Portland VA Medical Center


Institutional Review Board

AUTHORIZATION FOR THE RELEASE OF 

PROTECTED HEALTH INFORMATION FOR RESEARCH PURPOSES

Principal Investigator:        
Title of Study:        
IRB Number:         
NOTE: READ THESE INSTRUCTIONS, THEN HIGHLIGHT AND DELETE THEM BEFORE ENTERING TEXT INTO THIS FORM.

This is the boilerplate language for the HIPAA Authorization form. Modify only the portions of the boilerplate language which are italicized and/or have a form field option. Once modified as appropriate, be sure to unitalicize all of the italicized language. Delete all of the instructions which are in red. Expand information in those areas as needed. You may either type directly into this form and/or copy and paste text from another document. When you reach the end of a page, Word will create another page where you can continue typing. Page numbering is handled automatically. If copying or inserting, the form pages will be created to accommodate the length of the document copied or inserted.

You have been asked to be part of a research study conducted by [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 the informed consent document].  

During this research study some of your personal information, including health information, will be collected by VA research personnel, and used for the scientific goals of the research study.  

1.   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 access to your protected health information. This information may be collected, created, used and disclosed in this research study.  
2.   Protected health information is any health information through which you can be identified.  The information that will be collected includes your [name and if applicable, add any other of the 18 elements of PHI, e.g. social security number, birthdate, address, etc]. This information may be used to obtain information about you or your health from VA records and from the health information categories below.  

The specific health information which will be accessed and the purpose of each use and disclosure are as follows: 

Check any health information boxes that are pertinent. Then indicate which of the Purpose items (in the 2nd table below) are applicable by indicating their letters (bolded) to the right of each checked Health Information item (e.g., Complete Medical Records, a,c,d). Any Health Information and Purpose boxes that are not applicable to this research project may be deleted.

Health Information
	 FORMCHECKBOX 

Complete Medical Records:  

	 FORMCHECKBOX 

History and Physical Exam:  

	 FORMCHECKBOX 

Consultation Reports:  

	 FORMCHECKBOX 

X-ray Reports:

	 FORMCHECKBOX 

Laboratory tests:

	 FORMCHECKBOX 

Operative Reports:

	 FORMCHECKBOX 

Discharge Summary:  

	 FORMCHECKBOX 

Progress Notes:  

	 FORMCHECKBOX 
 Questionnaires, interview results, focus group survey, psychology survey, psychological performance tests: 

	 FORMCHECKBOX 
 Photographs, videotapes, audiotapes or digital or other images: 

	 FORMCHECKBOX 

Tissue and/or blood specimens:

	 FORMCHECKBOX 
 Other:  


Purpose

	a. 
To learn more about the condition/disease being studied

	b. 
To learn more about the costs of treating the condition/disease being studies

	c. 
To improve health care for persons with the condition/disease being studied

	d. 
To analyze research results

	e. 
To facilitate treatment, payment and operations related to the study

	f. 
To complete research obligations in this study

	g. 
To comply with federal of other governmental agency regulations

	h. 
To monitor for adverse events/side effects

	i. 
To determine the safety and effectiveness of the treatment(s)

	j. 
To perform quality assessments related to research at the VHA

	k. 
To place in a repository or “bank” for future research purposes

	l. 
Other:


3.  If the research project will disclose any of the following types of information to anyone outside of the VHA, check each applicable box. Boxes that are not applicable may be deleted. 

The information disclosed may include information relating to:

 FORMCHECKBOX 
  
Acquired immunodeficiency syndrome (AIDS) or human immunodeficiency virus (HIV) infection

 FORMCHECKBOX 
  
Treatment for drug or alcohol abuse

 FORMCHECKBOX 
  
Mental or behavioral health or psychiatric care

 FORMCHECKBOX 
  
Sickle cell anemia

 FORMCHECKBOX 

Genetic testing

 FORMCHECKBOX 

None of the above

How confidentiality will be maintained. The information collected for this study will be kept confidential as required by law. The results of your participation in this study may be used for publication or for scientific purposes, but the results will not include any information that could identify you. Your identity will not be disclosed unless you give separate, specific consent to this, or unless as required by law. The law requires us to keep study records for six years following the end of the study.

4. During the research study, you will not have access to the research data that is collected about you until after the study is completed and the study results have been determined or published. After the study is completed you may request your health information.

Insert the following if the study has a sponsor(s) outside the VHA (i.e., pharmaceutical company, etc.  Be sure to include all individuals outside the VHA that will receive the subject’s protected health information):  As part of the study, it will also be necessary to share your health information, including:  [specify exactly which types of protected health information (PHI) will be shared with the sponsor, if this includes the name and social security number the subject must be told this.]  [your name and if applicable, social security number] with  [insert name of company, institution, organization of agency], who is sponsoring this research.  Dr. ________[investigators name or VA] 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 study sponsor will no longer be protected under federal law. Research records may be reviewed and/or copied by the sponsor.
(Insert the following as applicable if the study includes the creation of a database and/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 or tissue repository. You will not have access to the information that results from future research studies.

5.   Others who will have access to your information. Others who will have access to your information for this research project are the Portland VA Medical Center Institutional Review Board (the committee that oversees human research) and authorized VA personnel and other federal agencies, such as the FDA, the Office for Human Research Protections (OHRP), and the Government Accounting Office (GAO), in order to meet VA and other Federal or local regulations. Research records may be reviewed and/or copied by these parties.

6.   Limited time for use of personal health information.
You are giving the research team permission to use your personal health information only until [insert possible endpoint].  At that point, the investigator will remove the identifiers from your information, making it impossible to link you to the study.  

OR 

Unlimited time for use of personal health information.
You are giving the research team permission to use your personal health information indefinitely.  

7.   This authorization is voluntary. You may refuse to sign this authorization. You may also withdraw from the study at any time without prejudice to yourself or to any future medical care with the Department of Veterans Affairs (DVA). However, in order to participate you have to sign both the informed consent form and this authorization.  

Revoking authorization to use personal health information.
You can revoke this authorization to use your personal health information for research purposes at any time. To revoke your authorization, you must write to [insert name of Principal Investigator] at [insert address] 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 may not be able to continue to participate in the study. You will still receive all the medical care and benefits which you are otherwise eligible. This will not affect your rights as a VHA patient.  

Use of personal health information if you revoke authorization. If you do send a letter to the Principal Investigator to revoke this authorization, the use and disclosure of your protected health information will stop as of the date he/she receives your request. However, the Principal Investigator is allowed to use information collected before the date of the letter or collected in good faith before your letter arrives. If your information has already been combined with other peoples’ information in the study, such as when numbers are averaged, or if it has been sent to [sponsor’s name; or the Cooperative Studies Program data center], they will continue to use it but no further information about you will be collected after you revoke the authorization. 

Questions about revoking authorization.
If you have any questions concerning taking back your permission, you may contact the Principal Investigator, [insert Principal Investigator’s name] at [phone number].  

8.   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. Despite these protections, 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 team will provide one to you.

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] at [insert 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.

Please ensure that the signature lines are not on a separate page, but instead are on a page with text regarding this authorization.

________________________________________
_____________________________

Printed name of Research Subject


Social Security Number of Subject

________________________________________
_____________________________

Signature of Subject 




Date







OR

____________________________________________________   

Printed name of Subject’s Legally Authorized Representative   

____________________________________________________   _____________________

Signature of Subject’s Legally Authorized Representative
    Date

________________________________________

Relationship to Subject 








Rev. 05/11/2004


