Appendix S1: Copy of the Study Protocol

This manuscript reports baseline data from a going clinical trial. As we do not report on clinical
trial outcomes, we did not include the IRB-approved protocol. However, we do include reference
to the published study protocol (see citation #15) within the manuscript text. We will be posting
our IRB approved protocol to ClinilcaTrials.gov in accordance with all regulations upon
completion of the clinical trial and results reporting.
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