
Category 3 Exemption Decision Chart

START: Does the research involve only benign 
behavioral interventions* with adult subjects?
*Benign interventions are brief in duration, harmless, 
painless, not invasive, not expected to have significant 

adverse lasting impacts on subjects, and are not 
reasonably expected to cause offense or embarrassment.

STOP: The research is not exempt under                            
45 CFR 46.104(d)(3).

IRB approval is required if no other exemption 
categories apply. See Decision Chart 10 to 
determine if your protocol is eligible for 

Expedited Review.

NO

Is the information obtained 
identifiable (i.e. can the identity 
of the subject be ascertained, 
either directly or indirectly?)

Would disclosure of the 
information obtained reasonably 
be expected to put the subject at 
risk of harm or of criminal or civil 

liability?

If the information obtained is 
identifiable, has a limited review 

been conducted to protect 
subject privacy and data 

confidentiality?

YES

STOP: The research is not exempt under                               
45 CFR 46.104(d)(3).

IRB approval is required. See Decision Chart 10 to 
determine if your protocol is eligible for Expedited 

Review.

YES

YES

NO

Does the research involve 
deceiving the subjects regarding 

the nature of the research?

YES

NO

NO

Has the subject authorized 
deception through an agreement 

in which s/he in informed that 
s/he will be unaware of or misled 
about the nature of the research?

STOP: The research may be exempt 
under 45 CFR 46.104(d)(3).

An exemption determination must be 
issued by the IRB.

NO

NO

YES

YES

References are based on the Revised 
Common Rule, effective 1/21/2019.
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