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The above-referenced protocol has received an IRB exemption determination and may begin the research
procedures outlined in the University of Utah IRB application and supporting documents.

EXEMPTION DOCUMENTATION

Review Type: Exemption Review
Exemption Category(ies): Category 7
Exemption Date: 4/10/2017

Mote the following delineation of categories:

s (Categories 1-6: Federal Exemption Categories defined in 45 CFR 46.101(b)
* Categories 7-11: Non-Federal Exemption Categories defined in University of Utah IRB policy in
Investigator Guidance Series, Exempt Research

You must adhere to all requirements for exemption described in University of Utah IRB policy in
(Investigator Guidance Series, Exempt Research ). This includes:

s All research involving human subjects must be approved or determined exempt by the IRE before the
research is conducted.

» All research activities must be conducted in accordance with the Belmont Report and must adhere to
principles of sound research design and ethics.

* Orderly accounting and monitoring of research activities must occur.

Ongoing Submissions for Exempt Projects

* Continuing Review: Since this determination is not an approval, the study does not expire or need
continuing review. This determination of exemption from continuing IRB review only applies to the
research study as submitted to the IRB. You must follow the protocol as proposed in this application

s Amendment Applications: Substantive changes to this project require an amendment application to
the II12|B to secure either approval or a determination of exemption. Investigators should contact
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