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Research under Fund 30/31

Research involving a living 
individual about whom data or 

biospecimens are obtained, used, 
studied or analyzed through 

interaction/intervention.

Any experiment that involves a test 
article and one or more human 

subjects and that either is subject 
to requirements for prior or 

eventual submission to the FDA as 
part of an application for a 

research or marketing permit.

Where human samples are used, 
studied, analyzed, or generated 

(PHI). This includes human 
samples or data from an existing 

biobank.
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