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Expedited Review category #5: Research involves materials (data,
documents, records, or specimens) that have been collected, or will be
collected solely for non-research purposes, such as medical treatment

or diagnosis. As permitted by OHRP, this category includes research
involving materials that were previously collected for either non-research or
research purposes, provided that any materials collected for research were
not collected for the currently proposed research. Research may involve
materials that will be collected solely for non-research purposes.

Thank you for your submission of Continuing Review/Progress Report materials for this study. The
SUNY Downstate Medical Center IRB and Privacy Board Office has APPROVED the above referenced
submission from July 13, 2020 to July 26, 2021.

The following materials were reviewed by the IRB for this submission package:

« Continuing Review/Progress Report - Risk Factors for Colorectal Neoplasia.docx

The IRB determined the criteria to approve the following waiver(s) is (are) met:

¢ Waiver of informed consent

* HIPAA Waiver

The IRB reminds the study team of the following:

» |IRB approval of this submission does not necessarily constitute final approval to carry out the study.

All other necessary requirements must be met before the research can begin.

» Conduct research in accordance with this approval submission, including any IRB decisions,
conditions, and requirements or applicable regulations and Downstate policies, including Policy
IRB-01. See: http://research.downstate.edul/irb/irb-policies.html

 This research involves NYC H+H, Kings County. The investigators must follow NYC H+H policies,
including Operating Procedure No: 180-9. Additional specific reminders are provided below:

-q-



o Obtain STAR approval prior to conducting the research at NYC H+H, Kings County

o Copies of all consent forms involving registered patients enrolled in any study must be filed
with the Electronic Medical Record, unless there is a Certificate of Confidentiality associated
with the study or the IRB has determined this is not in the best interest of the patients.

If you have any questions, please contact the IRB staff at 718-613-8480 or irb@downstate.edu). Please
include your study title and reference number in all correspondence with this office.

This letter has been electronically signed in accordance with all applicable regulations, and a copy is
retained within SUNY Downstate Medical Center IRB.
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