
Do your activities meet the federal definition of research as defined at 45 CFR 46.102(l)?
• The activity is a systematic investigation – a methodical and planned process to prove/disprove a hypothesis

AND 
• The systematic investigation is designed to develop/contribute to generalizable knowledge – the findings from the activity are universally or widely applicable

Does this research involve a human subject as defined 
at 45 CFR 46.102(e)(1)(i) – a living individual about whom 

you will obtain information or biospecimens through 
intervention or interaction with the individual and use, 
study, or analyze the information or biospecimens?

• Examples of intervention: survey studies, longitudinal investigations
• Examples of interaction: facilitating focus groups and/or interviews

NO

The activity does not represent research per the 
regulations.

Submission to the IRB is not required. 
However, you may request a formal letter of a 

Not Human Subjects Research or Quality Improvement 
determination through InfoEd.

The activity is research involving human subjects.

Submission to the IRB and IRB review is required.
Submit your protocol via InfoEd.

For assistance with accessing InfoEd, please contact Rosa Seiffert.
For IRB questions or concerns, please contact the IRB Office. 

YES

YES

NONO

YES
Per the federal regulations at 45 CFR 46.102(l)(1-4), the following activities are deemed to not to be research and, therefore, 

do not require IRB review:
1. Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical 

scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the 
information is collected.

2. Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, 
supported, requested, ordered, required, or authorized by a public health authority. 

3. Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized 
by law or court order solely for criminal justice or criminal investigative purposes.

4. Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, 
or other national security missions.

Does this research involve a human subject as defined 
at 45 CFR 46.102(e)(1)(ii) – a living individual about 

whom you will obtain, use, study, analyze, or generate 
identifiable private information or identifiable 

biospecimens?
• Example of identifiable private information: private information for 

which the identity of the subject is or may readily be ascertained by 
the investigator or associated with the information like names, 

medical record numbers, or unique codes that link back to personal 
details.

• Example of identifiable biospecimen: biological samples where the 
identity of the donor can be readily ascertained through associated 
information like names, medical record numbers, or unique codes 

that link back to personal details.
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