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Guidance for Researchers:  What are Benign Behavioral Interventions? 
 (New Exempt Category 3) 

In January of 2019 changes to the Common Rule, including major changes in Exempt Research categories 
were made.  Exempt Category 3 is completely new:   

Category 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 at least one of the following criteria is met: 

• The information obtained is recorded by the investigator in such a manner that the identity of the 
human subjects cannot readily be ascertained, directly or through identifiers linked to the 
subjects;  

• Any disclosure of the human subjects’ responses outside the research would not reasonably place 
the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, 
employability, educational advancement, or reputation; or 

• The information obtained is recorded by the investigator in such a manner that the identity of the 
human subjects can readily be ascertained directly or through identifiers linked to the subjects 
and the IRB determines that adequate provisions to protect the privacy of subjects and to 
maintain the confidentiality of data are in place as required by § 46.111(a)(7).   

Benign Behavioral Interventions refer to interventions for adults that are behavioral, brief in duration 
and harmless/painless.  (NOTE:  Category 3 may not be used for research involving children). 
 
Behavioral interventions include research procedures used to study psychological states and processes, 
cognition, ideas and attitudes, or behavior, but do not include physical (bodily) tasks or physical 
manipulations (e.g., range of motion activities, physical exercise) unless these are minor activities that do 
not increase risk.   For example, manipulating a keyboard, doing a puzzle, or walking while listening to 
music would be physical activities that could be considered minor activities that do not increase risk.   
Physical interventions that are physically invasive; or, those that could be harmful or painful would not 
meet the exemption.  
 
Benign means an intervention that is not expected to cause physical or emotional harm, persistent 
discomfort, be experienced by the subject as embarrassing, or be offensive. Ordinary, mild, transient 
forms of discomfort, such as the stress associated with completing a timed cognitive task, anxiety about 
performance, and boredom, are considered benign. Alterations in the subject’s physical or sensory 
environment are allowed as long as they are not harmful, painful or distressing, such as exposure to 
extremes of heat, cold, noise or light. 
 
Brief in duration refers to the length of the behavioral intervention per subject.  Data collection activities 
could proceed over a longer period of time.  If the intervention and the data collection are intertwined or 
difficult to separate, the entirety of the activity should be brief in duration.  
To meet the requirement of brief in duration:  1) The benign behavioral intervention should last a few 
minutes to a few hours; and 2) while the intervention does not have to occur in a single session, the entire 
time for the intervention should occur on a single day and not exceed a few hours. 
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The following checklist can help you initially assess if your study involves benign, behavioral 
intervention and could qualify under the new Exempt Category 3.  

 
 YES NO 

Are only adults who are not pregnant or incarcerated being recruited?   
Are the adults cognitively intact and capable of providing informed 
consent?   
Is the intervention brief (lasting a few minutes to a few hours on a single 
day)?    
Is it a behavioral intervention, meaning that the intervention involves 
psychological states and processes, cognition, ideas and attitudes, or 
behavior? 

  

Is the intervention benign, meaning that the intervention is not expected 
to cause physical or emotional harm, persistent discomfort, be 
experienced by the subject as embarrassing, or be offensive?  

  

Is privacy protected in at least one of the following ways? 
• The identity of the human subjects cannot readily be ascertained, 

directly or through identifiers linked to the subjects; 

• Any disclosure of the human subjects’ responses outside the 
research would not reasonably place the subjects at risk of 
criminal or civil liability or be damaging to the subjects’ 
financial standing, employability, educational advancement, or 
reputation;  

• The information obtained is recorded by the investigator in such 
a manner that the identity of the human subjects can readily be 
ascertained, directly or through identifiers linked to the subjects, 
AND an IRB conducts a limited IRB review 

  

 
If you checked YES for all of the boxes, then your study may qualify for Exempt Category 3.  
(Remember that PIs cannot make a determination of exemption, only the IRB can do this.) 

 
For more information and relevant examples, please see the Department of Health and Human Services 
website:  https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-august-2-
2017.html  (46.104(d)(1-8)) 

 


