HIPAA Research Authorization Form
This authorization is for the creation, use and/or disclosure of Protected Health Information (PHI) which has been described in a research protocol that has been reviewed and approved by an Institutional Review Board.  This authorization may be additional to a written consent to participate in research.
Title of the Research Protocol:      
Name of Principal Investigator:      
IRB Protocol Number:      
This authorization is voluntary and you may refuse to sign this authorization.  If you refuse to sign this authorization, your health care and relationship with [Insert name of covered entity] will not be affected.  However, you will not be able to enter this research study.
This form authorizes the [Insert name of covered entity] to use and disclose (release) certain protected health information (PHI) about you that the investigators will collect as a part of the research study.  A description of the information to be created, used and/or disclosed and the purposes for which the data will be used are described below.

The persons who are authorized to use and disclose your PHI are:

 FORMCHECKBOX 
  All investigators listed on the Consent to Participation in Research form and others who are participating in the conduct of the research protocol.

 FORMCHECKBOX 
  The University’s Institutional Review Board.

 FORMCHECKBOX 
   Others:      
Those who are authorized and may receive this information are:
 FORMCHECKBOX 
   Colleagues/collaborators
 FORMCHECKBOX 
   Non Notre Dame researchers

 FORMCHECKBOX 
   Consultants

 FORMCHECKBOX 
   Statisticians

 FORMCHECKBOX 
   Sponsor/funding agency (specify) :      
 FORMCHECKBOX 
   Federal or other government agencies as required for their research oversight and public health reporting requirements in connection with the study.

 FORMCHECKBOX 
   The Office of Human Research Protections (OHRP).

 FORMCHECKBOX 
   The U.S. Food and Drug Administration (FDA)

 FORMCHECKBOX 
   Others:      
How will the information be shared?

 FORMCHECKBOX 
  Without identifiers

 FORMCHECKBOX 
  With identifiers

 FORMCHECKBOX 
  Limited data set

 FORMCHECKBOX 
  With a linked code

 FORMCHECKBOX 
  N/A PHI will not be shared

The investigators may continue to use and disclose PHI that we collect from you in this study until:

 FORMCHECKBOX 
  The Health Insurance Portability and Accountability Act (HIPAA) Research Authorization expires.  Expiration Date:       
 FORMCHECKBOX 
  The study is completed. Completion Date:      
 FORMCHECKBOX 
  Indefinitely

 FORMCHECKBOX 
  Other:      
You will not be given access to medical information about you that is related to the study until after the research is complete.  After the study is completed and the results have been analyzed, you will be permitted access to any medical information collected about you in the study that is maintained in your medical record.
You may withdraw, at any time, your permission to provide this information to the researchers. To withdraw your permission, you will need to take one of the following courses of action:
a. If your information has already been given to the researchers, you should send a written and dated notice of this decision to the principal investigator of this research study. Upon receipt of this request, the researchers will destroy your information that was provided to them.

b. If your information has NOT already been given to the researchers, you should contact by telephone your doctor or a member of your doctor’s health care staff. With receipt of this request, your information will not be shared with the researchers. 
Your decision to withdraw your permission to provide this information to the researchers will have no effect on your current or future medical care or your relationship with [Insert name of covered entity], your doctor or health care provider.

The information about you that is used or disclosed in this study may be re-disclosed and no longer protected under federal law.  

Description of the PHI to be used or disclosed and the purposes of the requested use of disclosure:

 FORMCHECKBOX 
  Your complete existing health record or limited information from your health record.
 FORMCHECKBOX 
  Physician/clinic records

 FORMCHECKBOX 
  Lab, pathology and/or radiology result

 FORMCHECKBOX 
  Surgical reports

 FORMCHECKBOX 
  Progress reports/Discharge records

 FORMCHECKBOX 
  History and physical examinations

 FORMCHECKBOX 
  Photographs, videos, digital or other images

 FORMCHECKBOX 
  Bioelectric Output (e.g., EEG, EKG)

 FORMCHECKBOX 
  Questionnaires, interview results, focus group survey, psychology survey, behavioral test results (e.g., memory and attention)

 FORMCHECKBOX 
  Tissue and/or blood specimens

 FORMCHECKBOX 
  Billing records

 FORMCHECKBOX 
  Other sources: (Specify)      
Your Information will be used to:
 FORMCHECKBOX 
  Learn more about the condition/disease being studied.

 FORMCHECKBOX 
  Facilitate treatment, payment, and operations related to the study.

 FORMCHECKBOX 
  Comply with federal or other government agency regulations.

 FORMCHECKBOX 
  Teaching or instructional.

 FORMCHECKBOX 
  To place in a repository or information/tissue bank.

 FORMCHECKBOX 
  Other:      
If the information to be used or disclosed contains any of the types of records or information listed below, additional laws relating to use and disclosure of the information may apply.  You understand and agree that this information will be used and disclosed only if you place your initials in the applicable space.  

___ Acquired immunodeficiency syndrome (AIDS) or human immunodeficiency virus (HIV) infection information.

___ Drug/alcohol diagnosis, treatment, or referral information.

___ Mental or behavioral health or psychiatric care.

___ Genetic testing information.

You will receive a copy of this authorization from after it has been signed.
Printed Name 

_________________________________



_________________

Signature
Date

_________________________________






Print Name of Person obtaining consent






_________________________________



_________________


Signature of Person obtaining consent




Date


