Is the activity a systematic investigation designed to develop or contribute
to generalizable knowledge?

Does the research involve a living individual about Does the research involve a living

whom an investigator conducting research obtains individual about whom an investigator

information or biospecimens through intervention conducting research obtains, uses, studies,
or interaction with the individual and uses, analyzes, or generates identifiable private

studies, or analyzes the information or information or identifiable biospecimens?
biospecimens?

The activity is not
research involving
human subjects and IRB
review and approval is
not required.

Activity is research involving human
subjects and requires IRB Review and
Approval
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