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WHAT IS RESEARCH? WHAT  
ARE HUMAN SUBJECTS?
As mentioned at the beginning of this chapter, there are precise definitions of research and 
human subjects. Not all data collection is research; not all subjects are humans. We need 
definitions of these concepts if we are going to understand what IRBs review.

The Common Rule, the federal policy that protects human subjects in research, offers 
definitions of both “research” and “human subjects.” Because not every kind of data gath-
ering qualifies as research, this definition of research is important: “a systematic investi-
gation, including research development, testing and evaluation, designed to develop or 
contribute to generalizable knowledge” [45 CFR 46.102(d)] (http://www.hhs.gov/ohrp/
humansubjects/guidance/45cfr46.html#46.102).

REVISIT AND RESPOND

zz From this definition, what two critical aspects are required for a study to be con-
sidered research?

If you answered “a systematic investigation” and “generalizable knowledge,” you are 
correct. If we want to know what kind of food students prefer for the end of the semes-
ter picnic and survey their preferences, is that “research” according to the federal 
definition? No. We have no interest in generalizable knowledge. What if you wanted 
students to see how challenging a particular spatial cognition test is? You might give 
them sample problems to solve and then have them score their responses without 
handing in their tests. Is generalizable knowledge the goal of this in-class activity? No.

  Try This Now

Imagine you want students to take a spatial cognition test in class 
and to analyze their data for research purposes with a focus on dif-
ferences by major. Would that activity require IRB review? What 
do you think about having students take tests handed out by their 
instructor (the researcher) during class time?

The answer to the first question is “yes.” IRB review would be required because it meets 
the definition of research (systematic; goal of generalizable knowledge). With regard to using 
class time for research conducted by the course instructor, IRBs take a dim view of what 
is called research with such a captive population (Council, Smith, Kaster-Bundgaard, &  


