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Non Human Subject Research Determination Request

Ajita Prabhu,

The Center for Clinical Research and Technology has reviewed the Activity
Determination Form (DET) on 12/05/2015 for the project entitled “Gallstone lleus with
Impaction at Meckel’s diverticulum: Case report and Literature Review” (IRB# NHR-15-
93) and has determined that this project does not qualify as “human subject research”
according to Federal regulations. According to the review, the current project is not a
systematic investigation designed to contribute to generalizable knowledge under 45
CFR46 or 21 CFR 56.

This activity is also considered HIPAA Waived.
If the scope of the project changes or once you have a plan to engage in “human
subject research”, please be sure to contact the Center for Clinical Research and

Technology for a new determination.

Thank you for your submission. Please retain this as proof of review.

UHCMC IRB Chairperson
(Signature was applied by the IRB Administration Office)

The UHCMC IRB operates under the HHS Federal Wide Assurance of Compliance number 00003937 and
IRB registration numbers 00000684 and 00001691
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