurance Portability & Accountability Act) is a federal privacy law that protects the confidentiality of health information collected about you. The following explains how health information collected about you will be used by the investigators and who they may share your health information with as part of this research.    

What is the purpose of this research study?
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>.  
How will my health information be used in this research study?

Information obtained from this study will be used in the following ways: <check all that apply>
	 FORMCHECKBOX 
 Learn more about the disease/condition being studied

	 FORMCHECKBOX 
 Learn more about the costs of treating the disease/condition being studied

	 FORMCHECKBOX 
 Improve health care for persons with the disease/condition being studied

	 FORMCHECKBOX 
 Analyze research results

	 FORMCHECKBOX 
 Facilitate treatment, payment, and/or operations related to the study

	 FORMCHECKBOX 
 Monitor for adverse events/side effects

	 FORMCHECKBOX 
 Determine the safety and effectiveness of the treatment(s)

	 FORMCHECKBOX 
 Perform quality assessments related to (Veterans Health Administration (VHA) research

	 FORMCHECKBOX 
 Other, describe:       


What Personal Health Information will be used or shared?

The following health information, linked to you by the following identifiers, will be used in this research study:  <check all that apply>
	Identifier(s)
	Source(s) of Health Information

	 FORMCHECKBOX 
 Names
	 FORMCHECKBOX 
 Medical history & physical exam information |Describe:       

	 FORMCHECKBOX 
 All geographic subdivisions smaller than a State, including street address, city, county, precinct, and zip code | Describe:       
	 FORMCHECKBOX 
 Photographs, videotapes, audiotapes, or digital or other images | Describe:      

	 FORMCHECKBOX 
 All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, visit or treatment dates, etc.; and all ages over 89 | Describe:       
	 FORMCHECKBOX 
 Biologic specimens (e.g., blood, tissue, urine, saliva) | Describe:       

	 FORMCHECKBOX 
 Telephone numbers
	 FORMCHECKBOX 
 Progress notes

	 FORMCHECKBOX 
 Fax numbers
	 FORMCHECKBOX 
 Diagnostic / Laboratory test results

	 FORMCHECKBOX 
 Electronic mail addresses
	 FORMCHECKBOX 
 Operative reports

	 FORMCHECKBOX 
 Social Security Numbers
	 FORMCHECKBOX 
 Imaging (x-ray, CT, MRI, etc.)

	 FORMCHECKBOX 
 Medical record numbers
	 FORMCHECKBOX 
 Discharge summaries

	 FORMCHECKBOX 
 Health plan beneficiary numbers
	 FORMCHECKBOX 
 Survey / Questionnaire responses

	 FORMCHECKBOX 
 Account numbers
	 FORMCHECKBOX 
 Billing records

	 FORMCHECKBOX 
 Certificate and/or license numbers 
	 FORMCHECKBOX 
 HIV testing or infection records

	 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers 
	 FORMCHECKBOX 
 Sickle cell anemia information

	 FORMCHECKBOX 
 Device identifiers and serial numbers
	 FORMCHECKBOX 
 Alcoholism or alcohol use information

	 FORMCHECKBOX 
 Web Universal Resource Locators (URLs)
	 FORMCHECKBOX 
 Drug abuse information

	 FORMCHECKBOX 
 Internet Protocol (IP) address numbers
	 FORMCHECKBOX 
 Mental health (not psychotherapy) notes

	 FORMCHECKBOX 
 Biometric identifiers, including finger & voice prints
	 FORMCHECKBOX 
 Psychological test results

	 FORMCHECKBOX 
 Full-face photographic images and any comparable images
	 FORMCHECKBOX 
 Genetic testing

	 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or study code | Describe:       
	 FORMCHECKBOX 
 Other, describe:       


Who may use or share my Health Information?

By signing this authorization, you allow the following individuals and entities to obtain, use, and share your health information for this research study: 

· The Principal Investigator <Insert Name of VA Principal Investigator> and members of <his or her> research team.  

· Departments within the VA which are responsible for the oversight, administration, or conduct of research.  

Who may receive and use my Health Information?

As part of the study, we may disclose your information and medical and/or research records to:

· <List all other collaborating investigators (and their affiliation) who will receive VA identifiable data, e.g., Drs. XXX and YYYY of Duke University>.
· <If the study is sponsored, list the study sponsor (i.e., industry sponsor or NIH), including any contract research organization, outside lab or data monitoring board that will receive participant information.>  

· <If the study involves a drug or device> The Food and Drug Administration.
· Compliance and safety monitors who conduct on-site or off-site data reviews.
· The Durham VAMC’s Institutional Review Board and Research Compliance Officers. 

· The Office for Human Research Protections (OHRP).
· Departments within the VA which are responsible for the oversight, administration, or conduct of research.  

· Other government agencies.
· <If study funding is administered by IMR> The Institute for Medical Research, Inc. (IMR), who administers the funding for this project, and any agents or outside entities hired by IMR to assist them in carrying out their responsibilities.>
The Durham VAMC 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. 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. Despite these protections, there is a possibility that the recipient(s) of your information could use or disclose your information in such 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. You may find the Notice at http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1089.
Do I have to sign this form?

No.  Signing this form is voluntary.  The VA does not condition treatment, payment, enrollment or eligibility for benefits based on signing this form.  If you decide not to sign this form, you will not be able to take part in this study <if applicable: or receive any research-related treatment.> 

If I sign now, can I decide later not to continue in the study?

Yes.  You are free to take back your permission and stop being in the study.  The investigators will not collect any more information about you after you take back your permission, but they can continue to use your information that was collected before you took back your permission.    

Your request to take back your permission must be done in writing.  Either give or send your written request to the investigator: <Insert VA Principal Investigator and address>
Does my permission for the use of my Personal Health Information expire?
Unless you revoke (take back) your permission, your authorization to allow us to use and/or disclose your information will:

 FORMCHECKBOX 
 Expire at the end of this research study 

 FORMCHECKBOX 
 Not expire because the data and/or specimens will reside in a research repository
 FORMCHECKBOX 
 Expire on the following date or event:       
Will my data and/or specimen(s) be used for future research? (If no future use, delete the entire section)
As part of this research study, we intend to use the following for future research purposes:  
 FORMCHECKBOX 
 Your data 

 FORMCHECKBOX 
 Your specimens

<You are required to agree to future use of <data and/or specimens> to participate in this study.  If you do not allow this future use, you will not be able to participate in the study.  Your signature below indicates agreement with future use of your <data and/or specimens>.

--OR –

<You are not required to agree to future use of <data and/or specimens>.  To agree to optional future use, see last page.>
	Signature of Participant:
	Full SSN:
	Date:



	<Delete this and rows below if the IRB did not approve the inclusion of participants who lack the capacity to give informed consent.>

Note: If the participant lacks the capacity to give consent, the HIPAA authorization must be obtained from the participant’s Personal Representative, defined as a person with durable power of attorney for health care for the participant or that is the participant’s legal guardian or court appointed conservator.

	Signature of Personal Representative:


	Date:

	Description of Representative’s Authority to Act for Participant:  

 FORMCHECKBOX 
 Legal guardian   

 FORMCHECKBOX 
 Health Care Power of Attorney


Note:  Delete this section if there is no future use of data and/or specimens, or if future use is required (meaning participants must agree to future use as a condition of study participation) rather than optional.  

Optional Authorization Supplement for Placing My Data or Biological Specimens in a Repository or for Conducting Optional Analysis of My Specimens For Use by VHA Research
Purpose: This supplement to the authorization is for either banking of data and/or biological specimens (for example blood, urine, tissue) collected during the study for future research or for conducting optional analysis for this study. You are not required to provide this permission and not providing this permission will have no impact on your participation in this study, in other words, granting this permission is not a requirement of participating in this study.

Research Subject Signature: This additional permission (authorization) has been explained to me and I have been given the opportunity to ask questions about this activity. By signing below, I am giving my permission for VHA to:

 FORMCHECKBOX 
 Store my health information in a research data repository

 FORMCHECKBOX 
 Store my biological specimens (blood, tissue, urine, etc.) in a research data repository, and/ or

 FORMCHECKBOX 
 Further optional analysis of my specimens.  Describe optional analysis:       
Future research of data maintained within a research data repository will only occur after further Institutional Review Board and/or other applicable approvals to ensure the protection of your individual privacy.

	Signature of Participant:
	Full SSN:
	Date:



	<Delete this and rows below if the IRB did not approve the inclusion of participants who lack the capacity to give informed consent.>

Note: If the participant lacks the capacity to give consent, the HIPAA authorization must be obtained from the participant’s Personal Representative, defined as a person with durable power of attorney for health care for the participant or that is the participant’s legal guardian or court appointed conservator.

	Signature of Personal Representative:


	Date:

	Description of Representative’s Authority to Act for Participant:  

 FORMCHECKBOX 
 Legal guardian   

 FORMCHECKBOX 
 Health Care Power of Attorney
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