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The above-referenced protocol is considered exempt after review by the Committee on the Use of Humans as Experimental
Subjects pursuant to Federal regulations, 45 CFR Part 46.101(b)(2) .

This part of the federal regulations requires that the information be recorded by investigators in such a manner that subjects cannot
be identified, directly or through identifiers linked to the subjects. It is necessary that the information obtained not be such that

if disclosed outside the research, it could reasonably place the subjects at risk of criminal or civil liability, or be damaging to the

subjects' financial standing, employability, or reputation.

If the research involves collaboration with another institution, then the research cannot commence until COUHES receives written
notification of approval from the collaborating institution's IRB.

Unless informed consent is waived by the IRB, use only the most recent, IRB approved and stamped copies of the consent form(s).

Adverse Events: Any serious or unexpected adverse event must be reported to COUHES within 48 hours. All other adverse
events should be reported in writing within 10 working days.

Amendments: Any changes to the protocol, including changes in experimental design, equipment, personnel or funding, must be
approved by COUHES before they can be initiated, except when necessary to eliminate apparent immediate hazards to the subject.

Human subjects training is required for all study personnel and must be updated every 3 years.

You must maintain a research file for at least 3 years after completion of the study. This file should include all correspondence
with COUHES, original signed consent forms, and study data.



