Guidelines for Which HIPAA Application Form to Use

(To be used with full, expedited and exempt* applications)

Please check the appropriate box(es) for your specific research.   

 FORMCHECKBOX 
 
De-identified Information:  De-identified Information is health information that cannot be linked to an individual. HIPAA lists 18 specific identifiers that have to be removed from the health information.  Identifiers that do NOT have to be removed include: last two digits of the zip code if population is greater than 20K, age if less than 90, gender, ethnicity and demographic information not excluded in the 18 specific identifiers.  No additional form is required in the eIRB application.
 FORMCHECKBOX 
 
HIPAA Authorization: A HIPAA authorization form is a statement, signed by the subject that gives the researcher permission to use/disclose PHI collected during the research study for defined purposes. If you plan on collecting health information and identifiers from the subject, this form should be signed BEFORE these activities begin.  The HIPAA authorization form is separate from the Informed Consent form.  The HIPAA authorization form should be submitted with your IRB application. 

 FORMCHECKBOX 

Waiver: A waiver is a request to forgo the authorization requirement because the disclosure of PHI is minimal risk to the subject and the research cannot practically be done without access to/use of PHI.  Please request a waiver of authorization in the IRB Application.
The categories listed below are available choices to view/record PHI without prior authorization. 

 FORMCHECKBOX 
 
Preparatory work for Research:  Preparatory work is PHI reviewed for the purpose of designing a research study or identifying potential subject.  If you are doing preparatory work for research, please see the Preparatory to Research Review Application.  
 FORMCHECKBOX 
 
Decedent Research:  Decedent research is PHI collected from deceased (prior to the study) patients/subject’s records/specimens.  Complete the Notification of Decedent Research form and submit to the IRB office.
 FORMCHECKBOX 
 
Limited Data Set:  A limited data set is a subset of identifiers that only contains the following elements: city, state, zip code, date of birth, death or service.  A data use agreement may be completed and submitted to the IRB with your submission. This agreement is intended to protect the use of the PHI when sharing with an outside party. 
Note:  If you are disclosing PHI to a third party that performs a service on your behalf, you may need to sign a business associate contract with the recipient.  The University’s legal counsel must review all business associate contracts BEFORE they are signed.
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