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REGULATORY BASIS FOR DETERMINING NOT HUMAN SUBJECTS (UPIRB ONLY) 

I. HUMAN SUBJECTS RESEARCH 

The Institutional Review Board (IRB) has been charged with the responsibility of reviewing and overseeing human 
subjects research conducted under the aegis of USC. Therefore, the first question with respect to IRB review of a 
project is a determination of whether the project fits the definition of human subjects research. In light of the 
mission to protect human subjects who are involved in research and the potential regulatoly consequences of not 
obtainina IRB review and approval. the investlaator should choose to err on the side of caution and consult 
the l ~ ~ k h e n  helshe Is uncertain whether the study is human subjects research. 

DEFINING RESEARCH 

Federal Regulations define research as "a systematic investigation, including development, testing, and . 

evaluation, designed to develop or contribute to generalizable knowledge1" (45CFR46.102(d)). Research 
is usuallv described in a formal protocol that sets forth an obiective and a set of procedures to reach that 
objective." 

'Research" generally does not include operational activities such as defined practice activities in public health. 
medicine, psychology, and social work (e.g., routine outbreak investigations and disease monitoring) and studies 
for internal management purposes such as program evaluation, quality assurance, quality improvement, fiscal or 
program audits. or marketina studies. It aenerallv does not include iournalism or political polls. However, some of 
these activitiesmay includeor wnstitutecesear~h in circumstanceswhere there is a cleai intent to contribute to 
generalizable knowledge. 

DEFINING HUMAN SUBJECTS 

A human subject is defined by Federal Regulations as "a living individual about whom an investigator 
conducting research obtains (1) data through intervention or interaction with the individual, or (2) 
identifiable private information." (45 CFR 46.102(f)(1),(2)) 

lntewention includes physical procedures, manipulations of the subject, or manipulations of the subject's 
environment for research purposes. Interaction includes communication between the investigator and the 
subject. This includes face-to-face, mail, and phone interaction as well as other modes of communication. 

Identifiable private information2 "includes information about behavior that occurs in a context in which an 
individual can reasonablv expect that no observation is taking place," (such as a public restroom) "and information 
which has been provided forapecific purposes by an individiai and which the individual can reasonably expect will 
not be made IIublic (for example. a health care record)." (45 CFR 46.102lfM2)) "Identifiable" means the . , . ,, 
information contains one o; more data elements that can be combined with other reasonably available 
information to identify an individual (e.g. nameladdress). 

* In analyzing a particular activity, it is important to focus on what is being obtained by the investigators. If the 
investiaators are not obtainina data throuah intervention or interaction with livina individuals, or identifiable private 
informition about the individual, then theTesearch activity does not involve human subjects: 

Observational studies of public behavior (including television and internet chat rooms) do not involve human 
subjects as defined when there is no intervention or interaction with the subjects and the behavior is not private. 
Also, studies based on data collected for non-research purposes may not constitute human subjects research if 
individual identities are not identifiable (e.g. data such as service statistics, school attendance data, crime 
statistics, or election returns). 

Studies based on data that are individuallv identifiable but are also ~ubliclv available mav not constitute human 
subjects research. However, the term "p;blicly available" is intended to refer to record sets that are truly readily 
available to the broad public. such as Federal census data. labor statistics, and health statistics. An investigator 
should not assume iniormaion qualifies as "publicly available" merely because it has been posted on an 

- 
electronic website and can be accessed without authorization. 



' "Generalizable knowledge" is information where the intended use of the research findings can be applied to 
populations or situations beyond the studied unit. 

Researchers must take caution since disclosure of private information may place the subjects at risk of criminal 
or civil liability andlor damage their financial standing, employability, or reputation. 

11. GUIDANCE ON RESEARCH INVOLVING CODED PRIVATE INFORMATION OR 
BIOLOGICAL SPECIMENS 

The Office for Human Research Protections (OHRP) does not consider research involving only "coded* private 
information or specimens to involve human subjects as defined under 45 CFR 46.102(f) if the following conditions 
are both met: 

1 the pr vate ~nformat~on or specimens wete not co ectea spec fica ly for the currently proposed research 
orolect throuqn an nteractlon or lntervenllon rv,th icv~nq ~nd~v~auals, ana 

2. th&investiga;or(s) cannot readily ascertain the identitiof the individual(s) to whom the coded private 
information or suecimens uertain because, for examole: 

a. the key to decipher the code is destroyed before the research begins; 
b. the investiaators and the holder of the kev enter into an aareement urohibitina the reiease of the 

key to the Tnvestigators under any circumstances, until the individuals are deceased (note that the 
HHS regulations do not require the IRB to review and approve this agreement); 

c. there are IRE-approved written policies and operating procedures for a repository or data 
management center that prohibit the release of the key to the investigators under any 
circumstances, until the individuals are deceased; or 

d. there are other legal requirements prohibiting the reiease of the key to the investigators, until the 
individuals are deceased. 

This guidance applies to existing private information and specimens, as well as to private information and 
specimens to be coilected in the future for purposes other than the currentiy proposed research. 

*Federal regulations define "coded" as: 
Identifiable information (such as name andlor address) that is replaced with a number, letter, symbol, or 
combination thereof, that would enable the investigator to readily ascertain the identity of the individual. 

If you wish to continue, specify a title for the project below then click the Continue button. Othelwise, click the Back 
button. 

* Specify a title for this project: Understanding verbal and nonverbal communication and expression of affect in 
human interactions 

I. Human Subjects Research Checklist 

Human Subiects 

1. * Does the study involve interaction or intervention with live human subjects? 
Yes 
(Though interaction or intervention may have occurred previously, specimen(s)/data/information were coilected 
from subjects. Cadavers, autopsy specimens or specimenslinformation from subjects now deceased is not 
human subjects). 

2. * Is the coilected informationldatalspecimen(s) obtained about the subjects? 
No 

3. * Is the collected informationldatalspecimen(s) private information? (Private is that which allows identity of 
individual to be associated with the informationlspecimenldata) 
NO 

Research 

1. * Is your study designed to  produce generalizable knowledge? 
Yes 






