IRB Oversight Statement

The study is exempt from IRB review and oversight pursuant to the terms of the U.S.
Department of Health and Human Service’s Policy for Protection of Human Research
Subjects at 45 CFR §46.101(b) since the data already exists in patient medical charts and
this data was accumulated retrospectively. There was no experimentation on patients.
The botanical extract was recommended to patients who chose to take the formulation.
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