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Does Your Research Involving Secondary or Existing Data, Documents or 
Biological Specimens Require Approval by USM's IRB?

Decision Tree #2

Are the data/specimens about or from 
individuals who are or may be still living?

Project is NOT Human Subjects 
Research. No approval from USM IRB  

needed*.

NO. Materials are from cadavers or data is about deceased individuals.

Are the specimens (human cell lines,
tissue, etc.) obtained from a producer

or supplier of public use data; OR is all 
the information about the specimens/data 

available in the public domain?

YES

YES. Data is publically available.

Can the provider link the
specimens/data, directly or indirectly,

to identifiable living individuals?

NO. Data is de-identified.

Can the recipient (researcher) link the 
specimens/ data directly to identifiable 

living individuals either directly or through 
a code?

YES

Is the provider a collaborator in the 
recipient?s research? i.e. involved in the 

design, conduct or reporting of the 
research, listed as collaborator on 

research proposals or protocols, planned 
sharing of authorship credit.

NO

NO. Provider is solely providing.

Were/will the specimens/data (be) 
collected specifically for the research 

through an interaction or intervention with 
living individuals?

NO

NO

YES

Project is Human Subjects 
Research. Approval from USM IRB or 
notice of exemption required before 

research can begin. You must submit an 
application on InfoEd.
Questions? Website: 

tinyurl.com/USMirb or Email: 
irbhelp@usm.edu.

YES. Recipient and provider are collaborators on the research.

YES. Recipient has access to identifiable data.

Source: 
This decision tree was adapted with approval from Cornell University's Research Office   
(https://researchservices.cornell.edu/compliance/human-research) in accordance with federal regulations 
(https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html).

**If you determine that your study does not require IRB approval and would like an 
official Review Not Required letter, please email Samuel.Bruton@usm.edu.
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