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The first question to consider with respect to IRB review is whether the research 
project fits the definition of “research” with “human subjects,” as those terms are 
defined in the federal regulations that govern human subjects research. 

 

 
Research:  
A systematic investigation, including research development, testing and evaluation, 
designed to develop or contribute to generalizable knowledge. 

Activities which meet this definition constitute research for purposes of the federal 
regulations that protect human research subjects, whether or not they are 
conducted or supported under a program which is considered research for other 
purposes. Some demonstration and service programs may include research 
activities. 

Human Subject: 
A living individual about whom an investigator (whether professional or student) 
conducting research obtains data through intervention or interaction with the 
individual, or identifiable private information. 
 
Living Individual:  
Living individual – Cadavers, autopsy specimens, or specimens/ information from 
subjects who are now deceased are not “human subjects.” Note, however, that the 
health information of deceased individuals is protected under federal and some 
state regulations. 

If you plan to analyze health information of deceased individuals for your project, 
you should determine whether the health information associated with the data is 
“protected health information” (PHI) under the HIPAA Privacy Rule. 

OVERVIEW 

Terms & Definitions 



About Whom: 
To be considered research with “human subjects,” the data received from a living 
individual must be about the person. 
 
For example, if you are asking people for information on institutional policies, 
practices, and characteristics without obtaining data about the 
characteristics/opinions of the individuals providing the information, that does not 
involve research with human subjects (e.g., a survey asking institutional human 
resources offices about the number of individuals who work at an institution and 
what types of employee benefits are offered by the institution). 
 
Intervention: 
Physical procedures by which data are gathered (for example, venipuncture) and 
manipulations of the subject or the subject’s environment that are performed for 
research purposes. 
 
Interaction: 
Communication or interpersonal contact between investigator and subject. 
 
Private Information: 
Information about behavior that occurs in a context in which an individual can 
reasonably expect that no observation or recording is taking place, and information 
which has been provided for specific purposes by an individual and which the 
individual can reasonably expect will not be made public (for example, a medical 
record). 

Private information must be individually identifiable (i.e., the identity of the subject is 
or may readily be ascertained by the investigator or associated with the information) 
in order for obtaining the information to constitute research involving human 
subjects. 

Secondary Analysis of data/specimens: 
If you will be obtaining identifiable private information or identifiable specimens that 
were collected in a prior research study so that you can conduct secondary analysis 
of the data/specimens, your study will be considered human subjects research. 

In general, the HHS Office for Human Research Protections considers private 
information/specimens to be individually identifiable when they can be linked to 
specific individuals by the researcher either directly or indirectly through coding 
systems. 

Coded: 
“Coded” means that: 



1. identifying information (such as name or social security number) that would 
enable the investigator to readily ascertain the identity of the individual to 
whom the private information or specimens pertain has been replaced with a 
number, letter, symbol, or combination thereof (i.e., the code); and 

2. a key to decipher the code exists, enabling linkage of the identifying 
information to the private information or specimens. 

The HHS Office for Human Research Protections does not consider 
research involving only coded private information or specimens to involve human 
subjects if the following conditions are both met: 

1. the private information or specimens were not collected specifically for the 
currently proposed research project through an interaction or intervention 
with living individuals; and 

2. the investigator(s) cannot readily ascertain the identity of the individual(s) to 
whom the coded private information or specimens pertain. 

Investigator inability to identify individual(s) may be due to the following examples: 

• the investigators and the holder of the key enter into an agreement 
prohibiting the release of the key to the investigators under any 
circumstances, until the individuals are deceased (note that the HHS 
regulations do not require the IRB to review and approve this agreement); 

• there are IRB-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 

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

Multi-Institutional Research: 
Multi-Institutional Research: In situations where multiple institutions are involved in 
carrying out a non-exempt research project, a question each institution has to 
consider is whether that institution’s activities rise to the level of being “engaged” — 
if engaged, IRB review is required of that institution’s activities; if not engaged, IRB 
review is not required of that institution’s activities. 

The HHS Office for Human Research Protections has issued a Guidance on 
Engagement of Institutions in Human Subjects Research which discusses when 
institutions are considered to be engaged or not engaged in research. 

In general, an institution is considered engaged in a particular non-exempt human 
subjects research project when its employees or agents for the purposes of the 
research project obtain: 



1. data about the subjects of the research through intervention or interaction 
with them; 

2. identifiable private information about the subjects of the research; or 
3. the informed consent of human subjects for the research 

At least one institution must be determined to be engaged in any non-exempt 
human subjects research project that is funded by the U.S. Department of Health 
and Human Services. The OHRP Guidance sets out examples of situations where 
institutions would be considered engaged and not engaged in research. 

 
OHRP Guidance: https://www.hhs.gov/ohrp/regulations-and-
policy/guidance/guidance-on-engagement-of-institutions/index.html 

45 CFR 46.101(A): https://www.hhs.gov/ohrp/regulations-and-
policy/regulations/45-cfr-46/index.html  

 

 
  

 

 

 

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

