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Activity Details (NHS Determined Vote: Project does not
involve Human Subjects)

Author: Saskia Derritt (100732700 CMH INSTITUTIONALLY FUNDED RES)
Logged For (IRB Study): GI hemorrhage in Children PHIS
Activity Date: 5/18/2016 5:03 PM

Property Changes Documents Notifications

I have reviewed the submission and provided checklist. I find:
Project does not involve Human Subjects

Additional Comments viewable by Study Team, ORI Staff, IRB Members & Ancillary Reviewers:

This project involves collection of existing de-identified data with no codes or linkers of any sort maintained or
available to the research team that would permit access to PHI or information about the living individual.
Therefore, this project does not involve intervention or interaction with individuals or collecting identifiable
information from individuals to fall within the definition of research involving human subjects according to 45
CFR 46.102(f). Therefore, it has been determined that it does not meet the definition of research involving
human subjects under 45 CFR 46.102(f) (not involving human subjects).

Please note that the automated email from Mars serves as your official determination from our office. Please
keep it for any future use, e.g. to forward to a coordinating center or journals.
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