Veterans’ Affairs Medical Center

Durham, North Carolina

Request for Waiver or Alteration of Informed Consent and HIPAA Authorization for Research

Protocol Title: _________________________________________________________________

Principal Investigator: ______________________________
Phone: _________________

Contact Person (if different from PI): _____________________
Phone: _________________

ALL the following items must be completed for your request to be considered.

Please indicate the reason(s) for this waiver request:

[  ] 1. To screen potential subjects while recording identifiable private information, such as protected health information, prior to obtaining the subject’s consent. 
[  ] 2. To recruit potential subjects while recording identifiable private information, such as protected health information, prior to obtaining the subject’s consent.

[  ] 3. To conduct the research project without obtaining verbal or written consent and authorization.

If you checked box #3 above you must complete page three of this form.
	1. Does this research use Protected Health Information (PHI)
? 
YES [  ]
NO [   ]



	2. Will PHI under this waiver be disclosed outside the Veterans’ Health Administration (VHA) during this study? 

YES [  ]
NO [  ]

If YES, information for Accounting of Disclosures must also be maintained.

	3. Describe the PHI to be collected:



	4. Indicate your sources of health information:

[ ] Lab, pathology and/or radiology results

[ ] Hospital/Medical records (in/out patient)

[ ] Biological samples obtained from the subjects
[ ] VA databases

[ ] Interviews/Questionnaires



[ ] Other (describe below)

________________________________________________________________________________
​​​​​​​________________________________________________________________________________



	5. Explain why the research activity  (to screen & recruit) involves no more than minimal risk to the subjects. (45CFR46)


	6. Explain why the research involves no more than a minimal risk to the privacy of individuals by addressing the information requested below. (45CFR164.512)

	a. Describe your plan to protect the identifiers
 from improper use and disclosure, and indicate   where the PHI will be stored and who will have access.

	b. The identifiers must be destroyed 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. Describe how and when you will destroy the identifiers, or justify their retention.


	7.  Explain why the waiver or alteration will not adversely affect the rights and welfare of the subjects.(45CFR46)

	8. Explain why the research could not practicably be conducted without the waiver or alteration. (45CFR46 & 45CFR164.512) 


	9. Explain why the research could not practicably be conducted without access to and use of the PHI. (45CFR164.512)


	10.  Explain how subjects will be provided additional pertinent information (whenever appropriate) after participation and what information will be provided.(45CFR46) 



Principal Investigator’s Assurance:

I assure the Durham VAMC IRB the requested information will not be reused or disclosed to any other person or entity, 1) except as required by law, 2) for authorized oversight of the research study, or 3) for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule.
_____________________________________________________

Principal Investigator Signature
                        
Date

____________________________________________________

IRB Chair (or designee) Signature                Date

Complete this page ONLY if you are requesting a waiver or alteration of informed consent without obtaining verbal or written consent to conduct your research study.
1.  What is the purpose of the study?  
2.  What procedures will be employed?  
3.  What is the subject population?  How will they be recruited/identified?  
4.  How will information be recorded?  Identify the specific items of data that is to be captured.  
5.  How will confidentiality be maintained?  
Waiver of Informed Consent met the criteria at 45 CFR 46.116(d)

APPROVED / DISAPPROVED/Not applicable


_____________________________________________



IRB Chair   (or designee)                                 Date

I













� PHI: individually identifiable health information transmitted or maintained in any form (electronic, paper, or through oral communication) that relates to the past, present or future physical or mental health or conditions of an individual.


� Identifiers: names, all geographical subdivisions smaller than a state, dates, telephone numbers, fax numbers, electronic mail addresses, social security numbers, medical record numbers, health plan beneficiary numbers, account numbers, certificate/license numbers, vehicle identification numbers, device identification numbers, URLs, internet protocol address numbers, biometric identifiers (voice/finger prints), full face photography, other unique identifiers or code numbers.
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