VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR WAIVER OF HIPAA AUTHORIZATION

STUDY TITLE:      








MIRB#:   
Principal Investigator:      
Brief Description of the Protected Health Information (PHI) for which use or access has been requested:      
The IRB must make a determination that each of the criteria listed below has been satisfied in order for the Waiver of HIPAA Authorization to be granted.  Note: All answers must be yes. 

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


	

	a. The protocol includes an adequate plan to protect identifiers.    
	 FORMCHECKBOX 
 Yes
           FORMCHECKBOX 
 No



	b. The protocol includes an adequate plan to destroy identifiers at the earliest opportunity that is consistent with the conduct of the research, unless there is a health or research justification for retention, or such retention is otherwise required by law.

	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

	c.  The protocol includes written assurances that 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 the requested information would be permitted by the Privacy Rule.
	 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No



	2. The research could not practicably be conducted without the waiver.


	 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	3. The research could not practicably be conducted without access to and use of the PHI.


	 FORMCHECKBOX 
 Yes
          FORMCHECKBOX 
 No




Comments:
     
IRB Determination:


 FORMCHECKBOX 
 Criteria met
 FORMCHECKBOX 
 Criteria NOT met- HIPAA Authorization Required
 FORMCHECKBOX 
  Determination Pending- Specific changes to waiver request and/or protocol required (Specific Changes include:      )
Type of Review:

 FORMCHECKBOX 
 Full Board 
 FORMCHECKBOX 
 Expedited 

Type of waiver granted:

 FORMCHECKBOX 
 Partial (For Screening Procedures only)

 FORMCHECKBOX 
 Full (For Screening and Study Procedures)
_________________________________
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