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Office of the Institutional Review Board
Provide a statement that address items 1, 2, and 3 of the CRITERIA FOR GRANTING WAIVER OF AUTHORIZATION.  (Return forms to the IRB as soon as possible).  Justifications may be included within the document.
1)
Use or disclosure of protected health information (PHI) involves no more than minimal risk to the subject.


a)
there is an adequate plan to protect the identifiers from improper use and 

disclosure;


b)
there is 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 the identifiers;


c)
adequate written assurances from the researcher 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 project, or for other research 

for which the use or disclosure of PHI would be permitted to this subject.

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

3)
The research could not practicable be conducted without access to and use of the

PHI.


APPLICATION FOR AN IRB WAIVER OF

AUTHORIZATION FOR USE OR DISCLOSURE

IRB #_______________

Name of Research Study:

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________.

Name(s) of Investigator(s):

_____________________________________________________________________________.

In accordance with 45 CFR 164.512(i)(2)(ii)(H), the undersigned investigator(s) hereby certify (ies) that Protected Health Information (as defined in 45 CFR164.501) covered by the IRB approved waiver of authorization for use or disclosure of such information for the above-referenced research will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the above-referenced research, or for other research for which the use or disclosure of Protected Health Information would be permitted by Subpart E of 45 CFR 164.

Signature(s) of Investigator(s):________________________________________

______________________________________________

Date
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