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This booklet, prepared by the Norco College Institutional Review Board (IRB), serves as 
the guidelines for Moreno Valley College human subjects research. This booklet 
provides guidance to investigators who may be uncertain if their study meets the 
definitions of human subjects research stated in federal regulations (45CFR46.102). 
These guidelines offer investigators an explanation of the definitions as well as examples 
of studies that do or do not qualify as human subjects research. For further information, 
please refer to the Resources section in the back of this booklet. 

HUMAN RESEARCH 

Research projects involving human subjects require review and approval by an 
Institutional Review Board. An IRB is an ethics committee composed of scientists and 
non-scientists who serve as advocates for human subjects involved in research. The IRB 
is charged with the responsibility of reviewing and overseeing human subjects research 
conducted under the aegis of the College. The first question an investigator should 
consider with respect to IRB review is whether the research project fits the definition of 
human subjects research. In light of the mission to protect human subjects, and the 
potential regulatory consequences of not obtaining IRB review and approval, the 
investigator should choose to err on the side of caution and consult the IRB or the 
IRB Designee when he/she is uncertain whether the study is human subjects 
research or not. 

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)). As described in the Belmont Report2

... the term 'research' designates an activity designed to test a hypotheses [and] permit 
conclusions to be drawn ... Research is usually described in a formal protocol that sets 
forth an objective 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, marketing studies or contracted-for services. It generally does not include 
journalism or political polls. However, some of these activities may include or constitute 
research in circumstances where there is a clear intent to contribute to generalizable 
knowledge. 

DEFINING HUMAN SUBJECTS 

A human subject is defined by Federal Regulations as "a living individual about 

1 

"Generalizable knowledge" is information where the intended use of the research findings can be applied 
to populations or situations beyond that studied. 
2 

The Belmont Report is a statement of ethical principles (including beneficence, justice, and autonomy) for 
human subjects research by the U.S. Department of Health, Education, and Welfare. 
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whom an investigator conducting research obtains (1) data through intervention or 
interaction with the individual, or (2) identifiable private information." ( 45 
CFR46.102(f)(l), (2)) 

Living individual-The specimen(s) / data/ information must be collected from live 
subjects. Cadavers, autopsy specimens or specimens / information from subjects now 
deceased are not human subjects. 

"About whom" - a human subject research project requires the data received from the 
living individual to be about the person. 

Intervention 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 information3 "includes information about behavior that occurs in a 
context in which an individual can reasonably expect that no observation is taking place, 
(such as a public restroom)" 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 health care record). 

Studies based on data that are individually identifiable but are also publicly available may 
not constitute human subjects research. However, the term "publicly available" is 
intended to refer to record sets that are truly readily available to the broad public, such as 
census data, or federal health, labor or educational statistics. An investigator should not 
assume information qualifies as "publicly available" merely because it has been posted 
on an electronic website and can be accessed without authorization. 

IDENTIFYING HUMAN RESEARCH STUDIES 

Certain studies may have the characteristics of human subjects research but may no meet 
the regulatory definition. Studies which meet the definition require IRB review. There are 
three categories to be considered: 
Studies that are human subjects research 

Studies that may be considered human subjects research (gray area) 

Studies that do not qualify as human subjects research 

Any investigator who is unsure of whether his/her proposal constitutes "human subjects 
research" should submit an email to carlos.lopez@mvc.edu
The IRB staff, Chair and/ or designee will determine if the study is human subjects 
research. Federal regulations do no allow investigators to make this determination 
themselves. 

3 

Researchers must take caution since disclosure of private information may place the subjects at risk of 
criminal or civil liability and/or damage their financial standing, employability, or reputation. 
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STUDIES THAT ARE HUMAN SUBJECTS RESEARCH 

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

2. Studies that collect data through intervention or interaction with individuals.
Examples of this type of research include in-person and online surveys, open
ended interviews, studies that involve deception, and research involving risky
behaviors or attitudes that contribute to generalizable knowledge.

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

4. 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. Guidance on research involving coded private information
or biological specimens is available on the web at:
(http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol.pdf)

5. 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.

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

Note: Studies that will be published or presented in a venue outside of Riverside 
Community College District should pursue  Moreno Valley College IRB approval. 

WHOM TO CONTACT 

Norco College Institutional Review Board 

Attn: Carlos Lopez

Email: carlos.lopez@mvc.edu

http://www.mvc.edu/academicdepts/ie/
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