
Decision Chart 2 – Does the 
Research Qualify as Exempt?

START: Has HHS prohibited exemption of this 
research (most research involving prisoners 

and some research involving children) [45 CFR 
46.104(b)]?

STOP: The research is not exempt.
IRB approval is required. See Decision Chart 10 to determine 

if your protocol is eligible for Expedited Review.

YES

The only involvement of human subjects must 
be in one or more of the following categories 

in order for the research to be exempt. No 
non-exempt activities may be involved. If any
part of your research is not exempt, the entire 
project does not qualify for an exemption. If 

the answer to a category question is “No,” 
move on to the next category. If none apply, 

your research is not exempt.

NO

Category 1: Is the research conducted in established or 
commonly accepted educational settings and involves 
normal educational practices? [45 CFR 46.104(d)(1)]

Category 2: Does the research only include educational tests, survey 
procedures, interview procedures, or observation of public behavior? 

[45 CFR 46.104(d)(2)]
Category 3: Does the research involve benign behavioral 

interventions in conjunction with the collection of 
information from adult subjects? [45 CFR 46.104(d)(3)]

Category 4: Is this secondary research for which consent is not 
required? This may include secondary research uses of identifiable 

private information or identifiable biospecimens under certain 
conditions. [45 CFR 46.104(d)(4)]Category 5: Is this a research and/or demonstration project 

conducted or sponsored by a Federal agency to study, 
evaluate, or examine public benefit or service programs? 

[45 CFR 46.104(d)(5)]

Category 7: Does this involve storage or maintenance for 
secondary research for which broad consent is required? 

[45 CFR 46.104(d)(7)]

Category 6: Is this a taste and food quality evaluation or consumer 
acceptance study? 

[45 CFR 46.104(d)(6)]

Category 8: Does this involve secondary research for which broad 
consent is required? [45 CFR 46.104(d)(8)]

STOP: If the answer to any 
of these is “Yes,” your 
proposed activity may 

qualify for an exemption. 
See the corresponding 

Category Exemption 
Decision Chart.

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