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CHART

06 DOES EXEMPTION 45 CFR 46.104(d)(4) FOR SECONDARY 
RESEARCH THAT DOES NOT REQUIRE CONSENT 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

Does the research involve secondary 
uses of identifiable private information 

or identifiable biospecimens? *

*Research use of identifiable private information or identifiable biospecimens collected for either
 research studies other than the proposed research, or for nonresearch purposes.

No

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

Go to the other 
exemption decision 

charts to see if any other 
exemptions apply.

Yes

Is the identifiable private information 
or are the identifiable biospecimens 

publicly available? 
 [45 CFR 46.104(d)(4)(i)]

Yes

Research may be exempt under 45 CFR 46.104(d)(4).

Or

Is the information, which may include information about biospecimens, 
recorded by the investigator in such a manner that the identity of the 

human subjects cannot readily be ascertained directly or through 
identifiers linked to the subjects, the investigator does not contact the 

subjects, and the investigator will not re-identify subjects?
 [45 CFR 46.104(d)(4)(ii)]

YesOr

Does the research involve only information collection and analysis involving the 
investigator’s use of identifiable health information when that use is regulated 
under 45 CFR parts 160 and 164, subparts A and E, for purposes of “healthcare 

operations” or “research” as defined at 45 CFR 164.501 or for “public health 
activities and purposes” as described under 45 CFR 164.512(b)?

[45 CFR 46.104(d)(4)(iii)]

Yes

Or

Is the research conducted or supported by, or on behalf of, a Federal department or agency using  
government-generated or government-collected information obtained for nonresearch activities, and 
the research generates identifiable private information that is or will be maintained on information 
technology subject to and in compliance with section 208(b) of the E-Government Act of 2002, and 
all of the identifiable private information collected, used, or generated as part of the activity will be 

maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the 
information used in the research was collected subject to the Paperwork Reduction Act of 1995?

 [45 CFR 46.104(d)(4)(iv)]

Yes

No




