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Letter to PI

The above referenced application is approved by expedited review
procedures (45 CFR 46.110, item 4, 5, 6). This approval is valid for
a period of one year. The Reviewer conducted a risk-benefit
analysis, and determined the study constitutes minimal risk
research. The Reviewer determined that this research satisfies the
requirements of 45 CFR 46.111.

This study has IRB approval to accrue 100 subjects. The written
consent form was reviewed and approved as written.

The Investigator is reminded to contact Legal Contract
Administration regarding a Data Use Agreement because this study
involves sending a limited data set to an external party.



