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General Questions
Are you conducting a records review and/or do not plan on obtaining consent?
Will you be accessing medical records/PHI and do not plan on obtaining authorization? 
Will you be Pre-screening medical records before obtaining consent?
Will consent be obtained from participants but no signature?
A waiver or alteration of consent or PHI is not being requested. This form is not needed. 
Consent Process
9.0.0.2.20120627.2.874785
Waiver Consent 
Waiver of Informed Consent (45 CFR 46.116(f)(3) and 21 CFR 50.55(d))
Documentation of Consent (Please pick one of the three below)
Waiver of Documentation of Informed Consent (45 CFR 46.117(c)(1)) OR 
Waiver of Documentation of Informed Consent (45 CFR 46.117(c)(2)) OR 
Waiver of Documentation of Informed Consent (45 CFR 46.117(c)(3))
Waiver or Alteration of PHI (45 CFR 164.512(i))
Protected Health Information- Describe the PHI being used or disclosed in your study
Record/Specimen Use - Indicate your source(s) of health information
Request for Waiver or Alteration of Authorization (45 CFR 164.512(i))
Attestation 
Principal Investigator 
I assure the IRB that the informed consent and/or protected health information which I have detailed in this Waiver of Authorization and/or Consent application will not be reused (i.e.: used other than as described in this application) or disclosed to any person or entity other than those listed above, except as required by law, for authorized oversight of this research study, or as specifically approved for use in another study by the UA IRB. I also assure the UA IRB that the information that I provide in this appendix is accurate and complete, and that the PHI that I request is the minimum amount of identifiable health information necessary for my research project.
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