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SOP 5.04 – Exempt Determination 

1. Objective 
To describe procedures for determining whether a human subjects research project qualifies for 
exempt status under 45 CFR 46.104(d)(1)-(8).  

2. General Description 
In accordance with federal regulations, institutional policy, and prior to project implementation, 
UNLV applies the federal Common Rule (45 CFR 46.104(d)) and related guidance regarding the 
eight categories of research that can be considered “exempt” from the federal regulations. The 
regulations of the Food and Drug Administration (FDA) about exemption are applied only to FDA-
regulated human subjects research. 

Definitions 
Exempt - Research that is found to be “exempt” is still considered to be human subjects research.  
However, it is exempt from meeting the requirements of the federal human subjects regulations, 
including the requirement for initial and annual IRB review.  

Minimal risk - UNLV applies the definition of minimal risk provided in federal regulations (45 CFR 
46.102): The probability and magnitude of harm or discomfort anticipated in the research are not 
greater in and of themselves than those ordinarily encountered in daily life or during the performance 
of routine physical or psychological examinations or tests. 

Additional requirements 
In addition to the federal criteria, research qualifies for exempt status only if it involves no more than 
minimal risk.  

The IRB and ORI-HS retain the right to require oversight and continuing review when warranted by 
the nature of the research and/or inclusion of vulnerable subject populations even though it may not 
be required by federal regulation. 

All or nothing 
All of the proposed research activities of a federally funded study must fit 
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 Commonly accepted educational settings include but are not limited to K-12 schools and 
college classrooms.  They may also include after-school programs, preschools, vocational 
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(ii) Information, which may include information about biospecimens, is recorded by the investigator 
in such a manner that the identity of the human subjects cannot readily be ascertained directly or 
through identifiers linked to the subjects, the investigator does not contact the subjects, and the 
investigator will not re-identify subjects;  

(iii) The research involves only information collection and analysis involving the investigator's use of 
identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts 
A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 
CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or  

(iv) The research is conducted by, or on behalf of, a Federal department or agency using 
government-generated or government-collected information obtained for nonresearch activities, if 
the research generates identifiable
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 These projects also include also include waivers of otherwise mandatory requirements using 
authorities such as sections 1115 and 1115A of the Social Security Act, as amended. 

This category applies only to federally supported projects examining federal public benefits 
programs.  It is extremely rare for research to meet the criteria of this category. 

Category 6: Taste and Food Quality Evaluation and Consumer Acceptance Studies 

45 CFR 46.104(d)(6):  Taste and food quality evaluation and consumer acceptance studies; If 
wholesome foods without additives are consumed; or if a food is consumed that contains a food 
ingredient at or below the level and for a use found to be safe, or agricultural chemical or 
environmental contaminant at or below the level found to be safe, by the Food and Drug 
Administration or approved by the Environmental Protection Agency or the Food Safety and 
Inspection Service of the U.S. Department of Agriculture.  

 The research may not involve the consumption of any type of food, or volume of food, that 
would present any risk to the subjects.  The research must involve what the subject would 
consider reasonable eating behaviors. 

 Definition of “wholesome”:  means that the investigator has not manipulated the food 
ingredients, and that the content of the food will not be detrimental to the health of the 
subjects. If the research involves plants or 
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Any substantive change to the exempt research may invalidate the exempt determination.  The 
researcher is responsible for consulting with ORI-HS when changes are planned, to ascertain 
whether a new exempt determination, IRB review, or no action is required.  PIs may contact ORI-
HS via phone or email detailing the changes. If contacted by phone, the researcher will be asked to 
provide a written summary through IRBNet.  A determination/acknowledgement will be sent back 
acknowledging the changes and notifying the PI if any further action needs to be taken. 

If a minor modification is implemented by the researcher and is subsequently determined to be 
inconsistent with exempt status of a study, the researcher(s) could be subject to UNLV 
noncompliance procedures (see SOP 11.02).  

Standards of conduct 
Although research that qualifies for exempt status is not governed by federal regulations, 
investigators remain responsible for protecting the rights and welfare of their subjects by conducting 
the research in accordance with: The ethical principles of Respect for Persons, Beneficence, and 
Justice as described in the Belmont Report; Other applicable federal and state laws; UNLV policies; 
and Relevant professional standards and codes of conduct as generally accepted in the investigator’s 
academic and/or professional discipline. 

 The investigator is responsible for making every effort to ensure soundness of research design. 
 Ethical requirements also extend to incidental findings arising in the course of research. 

Researchers should be prepared to respond to any issues that arise in the course of exempt 
research to ensure the protection of research participants. 

Voluntary participation 
The Belmont principle of Respect for Persons states that subjects should be given the opportunity to 
choose whether to participate in research.  For this reason, ORI-HS expects that investigators will 
generally obtain some type of consent from subjects for any exempt research where the investigator 
will collect data through interaction (in-person or otherwise) with the subjects.  This consent(s), 
whether presented as a document or as an online format, should be submitted with the application. 

 If the research involves children, it is almost always appropriate to inform parents of their child’s 
participation in the research.  The signature of one parent is commonly accepted in exempt 
studies (Note that there may be other federal regulations that require parental permission, such 
as the COPPA regulation from the federal Department of Commerce about collecting 
identifiable information through a website from children under the age of 13). 

 The consent process need not include all of the federally required consent elements.  ORI-HS 
encourages investigators to provide subjects with, at a minimum, the information listed below in 
the consent process and before any data collection begins.  Additional information may be 
appropriate in some cases. 

o The identity/affiliation and contact information of the investigator 
o A statement that indicates that the activity is research and that participation is voluntary 
o A brief description of the study procedures 

 The information sheet template may be used in these instances where researchers need an 
example to use. 
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Documentation 
The determination (including the category(s) of exemption) is documented on a review sheet and in 
any communication to investigators.  Determinations are considered ORI-HS records and are 
appropriately tracked and filed. ORI-HS communicates the determination in writing to the 
researcher. 

Food and Drug Administration (FDA) 
Research regulated by the FDA qualifies for exempt status only if it meets the criteria described for 
Category 6.  Moreover, FDA-regulated research does not qualify for exempt status under Category 6 
if there have been food or color additives incorporated into the food product and those additives are 
used in research with the intent to apply to the FDA for marketing of the additive(s).  

Involvement of third party subjects 
Third party subjects are individuals about whom the researcher is obtaining private identifiable 
information from someone else. For example, an individual might be asked to provide private 
identifiable information about the medical history of a relative.  The relative would be considered a 
third party subject.  Involvement of third party subjects does not disqualify a project from exempt 
status. 
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