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Investigator: Shane Urban
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Panel: UCD Panel B

Effective Date: 06-Sep-2022

Expedited Category: 5
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SUBMISSION DESCRIPTION:

Initial Submission

This study was reviewed and approved under the “2018 Requirements” of the Federal Policy for the
Protection of Human Subjects.

If continuing review is required for your research, your submission is APPROVED until the expiration date
listed above. The investigator will need to submit this research for Continuing Review at least 30 days prior
to the expiration date. If a study's approval expires, investigators must stop all research activities
immediately (including data analysis) and contact the COMIRB office for guidance

If your study has not been assigned an expiration date continuing review is not required for your research.
Regardless of continuing review, your research is under IRB oversight. You will receive annual notices from
COMIRB about this study until it is closed. You are required to submit changes to your research for approval
prior to implementing those changes. You are required to report unanticipated problems and serious or
continuing noncompliance to COMIRB. When your research is complete you must report the study closure to
COMIRB.

Your responsibilities as Principal Investigator are posted here:
https://research.cuanschutz.edu/docs/librariesproviderl48/comirb documents/guidance/investigator-
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REVIEW DETAILS-

Affiliated Sites:

University of Colorado Anschutz Medical Campus

University of Colorado Health

Minimal Risk: This research poses no more than minimal risk as defined in 45 CFR 46.102(i). This
submission was reviewed under Expedited procedures and the following determinations were made.

This research requires continuing review because of the large amoung of identifiable data being collected.

Waiver of Consent was granted for all of this study. All criteria for waiving consent were met.

HIPAA: This study is subject to HIPAA. A waiver of Authorization was granted. All criteria for waiving HIPAA
authorization were met.

The following documents have been reviewed as part of this approval:
Application Form

Compiled REDCap Database

Cover Letter

Personnel eForm 8.31.22

Protocol
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