STANFORD UNIVERSITY – HIPAA Authorization Form
Protocol Title: _______________________________________________________________  

Protocol Director:  __________________________________________________________________

IRB#  XXXXX


                                                  IRB Approval date: __________

*Authorization To Use Your Health Information For Research Purposes 

State law requires that the HIPAA text be in at least 14-point type.

Because information about you and your health is personal and private, it generally cannot be used in this research study without your written authorization.  If you sign this form, it will provide that authorization.  The form is intended to inform you about how your health information will be used or disclosed in the study.  Your information will only be used in accordance with this authorization form and the informed consent form and as required or allowed by law.  Please read it carefully before signing it.  
What is the purpose of this research study and how will my health information be utilized in the study?

Provide a description of the study, such as its purpose, and describe how the individual’s health information will generally be used in the study, including any publication.  If this is a clinical trial, also explain that the information in some form will be submitted to the sponsor and the FDA.  

Do I have to sign this authorization form?

You do not have to sign this authorization form.  But if you do not, you will not be able to participate in this research study.  If the study includes any treatment, add:  *including receiving any research-related treatment.  
Signing the form is not a condition for receiving any medical care outside the study.
If I sign, can I revoke it or withdraw from the research later?
If you decide to participate, you are free to withdraw your authorization regarding the use and disclosure of your health information (and to discontinue any other participation in the study) at any time.  After any revocation, your health information will no longer be used or disclosed in the study, except to the extent that the law allows us to continue using your information (e.g., necessary to maintain integrity of research).  If you wish to revoke your authorization for the research use or disclosure of your health information in this study, you must write to: researcher's name      with mailing and/or email address.

What Personal Information Will Be Obtained, Used or Disclosed?
Your health information related to this study, may be used or disclosed in connection with this research study, including, but not limited to, List or describe the protected health (medical) information that will be collected in this study.  The information should be limited to the least amount of information needed to accomplish the purpose of the research (i.e., information relating to a particular medical condition, specific blood tests, specific physical examination measures, specific x-rays or MRI imaging information, including any reports such as radiology or pathology reports). Be sure that the information in this HIPAA authorization is consistent with sections 11b and 15a in the protocol application.
Who May Use or Disclose the Information?
The following parties are authorized to use and/or disclose your health information in connection with this research study:

· The Protocol Director (Insert Name of PD)
· The Stanford University Administrative Panel on Human Subjects in Medical Research and any other unit of Stanford University as necessary
· Research Staff

 List every other class of persons or organization affiliated with Stanford who might need to use and/or disclose the participant's information in connection with this study.
Who May Receive or Use the Information?
The parties listed in the preceding paragraph may disclose your health information to the following persons and organizations for their use in connection with this research study: 

· The Office for Human Research Protections in the U.S. Department of Health and Human Services
· (Sponsor, funding agency or collaborators who may receive information)
If the study is a clinical investigation involving a test article (drug, device, biologic) that is subject to FDA regulations, add:

·  * The Food and Drug Administration

If the study is administered by PAIRE, add:

· *The Palo Alto Institute for Research and Education (PAIRE)
List every other class of persons or organization not affiliated with Stanford -- e.g., a sponsor and affiliates, data safety monitoring board, collaborators at other institutions, outside data analysts, the National Institutes of Health, etc. -- to whom the participant's information might be disclosed.

Your information may be re-disclosed by the recipients described above, if they are not required by law to protect the privacy of the information.

When will my authorization expire?
Your authorization for the use and/or disclosure of your health information will end on date or when the research project ends, whichever is earlier. 
List a specific date on which the authorization will expire, e.g., “will end on December 31, 2050”).  If you are uncertain, choose a date that provides plenty of time for your work to be completed (e.g., data analysis, monitoring, etc.).
If the research involves treatment include:

Will access to my medical record be limited during the study?
To maintain the integrity of this research study, you may not have access to any health information developed as part of this study until it is completed.  At that point, you would have access to such health information if it was used to make a medical or billing decision about you (e.g., if included in your official medical record). 

________________________________            
  ______________
Signature of Adult Participant                                        Date

________________________________            

Print Name of Adult Participant                                        
If authorization is to be obtained from a legally authorized representative -- e.g., parent(s), legal guardian or conservator - signature line(s) for representative(s) must be included on the authorization, as well as a description of his/her authority to act for the participant:

_______________________________                       ______________
Signature of Legally Authorized Representative (LAR)          Date

(e.g., parent, guardian or conservator)

________________________________            


Print Name of LAR                                        



________________________________________________________
LAR’s Authority to Act for Participant
(e.g., parent, guardian or conservator)
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