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C  I  T  Y  O F   P  H  I  L  A  D  E  L  P  H  I  A

DEPARTMENT OF PUBLIC HEALTH

INSTITUTIONAL REVIEW BOARD

HEALTH CENTER #5

1900 N 20th Street

Philadelphia, PA 19121

(215) 685-0869
FAX (215) 685-0867

 http://www.phila.gov/health/Commissioner/IRB.html 

REQUEST FOR WAIVER OR ALTERATION OF HIPAA AUTHORIZATION
**Do not use this form if you are requesting only de-identified data or a limited data set**
	Title of Proposal:
	

	Principal Investigator:
	

	City Contact:
	


A. Check below to indicate which IRB action you are requesting:

 FORMCHECKBOX 
 
Waiver of HIPAA Authorization

 FORMCHECKBOX 
 
Alteration of HIPAA Authorization. Include proposed altered authorization form.


B. Briefly describe the Protected Health Information (PHI) requested.
	


C. The use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals. Explain why. 


	


a. Describe the plan to protect identifiers and indicate where PHI will be stored and who will have access:


	     


b. All identifiers collected during the study must be destroyed at the earliest opportunity consistent with the conduct of research.

Please describe when and how the identifiers (electronic, paper, audio/video, photography, other) will be destroyed; OR


	     


Alternatively, the identifiers collected during the study will not be destroyed because (explain below)


	     


c. The PHI used in this study 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 which meets IRB and HIPAA requirements (affirm below). 
	     


D. The research could not practicably be conducted without the alteration or waiver because (explain below):


	     


E. The research could not practicably be conducted without access to, and use of, the PHI because (explain below):


	


INVESTIGATOR SECTION ENDS – INVESTIGATORS CAN STOP HERE.

IRB section begins

	IRB Use

	The City of Philadelphia Department of Public Health Institutional Review Board [OHRP IRB#49, operating under FWA#3616] has reviewed this request in accordance with the Common Rule, pursuant to:
 FORMCHECKBOX 
 Full committee review procedures at 21 CFR 56.108(b), 45 CFR 46.108(b)

 FORMCHECKBOX 
 Expedited review procedures at 21 CFR 56.110, 45 CFR 46.110
The IRB has determined this request meets the pre-requisite criteria to be granted:

 FORMCHECKBOX 
 Waiver Approval                    

 FORMCHECKBOX 
 Alteration Approval 
Signature of IRB chair _____________________________________               Date of IRB action____________________




	Waiver and Alteration Criteria:



	
	A. The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on at least the presence of the following elements;



	
	
	1. An adequate plan to protect the identifiers from improper use and disclosure;

	
	
	2. An adequate 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; and

	
	
	3. Adequate written assurances that the protected health information 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 where the use or disclosure of protected health information meets IRB and HIPAA requirements;



	
	B. The research could not practicably be conducted without the alteration or waiver or alteration; and



	
	C. The research could not practicably be conducted without access to and use of the protected health information.
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