
Category 5 Exemption Decision Chart References are based on the Revised 
Common Rule, effective 1/21/2019.

START: Does the research involve research or 
demonstration projects conducted or supported 
by a federal department or agency or otherwise 

subject to approval by the conducting or
supporting department or agency head or 

delegated official?

STOP: The research is not exempt under                         
45 CFR 46.104(d)(5).

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 research or demonstration 
project designed to study, 

evaluate, improve or otherwise 
examine a public benefit or 
service program, including:

• Procedures for obtaining
benefits or services under
those programs;

• Changes in or alternatives to 
those programs or procedures; 
or

• Possible changes in methods
or levels of payment for 
benefits or services under 
those programs?

STOP: The research may be exempt 
under 45 CFR 46.104(d)(5).

An exemption determination must 
be issued by the IRB

NO

YES

YES
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