[bookmark: _Hlk524700010]WAIVER OF INFORMED CONSENT DOCUMENTATION
Durham VA Health Care System 

REQUEST FOR WAIVER OR ALTERATION OF HIPAA AUTHORIZATION
Durham VA Health Care System Institutional Review Board
A. PROJECT TITLE
	[bookmark: _GoBack]     




B.  INVESTIGATOR INFORMATION
	Principal Investigator:      
Email:      
Phone Number:      



INSTRUCTIONS: Double click boxes to check or uncheck.

C. TYPE OF REQUEST
	Indicate below the phase of the project in which a waiver of HIPAA authorization is being requested.

  |_|  Waiver of the HIPAA authorization requirement is required for recruitment purposes only.  HIPAA authorization will be sought from participants prior to enrollment. 
NOTE: A waiver of informed consent is not required if the investigator will obtain information or biospecimens for the purpose of screening, recruiting, or determining the eligibility of prospective subjects if either of the following conditions are met: 1) The investigator will obtain information though oral or written communication with the prospective subject or legally authorized representative, or 2) The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable specimens. 

|_|  Waiver of HIPAA authorization requirement in its entirety (screen, recruit, and conduct).

|_|  Alteration of a particular element(s) of the HIPAA authorization for use or disclosure of information. Note: You cannot waive the requirement of obtain the participant’s signature.
 



D. CRITERIA TO BE ELIGIBLE TO SUBMIT A WAIVER REQUEST     45 CFR 164.512(i)(2)
	All the following must be checked to be eligible for a waiver or alteration of HIPAA authorization.

|_| 1. The use or disclosure of the protected health information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements:
· An adequate plan to protect the identifiers from improper use and disclosure
· 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
· Adequate written assurances that 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 the requested information would be permitted by the Privacy Rule;

|_| 2. The research could not practicably be conducted without the waiver or alteration.

|_| 3. The research could not practicably be conducted without access to and use of the protected health information.






E. JUSTIFICATION FOR THE WAIVER OR ALTERATION
	1. Describe why the research could not be practicably conducted without the waiver.
     

2. Describe why the research could not be practicably be conducted without access to and use of protected health information (PHI). 
     

3.  Indicate below the specific individual identifiers requires as part of the research.  Check all the HIPAA identifiers that will be collected, used, and/or disclosed.
      
	|_| Names
	|_| Social security numbers or scrambled SSNS
	|_| Device identifiers and serial numbers

	|_| E-mail addresses
	|_| Medical record numbers
	|_| URLs (Universal Resource Locator)

	|_| All elements of dates (except year) and any age over 89
Specify:   
	|_| Health plan beneficiary numbers
	|_| IP Addresses (Internet Protocol

	|_| Telephone numbers
	|_| Account numbers
	|_|  Biometric Identifiers including finger and voice print

	|_| Fax numbers
	|_| Certificate or license numbers
	|_| Full face photographic images and any comparable images

	|_| All geographic subdivisions’
smaller than a state
Specify:       
	|_| Vehicle ID and serial numbers including license plate numbers
	|_| Other unique identifying number, characteristic, or code
Specify:       
Note: This is not the unique code assigned to otherwise de-identified health information for re-identification purposes.


     
a.   If SSNS are going to be used, describe the specific use, the type of SSN to be used (real, 
           scrambled, last 4 digits) and the security measures in place for protecting them.   |_|  N/A
                
       

b.   Describe the health information (past, present, or future physical or mental health
           or condition of the individual) to be obtained, used, and/or disclosed:   
                

4.  Indicate by name, and location if applicable, the databases from which the information will be obtained.
         
      
5.   Describe the overall plan to protect the identifiers from improper use or disclosure by any other person or entity:
      
      
6.  Describe the plan to destroy the identifiers at the earliest opportunity.  If there is a health, research, or  other justification for retaining the identifiers, please provide such justification below.
[bookmark: Check113]|_| Once study data are no longer needed, paper files will be destroyed in accordance with VA records control requirements for destruction of sensitive information.  Information in electronic format will be deleted or purged from data files in accordance with VA records control requirements.  
[bookmark: Check112][bookmark: Text11]|_| Other, describe:       

7.  If requesting the waiver for only a certain portion or phase of the study (recruitment or alteration under Section C), please provide a specific description of what aspects of your study you wish to waive.
     
  



	


F. DISCLOSURE 
	1. Indicate where PHI will be disclosed: 
    |_| Information will not be disclosed outside the Durham VAHCS 
    |_| Within VHA; to other VA Health Care Systems, entities, medical centers
    |_| Outside VHA[footnoteRef:1] to non-VHA entities. Describe:         [1:  The Investigator must maintain an Accounting of Disclosure for PHI that leaves VHA.
] 

2. Justify the need to disclose PHI:      |_| N/A
     



G. Investigator Assurances
	By signature below, the principal investigator acknowledges the following:

1.  I assure that the research involves no more than minimal risk to the participants.
2.  I assure that all PHI is protected against improper use or disclosure by agreeing to the following:
•Only information essential to the purpose of the research (e.g., minimum necessary) will be collected.
•I will maintain participant confidentiality as approved by the Durham VAMC IRB.
•I verify that I will not reuse or disclose PHI 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 of disclosure of the requested information would be permitted by the HIPAA Privacy Rule.
•I certify that I will make every effort possible to protect the PHI access, used, and/or disclosed in this research project.
3.  Even though a waiver or alteration may be granted, I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected in accordance with VA and other federal requirements.


Principal Investigator Signature                                                                                           Date
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IRB Determination: Waiver or Alteration of HIPAA Authorization 45 CFR 164.512(i)(2)
	Indicate how this review was conducted:
|_| Convened IRB               |_|  Expedited Review

	
|_| APPROVED.  The following required elements for a HIPAA waiver of authorization have been examined and satisfy all waiver criteria, under 45 CFR 164.512(i)(2):
•There is no more than minimal risk to the privacy of subjects.
•There is assurance the information will be protected from improper use and will not be re-used except as required by law.
•There is an adequate plan to protect identifiers.
•There is an adequate plan to destroy identifiers.
•The research could not be conducted without the requested information.
•The research could not be conducted without access to the information.
•The research could not be conducted without the waiver.
•A brief description of the PHI is included in the request for waiver.

The request to waive or alter HIPAA authorization is approved as requested.  

	
|_| DISAPPROVED. The request for waiver of HIPAA Authorization is not approved.  The reasons for the disapproval are indicated in the comments below.

	COMMENTS:






	


IRB Committee Member Signature                                                                       Date
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