
CHART

07 DOES EXEMPTION 45 CFR 46.104(d)(5) FOR PUBLIC 
BENEFIT OR SERVICE PROGRAMS 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

Is the research or demonstration project conducted or 
supported by a Federal department or agency or otherwise 

subject to approval by the conducting or supporting 
department or agency’s head or delegate?

No

Research is not 
exempt under 45 

CFR 46.104(d)(5).
Go to the other 

exemption 
decision charts to 

see if any other 
exemptions apply.

Yes

Is the research or demonstration 
project designed to study, evaluate, 

improve, or otherwise examine public 
benefit or service programs, including:

Procedures for obtaining benefits or 
services under those programs;

Possible changes in or alternatives 
to those programs or procedures; or

Possible changes in methods or 
levels of payment for benefits or 
services under those public benefit 
or service programs?

No Yes

Research may be 
exempt under 45 

CFR 46.104(d)(5).  

The Federal 
department or 
agency must 

publish a list of 
projects 

conducted or 
supported under 

this provision prior 
to starting the 

research.




