Portland VA Medical Center


Portland VA Medical Center


Institutional Review Board

Application for a Partial Waiver of Authorization

For Screening/Recruitment Purposes
	Principal Investigator (PI):  (First Name, Middle Initial, Last Name, Degree(s))

     

	Responsible Investigator:  (First Name, Middle Initial, Last Name, Degree(s))

     

	Service:

 FORMTEXT 

	Position

     
	Extension

     
	Mail Code

     
	Beeper

     
	E-mail

     

	Contact Person:  (All Correspondence will be sent to this person)

     
	Extension

     
	Mail Code

     
	Beeper

     
	E-mail

     

	Project Title:  

     

	Funding Source or Sponsor:

     
	Start Date

     

 FORMTEXT 

	End Date

     

 FORMTEXT 



A.  Describe your screening/recruitment method:

	


B.  Please identify with specificity the identifiable information (Protected Health Information (PHI)) to be collected and its sources:  (Protected Health Information (PHI) = health information + identifiers)  

 FORMCHECKBOX 
  Names: 
      
 FORMCHECKBOX 
  All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if according to the current publicly available data from the Bureau of the census: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.:

     
 FORMCHECKBOX 
  All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.:


     
 FORMCHECKBOX 
 Telephone numbers: 
     
 FORMCHECKBOX 
 Fax numbers:
     
 FORMCHECKBOX 
 Electronic mail addresses:
     
 FORMCHECKBOX 
 Social security numbers:
     
 FORMCHECKBOX 
 Medical record numbers:
     
 FORMCHECKBOX 
 Health plan beneficiary numbers:
     
 FORMCHECKBOX 
 Account numbers:
     
 FORMCHECKBOX 
 Certificate/license numbers:
     
 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers:
     
 FORMCHECKBOX 
 Device identifiers and serial numbers:
     
 FORMCHECKBOX 
 Web Universal Resource Locators (URLs):
     
 FORMCHECKBOX 
 Internet Protocol (IP) address numbers:
     
 FORMCHECKBOX 
 Biometric identifiers, including finger and voice prints:
     
 FORMCHECKBOX 
 Full face photographic images and any comparable images:
     
 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or code.:
     
C.  Please explain how your method meets the following four criteria.
1.  The use of PHI for identifying eligibility and contacting potential subjects will not involve more than minimal risk to the individual’s privacy. 

	


      Screening data will be de-identified or destroyed after*: 





 FORMCHECKBOX 
  subject contact  (e.g. mailings)     FORMCHECKBOX 
  completion of study accrual


 FORMCHECKBOX 
  screen failure


 FORMCHECKBOX 
  other (please specify):  

*Identifiers must be destroyed at the earliest opportunity. 

   Identifiers may not be shared (e.g. sponsor or outside VHA).

2.  The Waiver of Authorization will not adversely affect the rights and welfare of the participants.

	



3.     Recruitment cannot be practicably carried out without the Partial Waiver of Authorization.

	



   4.     Recruitment cannot practicably be conducted without the participant’s PHI.

	


INVESTIGATOR'S ASSURANCES

The PI and/or Responsible Investigator assures that participant’s health information is protected against improper use or disclosure by agreeing to the following:

1. Only information essential to the purpose of screening/recruitment will be collected.

2. Access to the information will be limited to the greatest extent possible.

3. Protected health information will not be re-used or disclosed to any other person or entity.
PRINCIPAL INVESTIGATOR (VHA Investigator) 


Date

RESPONSIBLE INVESTIGATOR (PVAMC Investigator) 

Date
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