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For IRB purposes, a single case report is a retrospective analysis of one, two, or three clinical 

cases. A single retrospective case report is a medical/educational activity and does not meet the 

Federal Policy for the Protection of Human Subjects definition of "research" which is “a 

systematic investigation, including research development, testing and evaluation, designed to 

develop or contribute to generalizable knowledge.” Therefore the activity does not require 

review by the IRB. 
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