The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule permits the use and disclosure of Protected Health Information (PHI) for research only with patients’ authorization.

The Exempla Healthcare Institutional Review Board (IRB) can grant a waiver of or an alteration to the individual authorization required for the use or disclosure of PHI for research as long as all of the waiver criteria are met.
Researcher Name:       
Date:       
Name of Research Study:       
IRB #:       
Signature of Researcher:  ____________________________________________

Waiver Criteria:

 FORMCHECKBOX 
 The use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 

	
	Elements
	Initials of Researcher

	 FORMCHECKBOX 

	There is a plan to protect the identifiers from improper use and disclosure.  

Specify:       
     
	

	 FORMCHECKBOX 

	There is a plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.  

Specify:       
     
	

	 FORMCHECKBOX 

	The PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of PHI would be permitted.
	


 FORMCHECKBOX 
 The research cannot practicably be conducted without the waiver or alteration

 FORMCHECKBOX 
 The research cannot practicably be conducted without access to and use of the PHI

List the names, facilities/departments, and telephone numbers of the people to have access on Page 2. 

Person(s) Accessing PHI:

	#
	Name (print or type)
	Facility/Department
	Telephone

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     

	5
	     
	     
	     

	6
	     
	     
	     

	7
	     
	     
	     

	8
	     
	     
	     

	9
	     
	     
	     

	10
	     
	     
	     

	11
	     
	     
	     

	12
	     
	     
	     

	13
	     
	     
	     

	14
	     
	     
	     

	15
	     
	     
	     


********************************** IRB USE ONLY **********************************
Description of PHI for which use or access is necessary as determined by the Exempla Healthcare IRB:  

_________________________________________________________________________________________________

_________________________________________________________________________________________________

The waiver of or alteration to the authorization has been reviewed and approved by the Exempla Healthcare IRB.

___________________________________________________________

_____________________

Signature, Exempla Healthcare IRB Chair





Date

OR

_________________________________________________________


______________________

Signature, Designee of the Exempla Healthcare IRB Chair



Date
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