
Category 4 Exemption Decision Chart
START: Does the research involve secondary 
use(s) of identifiable private information or 

identifiable biospecimens?

STOP: The research is not exempt under                           
45 CFR 46.104(d)(4).

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 either the information or 
biospecimens publicly available?

Will the information be recorded 
by the researcher in such a 
manner that the identity of 
human subjects can not be 

readily ascertained, either directly 
or indirectly?

Does the research involve only 
information collection and 

analysis for health care 
operations, research, or public 
health activities and purposes?

STOP: The research may be exempt 
under 45 CFR 46.104(d)(4).

An exemption determination must 
be issued by the IRB.

YES

YES

YES

NO

NO

NO

YES

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

Is the research conducted by or on behalf of a federal department or agency 
using govt-collected/generated information for non-research activities; and 
does the research generate identifiable private information that is or will be 
maintained on information technology subject to the E-Government Act of 

2002; and will all identifiable private information collected, used or 
generated be maintained in systems of records subject to the Privacy Act of 

1974; and will the information collected be subject to the Paperwork 
Reduction Act of 1955?

YES

NO


	Slide Number 1

