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EXPEDITED CATEGORY OF REVIEW: 45 CFR 46.110; 21 CFR 56.110, Category 2,3,5

SUBPART B CATEGORY OF REVIEW: 45 CFR 46.204

The UNMC IRB has completed its review of the Application for Continuing Review for the
above titled research project including the complete protocol file and has expressed it as
their opinion that you have provided adequate safeguards for the rights and welfare of the
subjects involved in this study and are in compliance with HHS regulations (45 CFR 46) and
FDA regulations (21 CFR 50.56) as applicable.

This letter constitutes official notification of the re-approval of your research project
(Application V.9 & Adult CF V.6) by the IRB for the IRB approval period indicated above. You
are therefore authorized to continue this study. All copies of the outdated consent form
must be discarded immediately. The original IRB stamped form may be archived.

We wish to remind you that, under the provisions of the Federal Wide Assurance (FWA
00002939) from the Institution to HHS, the Principal Investigator is directly responsible for
keeping the IRB informed of any proposed changes involved in the procedures or
methodology in the protocol and for promptly reporting to the Board any unanticipated
problems involving risks to the subjects or others.

In accordance with HRPP policies, this project is subject to periodic review and monitoring by
the IRB and, as part of their monitoring, the IRB may request periodic reports of progress
and results. For projects which continue, it is also the responsibility of the Principal
Investigator to initiate a request to the IRB for Continuing Review of the research project in
consideration of the IRB approval period.

On Behalf of the IRB,
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