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EVMS Institutional Review Board


Notes: 
This application accompanies your “Application for Approval of Research Involving Human Subjects” if you will require access to Protected Health Information to complete your research.  
HANDWRITTEN DOCUMENTS WILL NOT BE ACCEPTED BY THE IRB OFFICE.

	IRB Number:
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

 FORMTEXT 
     


Check one

	 FORMCHECKBOX 
     TOTAL WAIVER:
	Waiver of PHI Authorization is requested for the entire project.

	 FORMCHECKBOX 
     PARTIAL WAIVER:
	Waiver of the PHI Authorization is requested for recruitment purposes only.  PHI Authorization will be obtained from participants at the time of their enrollment.


I am requesting a waiver of authorization for the use of protected health information (PHI).  The following verification is presented in support of this waiver:  

ALL SECTIONS MUST BE COMPLETED:

	PHI WAIVER JUSTIFICATION 

	· Below, check each of the specific PHI items to which you are requesting access AND/OR use (be sure to list each item such as Name, DOB, MRN, etc.).

	Recognizing that access to PHI will most likely exceed the variables that will be used, please briefly summarize the intended use of the PHI for this study.       

	 FORMCHECKBOX 

Name
 FORMCHECKBOX 

Medical record number

 FORMCHECKBOX 

Address (all geographic subdivisions smaller than state,
 FORMCHECKBOX 

Health plan beneficiary number


including street address, city county, and zip code)
 FORMCHECKBOX 

Account number

 FORMCHECKBOX 

All elements (except years) of dates related to an individual
 FORMCHECKBOX 

Certificate or license number

 
(including  exact age if over 89)
 FORMCHECKBOX 

Any vehicle or other device serial number

 FORMCHECKBOX 

Telephone numbers
 FORMCHECKBOX 

Web URL

 FORMCHECKBOX 

Fax number
 FORMCHECKBOX 

Internet Protocol (IP) Address

 FORMCHECKBOX 

Email address
 FORMCHECKBOX 

Finger or voice print

 FORMCHECKBOX 

Social Security Number
 FORMCHECKBOX 

Photographic image - Photographic images are not




limited to images of the face

 FORMCHECKBOX 
 Any other characteristic that could uniquely identify the individual (explain):       


	· The research could not practically be conducted without access to and use of the PHI.

	
DISCUSS YOUR PLAN IN DETAIL:

     

	· The research could not practicably be conducted without the alteration or waiver.

	
DISCUSS YOUR PLAN IN DETAIL:


     

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

	a. An adequate plan to protect the identifiers from improper use/disclosure

DISCUSS YOUR PLAN IN DETAIL:

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

DISCUSS YOUR PLAN IN DETAIL:

     
c. Adequate written assurances that PHI will not be reused/disclosed to any other person or entity, except as required by law, for authorized oversight of research project, or for other research for which use/disclosure of PHI would be permitted by this subpart.

DISCUSS YOUR PLAN IN DETAIL:

     


THIS SECTION FOR IRB USE ONLY 

Final Disposition:

	REVIEW CATEGORY
	ACTION
	CONTINUING REVIEW DEADLINE

	( Exempt
	( Approved:
The above cited justifications meet the criteria required to grant a Waiver of Authorization for the Use of Protected Health Information
	Submit no later than:

____ / ____ / ____

	( Expedited
	
	

	( Full (Convened) Board 
	( Disapproved
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	
( IRB Chair               ( IRB Vice Chair               ( IRB Member
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