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Dear Dr. Festinger:

The study materials for your above-referenced protocol amendment dated August 2, 2016
were reviewed and approved under expedited review procedures. This expedited review was
conducted under 45 CFR 46.110(b)(2): minor changes in previously approved research during
the period (one year or less) for which approval is authorized.

Good luck with your study and please remember to report any adverse events to the Board
immediately. Any further proposed modifications to the protocol or informed consent, including
changes in study personnel, the number of subjects to be enrolled or ancillary study documents
such as questionnaires, must be approved by the Institutional Review Board before they can be

implemented.
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