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Is the information individually 
identifiable? (The identity of the 

subject may readily be ascertained 
by the investigator or associated  

with the information.)

Will the only involvement of 
human subjects be in one or more 

of the following categories?

Is the information private? (About 
behavior that occurs in a context in 
which an individual can reasonably 

expect that no observation or 
recording is taking place.)

Does the research involve 
intervention or interaction with   

the individuals?

Activity is research.                     
Does the research involve 

obtaining information about                     
living individuals?

Research does not involve       
human subjects.

The activity is not research.
Is this activity a systematic 
investigation designed to 
develop or contribute to                  

generalizable knowledge?

Is the research              
classified information?

Could identification of subjects 
put them at risk of criminal or 
civil liability, or be socially or  

economically damaging?

Research conducted in established or 
commonly accepted educational settings, 

(including schools and colleges) involving normal 
education practices?

Yes

Does the research present no 
more than minimal risk to human 

subjects? And:

1. Risks to the subject are minimized.
2. Risks are reasonable in relation to 
    anticipated benefits. There are no sensitive
    or disturbing questions such as questions 
   about illegal conduct, drug use, sexual 
   behavior, violence or use of alcohol.
3. Selection of subjects is equitable. The needs 
    of vulnerable populations such as children, 
    prisoners, pregnant women, mentally disabled 
    persons, or economically or educationally 
    disadvantages persons are provided for.
4. Informed consent will be obtained from each 
    subject or legal representative.
5.  Informed consent will be                
     appropriately documented.
6.  The data will be monitored to ensure 
     the safety of subjects
7. Adequate provisions to protect the privacy          
    of subjects are provided. 

Research involving collection or study of existing 
data, documents, records, or pathological or  

diagnostic specimens?

Research studying, evaluating, or examining 
public benefit or service programs?

Research involving taste and food quality 
evaluation or consumer acceptance studies?  
Foods must be wholesome without additives.

Research involving the use of educational tests, 
survey procedures, interview procedures or 

observation of public behavior? All participants 
must be of the legal age of consent.

Does my research require IRB approval?Does my research require IRB approval?

Start

exempt
Full 

Review
Research does not require additional IRB review.
This chart is a simplified and abbreviated version of charts provided by the U.S. Department of Health and Human Services.  Consult their website for detailed information.

http://www.hhs.gov/ohrp/policy/checklists/

expedited

Research qualifies for expedited review. Review by a convened IRB is required.


