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CHART

01
IS AN ACTIVITY HUMAN SUBJECTS RESEARCH
COVERED BY 45 CFR PART 46?

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

Start
Here

Is the activity a systematic investigation designed to develop 
or contribute to generalizable knowledge?

[45 CFR 46.102(l)] 

No

Activity is not research, so 45 
CFR part 46 does not apply.

Yes

Does the activity fit the criteria for excluded 
research at 45 CFR 46.102(l)(1)-(4)? Yes

No

Activity is research.

Does the research involve a living individual about 
whom an investigator conducting research obtains 

information or biospecimens through intervention or 
interaction with the individual and uses, studies, or 

analyzes the information or biospecimens? 

[45 CFR 46.102(e)(1)(i) and 45 CFR 46.102(e)(2)-(3)]

Yes

Activity is research involving human subjects.

No

Does the research involve a living individual 
about whom an investigator conducting 

research obtains, uses, studies, analyzes, 
or generates identifiable private information 

or identifiable biospecimens?
[45 CFR 46.102(e)(1)(ii) and 45 CFR 46.102(e)(4)-(6)]

No

The activity is not research 
involving human subjects and 45 

CFR part 46 does not apply.

Yes

Is the research involving human subjects 
conducted or supported by HHS?

No

The research involving human subjects is NOT 
covered by the HHS regulations. Institutions 
may choose to follow regulatory procedures 

even when not required to do so.* 

*For information on whether an institution needs to revise its FWA because of the 2018 Requirements, see, 
https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html

Yes

The research involving 
human subjects is covered 

by the regulations.

45 CFR part 46, subpart A applies 
to the research, and as appropriate, 
subparts B, C, D, and E also apply.
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