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SUBMISSION DESCRIPTION:

Initial Not Human Subjects Research Application

Your project submitted to COMIRB under protocol number 14-2233 has been reviewed and our determination
is that it is NOT HUMAN SUBJECT RESEARCH as defined by our policies in accordance with OHRP and FDA
regulations.

Therefore, you may proceed with the project strictly following the protocol as submitted and reviewed by COMIRB in

submission APP001-1. No continuing review of the project will be required; however, you must resubmit the protocol to
COMIRB for approval if any substantive changes are made to the protocol in question.

Any questions regarding the COMIRB action of this study should be referred to the COMIRB staff at 303-724-1055 or
COMIRB@ucdenver.edu

Please carefully review the REVIEW DETAILS section below because it may include important information from the reviewer
(s) and COMIRB staff.

COMIRB stamps the reviewed versions of documents in the top right hand corner. Stamped copies of documents are
available for download through COMIRB's electronic submission website, eRA(InfoEd).

Click here for instructions on how to retrieve stamped documents.

REVIEW DETAILS:
Your COMIRB Submission [APP001-1] has been DETERMINED TO NOT BE HUMAN SUBJECTS RESEARCH.
These documents were reviewed as part of this Not Human Subject Research determination:

Application Form with Personnel Section C, version date 11.24.14 (Note: the COMIRB number and version date were
administratively added to this document)


http://gcrc.ucdenver.edu/comirb/COMIRB_Panel_Download_Approval_Packet_Instructions.pdf
http://www.ucdenver.edu/academics/research/AboutUs/comirb/Pages/comirb-home.aspx
mailto:comirb@ucdenver.edu

Cover Letter, dated 11.24.14
Mnauscript

Affiliated Site(s): University of Colorado Hospital

Sincerely,
UCD Panel B

Please provide Feedback on Your Experience with the COMIRB Process



https://udsehd.qualtrics.com/SE/?SID=SV_a5k5YXihE9KIiUY

