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Thank you for your submission of Revision materials for this research study. The University of Rhode
Island IRB has APPROVED your submission. This approval is based on an appropriate risk/benefit
ratio and a study design wherein the risks have been minimized. All research must be conducted in
accordance with this approved submission.

This submission has received Expedited Review based on the applicable federal regulation 45 CFR 46
and 21 CFR 50 & 56.

Please note that any revision to previously approved materials must be approved by this office
prior to initiation. Please use the appropriate revision forms for this procedure.

All SERIOUS and UNEXPECTED adverse events must be reported to this office. Please use the
appropriate Appendix S - Event Reporting for this procedure. All FDA and sponsor reporting
requirements must be followed.

Please report all NON-COMPLIANCE issues or COMPLAINTS regarding this study to this office. Please
note that all research records must be retained for a minimum of five years after the project ends.

Based on the risks, this project requires Continuing Review by this office by April 28, 2017. Please
use the CONTINUING REVIEW FORM for this procedure.

If you have any general questions, please contact us by email at researchintegrity@etal.uri.edu. For study
related questions, please contact us via project mail through IRBNet. Please include your study title and
reference number in all correspondence with this office.
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Please remember that informed consent is a process beginning with a description of the study and
insurance of participant understanding followed by a signed consent form. Informed consent must
continue throughout the study via a dialogue between the researcher and research participant. Federal
regulations require each participant receive a copy of the signed consent document unless the signature
requirement has been waived by the IRB.
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Matthew Delmonico, Ph.D., MPH
IRB Chair



