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Thank you for your submission of New Project materials for this research study. The University of
Delaware 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.

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.

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 adverse event forms for this procedure. All sponsor reporting requirements should also 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 three years.

Based on the risks, this project requires Continuing Review by this office on an annual basis. Please use
the appropriate renewal forms for this procedure.



If you have any questions, please contact Nicole Farnese-McFarlane at (302) 831-1119 or
nicolefm@udel.edu. Please include your study title and reference number in all correspondence with this
office.



