
Decision Tree #1:  When Do the Federal Regulations at 45 CFR 46 Apply?

Is the Human Subject Research EXEMPT?  The research is one of the 8 exempt categories listed in federal regulations
These are:   1) Research conducted in established educational settings, that specifically involves normal educational practices that are not likely to 
adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. 2) Research 
that only includes interactions involving educational tests, survey procedures, interview procedures, or observation of public behavior if specific 
criteria are met;  3) Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject 
through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and 
information collection, and the data is anonymous, non-sensitive or adequate data security protections are in place;  4) Secondary research uses of 
identifiable private information or identifiable biospecimens, if specific criteria are met;  5) This category is NOT applicable at RFUMS;  6) Taste 
and food quality evaluation and consumer acceptance studies;  7 & 8) These two related new categories are used when broad consent is obtained 
for future, unspecified research: Category 7 governs the setup of a data/biospecimen bank, while research using the banked data/biospecimens 
would fall under Category 8.

1)  Does the activity involve RESEARCH?    Research is a systematic investigation, including research development, 
testing and evaluation, designed to develop or contribute to generalizable knowledge  (BOTH Criteria must be met).

Systematic investigation includes a prospective plan, organized collection of data, testing a hypothesis/answering a research question
Generalizable knowledge is activity is designed such that the results will be applicable to populations beyond the site of data collection  

Ask 4 questions in order:

2)  Is the activity HUMAN SUBJECTS Research?   The term  “human subject”, as it relates to research, means a living 
individual about whom an investigator (whether professional or student) conducting research: (i) Obtains information or 
biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or 
biospecimens; or (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens. 

Is the Institution ENGAGED in the Research?    (In general, an institution is considered engaged in a particular 
nonexempt human subjects research project when its employees or agents, for the purposes of the research project, meet one or 
more of the following criteria :   
a) Receive an award through a grant, contract, or cooperative agreement for the nonexempt human subjects research (i.e. awardee institution), even 
where activities involving human subjects are carried out by employees or agents of another institution;   b)  Obtain data about the human research 
subjects through interaction or intervention with them for research purposes;  c) Obtain identifiable private information about the subjects of the 
research or identifiable biological specimens from any source for the research;  or d) Obtain informed consent of human subjects for the research.

REGULATIONS APPLY:   Application to and Approval from the IRB for this Human Subjects 
Research is Required Before the Study Begins 
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