
START: Is the proposed activity a 
systematic investigation designed to 

contribute to generalizable knowledge   
[45 CFR 46.102(l)]?

The activity meets the definition of 
“Research.”

Does the research involve a living 
individual about whom a researcher 
obtains information or biospecimens 

through intervention or interaction with 
the individual and uses, studies, or 

analyzes the information or biopsecimens
[45 CFR 46.102(e)(1)(i) and 

45 CFR 46.102(e)(2-3)]?

STOP: Activity does not meet the definition of 
research and is not subject to 45 CFR 46. IRB 

approval is not required. 

NO

YES

STOP: Activity does not meet the definition of 
human subjects research and is not subject to 

45 CFR 46.
IRB approval is not required. 

Does the research involve a living individual 
about whom an investigator conducting 

research obtains, uses, studies, analyzes, or 
generates identifiable private information or 

identifiable biospecimens 
[45 CFR 46.102(e)(1)(ii) and 45 CFR 

46.102(e)(4-6)]?

NO

NO

STOP: The Activity meets the definition of 
human subjects research and is subject to 

45 CFR 46. IRB approval is required 
regardless of funding status.

Additional requirements may apply if your 
proposed participant pool includes 

pregnant women; fetuses; neonates; 
prisoners; and/or children as described in 

45 CFR 46 Subparts B – D.

YES

Decision Chart 1 – Does this project 
constitute Human Subjects Research? References are based on the Revised 

Common Rule, effective 1/21/2019.

Does the activity meet one of the 
exclusion criteria

[45 CFR 46.102(l)(1-4)]?

NO

YES

YES
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