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Guidance: With/Without Human Subjects (last updated June 
4, 2022) 

If you are unsure whether or not a proposed quality improvement project should be 
classified as research, contact the IRB for guidance. If the data is re-examined or re-
analyzed and new information surfaces that would contribute to generalizable 
knowledge, an application must be submitted to the IRB. 

 

• Studies that utilize test subjects for new devices, products, drugs, or 
materials. 

• Studies that collect data through intervention or interaction with individuals, 
if the information is about the individuals (including their 
opinions/views/thoughts). Examples of this type of research include drug 
trials, internet surveys about alcohol consumption, studies that involve 
deception, research involving risky behaviors or attitudes, and open-ended 
interviews with minors that contribute to generalizable knowledge. 

• Studies using private information that can be readily identified with 
individuals, even if the information was not collected specifically for the study 
in question. 

• Studies that use bodily materials such as cells, blood, urine, tissues, organs, 
hair, or nail clippings, even if one did not collect these materials for the study. 
However, such research may be considered exempt or not human subjects 
research if the materials/data are coded and the investigator does not have 
access to the coding systems. For more information, read the guidance on 
research involving coded private information or biological specimens, 
provided by HHS. 

• Studies that produce generalizable knowledge about categories or classes of 
subjects from individually identifiable information. 

• Studies that use human beings to evaluate environmental alterations, for 
example, weatherization options or habitat modifications to their living or 
working space or test chamber. 
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https://www.hhs.gov/ohrp/regulations-and-policy/guidance/research-involving-coded-private-information/index.html


 
 

 

• Data collection for internal departmental or other University administrative 
purposes. Examples: teaching evaluations, customer service surveys. 

• Information-gathering interviews where questions focus on things, products, 
or policies rather than people or their thoughts regarding themselves. 
Example: a survey of employers that asks whether the employers offer 
certain employee benefits programs, without asking for the opinions or 
thoughts of the individuals who respond to the survey. 

• Class projects, research practica, and undergraduate thesis projects involving 
research methodology and course-assigned data collection. These activities 
generally do not constitute research because their purpose is to provide 
training in research as part of the overall educational mission of a program 
and are not designed to contribute to generalizable knowledge. However, if, 
for example, a student is involved in an activity designed to teach research 
methodologies and the instructor or student wishes to conduct further 
investigation and analyses in order to contribute to scholarly knowledge, the 
design of the project has changed such that it meets the above definition of 
research and requires IRB review, and the IRB must at that time review the 
research. Course instructors are responsible for assessing whether these 
activities meet the definition of research and are encouraged to contact the 
IRB for assistance if needed. 

• Program evaluation/Quality improvement/Quality assurance projects are 
generally not considered research if these activities are designed specifically 
to assess or improve performance within a department, hospital or classroom 
setting. The intention of the project is not to generate conclusions that can be 
applied universally, outside of the immediate environment where the project 
will occur. 

HHS Coded Private Information or Specimens Use in Research, Guidance: 
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/research-involving-
coded-private-information/index.html  
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