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CHART

02
IS THE RESEARCH INVOLVING HUMAN SUBJECTS
ELIGIBLE FOR EXEMPTION UNDER 45 CFR 46.104(d)?

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

Has HHS prohibited exemption of the human subjects research? (Most 
research involving prisoners, some research involving children.)

[45 CFR 46.104(b)]

Yes
No exemptions to 45 CFR 

part 46 apply. Provisions of 
45 CFR part 46, subpart A 

apply, and subparts B, C, and 
D also apply if subjects are 

members of populations 
covered in those subparts.

No

Will the only* involvement of human subjects be 
in one or more of the following categories?

*Only means that no nonexempt activities are involved. Research that excludes both exempt and nonexempt activities is not 
exempt. Research may involve activities exempt under more than one exemption category.

Research conducted in established or commonly accepted 
educational settings, involving normal education practices? Yes

Exemption 45 
CFR 46.104(d)(1) 

may apply.

Go to 
Chart 03

Or

Research only including interactions involving educational tests, survey 
procedures, interview procedures, or observation of public behavior? Yes

Exemption 45 
CFR 46.104(d)(2) 

may apply.

Go to 
Chart 04

Or

Research involving benign behavioral interventions and 
collection of information from adults with their agreement? Yes

Exemption 45 
CFR 46.104(d)(3)

may apply.

Go to 
Chart 05

Or

Secondary research use of identifiable private 
information or identifiable biospecmens? Yes

Exemption 45 CFR 
46.104(d)(4) or 

(d)(8) may apply.

Go to 
Chart 06 & 
Chart 10

Or

Research studying, evaluating, or examining 
public benefit or service programs? Yes

Exemption 45 
CFR 46.104(d)(5) 

may apply.

Go to 
Chart 07

Or

Research involving taste and food quality 
evaluation of consumer acceptance studies? Yes

Exemption 45 
CFR 46.104(d)(6) 

may apply.

Go to 
Chart 08

Or

Storage or maintenance of identifiable private information or 
identifiable biospecimens for secondary research use?

Yes
Exemption 45 

CFR 46.104(d)(7) 
may apply.

Go to 
Chart 09




