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This submission meets the criteriafor approva under 45 CFR 46.110, 45 CFR 46.111 and/or
21 CFR 50 and 21 CFR 56. This project has been reviewed and approved by an IRB Chair or
designee.

* No changesto a project may be made prior to IRB approval except to eliminate apparent
immediate hazard to subjects.

* The University of Arizona maintains a Federalwide Assurance with the Office for Human
Research Protections (FWA #00004218).

* All research procedures should be conducted according to the approved protocol and the
policies and guidance of the IRB.

* The current consent with the IRB approval stamp must be used to consent subjects.

* ThePrincipal Investigator should notify the IRB immediately of any proposed changes that
affect the protocol and report any unanticipated problems involving risks to participants
or others. Please refer to Guidance Investigators Responsibility after IRB Approval and
Reporting Local Information.

* For projects that wish to continue after the expiration date listed above please submit an F212:
Renewal Progress Report, forty-five (45) days before the expiration date to ensure timely
review of the project.

 All documents referenced in this submission have been reviewed and approved. Documents
arefiled with the HSPP Office. If subjectswill be consented the approved consent(s) are
attached to the approval notification from the HSPP Office.



	Correspondence

