
The activity involves 
collecting information 

about living 
individuals through 

intervention, 
interaction or 
observation.

Data or other materials 
(including biological samples, 

cell lines, genetic material, 
etc.) are used that are linked 

to PHI and are collected 
through another individual or 

organization.

You must have a written 
agreement with the individual / 
organization collecting the PHI 

stating that they will not 
provide the PHI to you and/or 

for the activity.

The activity is intended to 
develop or contribute to a 
generalizable knowledge 
and/or will the activity be 

used in a publication, 
presentation or the 

achievement of a degree.

The collection of 
information will be 

systematic (involves an 
identifiable method).

The activity is research 
with human 

participants. Please 
submit an application 

to the Office of Human 
Research Protections.

Decision Tree: Is your activity covered under the human research protections program?

It is often difficult to determine if an activity requires review and approval by the Institutional Review Board (IRB) 
without significant discussions with someone who has extensive knowledge about the regulations and institutional 
policies. To help with this decision, a decision tree has been designed to identify whether or not activities an / or 

projects fall under the purview of the PHS Office of Human Research Protections.

Uncertain or 
don’t know?

Start 

Yes

Yes

Yes

Will you have access 
to the collected PHI?

Yes

No

Will the activity 
involve collecting 

identifiable private health 
information (PHI) about 

individuals?

Yes No

Yes

No

Activity is not covered by the IRB. 
No application is necessary.

Please contact the office of Human 
Research Protections for further 
assistance in determining if the 

activity will need IRB review.
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