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CHART

05
DOES EXEMPTION 45 CFR 46.104(d)(3) FOR BENIGN
BEHAVIORAL INTERVENTIONS APPLY?

NOTE: This chart is consistent with the 2018 Requirements (i.e., the revised Common Rule)  For use after January 20, 2019

TO BE EXEMPT, NO NONEXEMPT ACTIVITIES CAN BE INVOLVED. RESEARCH THAT INCLUDES BOTH EXEMPT AND NONEXEMPT 
ACTIVITIES IS NOT EXEMPT. RESEARCH MAY INVOLVE ACTIVITIES EXEMPT UNDER MORE THAN ONE EXEMPTION CATEGORY.

Start
Here

Does the research involve benign 
behavioral interventions* in 

conjunction with collection of 
information from adults through 

verbal or written responses (including 
data entry) or audiovisual recording?

*Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely 
to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the 
subjects will find the interventions offensive or embarrassing.

No

Yes

Have the subjects 
prospectively 
agreed to the 

intervention and 
information 
collection?

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

Go to the other exemption decision charts 
to see if any other exemptions apply.

Yes

Is the information obtained 
recorded in such a manner that 
human subjects can be readily 
identified, directly or through 

identifiers linked to the subjects?

No

Research may be exempt under 45 CFR 46.104(d)(3).

Yes

Has an IRB conducted a limited review 
to make the determinations required by

45 CFR 46.111(a)(7); that, when 
appropriate, there are adequate 

provisions to protect the privacy of 
subjects and to maintain the 

confidentiality of data?

Yes

No

Could any disclosure of the human subjects’ 
responses outside the research reasonably 
place the subjects at risk of criminal or civil 

liability or be damaging to the subjects’ 
financial standing, employability, educational 

advancement, or reputation?

No

Yes

Exemption 45 CFR 46.104(d)(3) does not apply if 
the research involves deceiving subjects regarding 
the nature or purposes of the research unless the 
subject authorizes the deception through 
prospective agreement to be unaware of or misled 
regarding the nature or purposes of the research.




