
 
CHECKLIST:  EXEMPTION   

Does My Project Qualify for an Exempt Determination from the IRB? 
 
Whenever there is any doubt at all about the question:  “Does this project need IRB review and 
approval”, the PI should make an initial assessment (in the order listed) of whether a planned 
activity constitutes:  A) research, B) involves human subjects, C) fits into one or more exempt 
categories and D) the investigator/institution is “engaged” in the activity.    
 
Generally, oversight by the IRB is not required for studies:  

• that do not meet the definition of research, or  
• that are research but do not meet the definition of research involving human subjects, or  
• that meet the criteria for exemption from IRB review, or 
• in which the investigator and the institution are not engaged in research (e.g. are 

conducting the research under the auspices of RFUMS), or 
 
The PI may NOT formally exempt their own project and must obtain an official confirmation 
and determination from the IRB on this issue.   Based on its review, the IRB will determine 
whether the study meets specific criteria for exemption from further IRB oversight or if an IRB 
protocol is required.  The completed Checklist, along with a project summary can be submitted 
to the IRB along with any other relevant documents that may be needed (for example, 
documentation that the code to unlocked coded identifiable data is permanently unavailable to 
the investigators) in order to obtain an official IRB determination letter concerning Exemption. 
 
A.  Does the Project Meet the Definition of “Research”? 
45 CFR 46.102(d) defines research as a systematic investigation, including research 
development, testing and evaluation, designed to develop or contribute to generalizable 
knowledge.   

Yes No  

Do BOTH of the criteria for research apply to your project?   
If the answers in part A are NO, you can stop here - federal regulations do not apply and IRB 
approval is not needed. 
 
B.  Does the Research Project Involve “Human Subjects”? 
45 CFR 46.102(f) defines a human subject as a living individual about whom an 
investigator conducting research obtains data through intervention or interaction with the 
individual, or obtains identifiable private information about.    

Yes No 

This study does NOT involve the investigator obtaining data about living individuals by 
intervention or interaction with them, or obtaining identifiable private information about 
them. 

  

This study will utilize only anonymous data, or coded data or specimens where both of the 
following conditions apply: 

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

• The investigator cannot readily ascertain the identity of the individual to whom the 
coded private information or specimens pertain because either the key to decipher 
the code is destroyed before the research begins, or the investigators and the holder 
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of the key provide the IRB with a written agreement prohibiting the release of the 
key to the investigators under any circumstances.    

If you answered “Yes” to either question in part B, this study may qualify for exemption.   
 
C.1  Eligibility of the Human Subjects Research for Exemption  Yes No 
Does the study involve the use of specimens or data bearing any individual subject 
identifiers?    
If the study uses coded specimens or data, does the investigator or study staff have access 
to the key to the code permitting re-identification of the person whose specimen/data are 
being studied?  

  

Will the investigator or study staff, at any time, record or receive individually identifiable 
private health information (PHI)?    
Does the study involve the use of a U.S. Food and Drug Administration (FDA) regulated 
drug, device or biologic?   
Will the results of the research be submitted to, or held for inspection by, the FDA? 
   
Does the research involve taste and food quality evaluation and consumer acceptance 
studies involving consumption of foods with additives or ingredients, agricultural 
chemicals or environmental contaminants that are above the level found to be safe by the 
Food and Drug Administration or above the level approved by the Environmental 
Protection Agency or the Food Safety and Inspection Service of the U.S. Department of 
Agriculture? 

  

If the answer to any of the six questions in C(1) is “Yes”, the study likely does NOT qualify for 
exemption.  
  
 
C.2  Justification Category* for Exemption - Indicate which of the following 
categories represent the human subjects research project Yes No 

Exempt Category 1: Research, conducted in established or commonly accepted 
educational settings, that specifically involves normal educational practices that are not 
likely to adversely impact students’ opportunity to learn required educational content or the 
assessment of educators who provide instruction. This includes most research on regular 
and special education instructional strategies, and research on the effectiveness of, or the 
comparison among, instructional techniques, curricula, or classroom management methods. 
 

  

Exempt Category 2:  Research that only includes interactions involving educational tests 
(cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or 
observation of public behavior (including visual or auditory recording) if at least one of the 
following criteria is met: 
a.  The information obtained 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. 
b. Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation.   
c. The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained, directly or through identifiers 
linked to the subjects, and the IRB determines that the requirement § 46.111(a)(7) - 
protecting privacy and confidentiality is met.   
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Exempt Category 3:  Research involving benign behavioral interventions in conjunction 
with the collection of information from an adult subject through verbal or written responses 
(including data entry), or audiovisual recording if the subject prospectively agrees to the 
intervention and information collection, and at least one of the following criteria is met: 
a.  The information obtained 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;  
b.  Any disclosure of the human subjects’ responses outside the research would not 
reasonably place the subjects at risk of criminal or civil liability or be damaging to the 
subjects’ financial standing, employability, educational advancement, or reputation; or 
c. The information obtained is recorded by the investigator in such a manner that the 
identity of the human subjects can readily be ascertained directly or through identifiers 
linked to the subjects and the IRB determines that adequate provisions to protect the 
privacy of subjects and to maintain the confidentiality of data are in place as required by § 
46.111(a)(7).   

  

Exempt Category 4:   Secondary research uses of identifiable private information or 
identifiable biospecimens, if at least one of the following criteria is met: 
a. The identifiable private information or identifiable biospecimens are publicly available;  
b.  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;  
c. The research involves only information collection and analysis involving the 
investigator’s use of identifiable health information when that use is regulated under the 
HIPAA Privacy Rule, 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 
4.  The research is conducted by, or on behalf of, a Federal department or agency 
using government-generated or government collected information obtained for non-research 
activities, if the research generates identifiable private information that is or will be maintained on 
information technology that is subject to and in compliance with section 208(b) of the E-
Government Act of 2002, 44 U.S.C. 3501.  NOTE:  Category (4d) is generally not applicable at 
RFUMS. 

  

Exempt Category 5:   This category is generally reserved for federal government research and 
NOT available for local IRB determinations  
Research and demonstration projects that are conducted or supported by a Federal department or 
agency, or otherwise subject to the approval of department or agency heads (or the approval of the 
heads of bureaus or other subordinate agencies that have been delegated authority to conduct the 
research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise 
examine public benefit or service programs, including procedures for obtaining benefits or services 
under those programs, possible changes in or alternatives to those programs or procedures, or 
possible changes in methods or levels of payment for benefits or services under those programs.    
NOTE:  Category 5 is generally not applicable at RFUMS. 

  

Exempt Category 6:  Research involving taste and food quality evaluation and consumer 
acceptance studies, if: 
a. wholesome foods without additives are consumed or, 
b. a food is consumed that contains a food ingredient at or below the level and for a use 
found to be safe, or an 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. 
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Exempt Category 7:  Storage or maintenance for secondary research for which broad 
consent is required:  Storage or maintenance of identifiable private information or 
identifiable biospecimens for potential secondary research use if the IRB conducts a 
limited IRB review and makes the following determinations: 
• Broad consent for storage, maintenance, and secondary research use of identifiable 

private information or identifiable biospecimens is obtained; 
• Broad consent is appropriately documented or waiver of documentation of informed 

consent is appropriate; and 
• If there is a change made for research purposes in the way the identifiable private 

information or identifiable biospecimens are stored or maintained, there are adequate 
provisions to protect the privacy of subjects and to maintain the confidentiality of data. 

  

Exempt Category 8:  Secondary research for which broad consent is required: Research 
involving the use of identifiable private information or identifiable biospecimens for 
secondary research use, if all of the following criteria are met: 
• Broad consent for the storage, maintenance, and secondary research use of the 

identifiable private information or identifiable biospecimens was obtained; 
• Documentation of broad consent or waiver of documentation of consent was obtained; 
• The IRB conducts a limited IRB review and makes the determination that the research to 

be conducted is within the scope of the broad consent that will be obtained from 
subjects; and 

• The investigator does not include returning individual research results to subjects as part 
of the study plan. This provision does not prevent an investigator from abiding by any 
legal requirements to return individual research results. 

  

If you answered “Yes” to any of the categories, this study may qualify for exemption.   
 
 
D.  Is the investigator or institution “Engaged* in the Research”?   Indicate 
which of the following situations apply: Yes No 

a. Institutions whose employees or agents perform commercial or other services for 
investigators.     
b.  Institutions not selected as a research site whose employees or agents provide clinical 
trial-related medical services dictated by the protocol, but do not administer the study 
interventions being tested or evaluated under the protocol and would typically be 
performed as routine monitoring or follow up. 

  

c. Institutions not initially selected as a research site whose employees or agents administer 
the study interventions being tested or evaluated under the protocol limited to a one-time or 
short-term basis (e.g., an oncologist at the institution administers chemotherapy to a 
research subject as part of a clinical trial because the subject unexpectedly goes out of 
town, or is unexpectedly hospitalized).  

  

d. Institutions whose employees or agents inform prospective subjects about the availability 
of the research, provide them with information about the research, provide them with 
information about contacting investigators but do not obtain subjects’ consent for the 
research or act as representatives of the investigators. 

  

e. Institutions (e.g., schools, nursing homes, businesses) that permit use of their facilities 
for intervention or interaction with subjects by investigators from another institution.   
f. Institutions whose employees or agents release to investigators at another institution 
identifiable private information or identifiable biological specimens pertaining to the 
subjects of the research (for example schools that release identifiable student test scores; 
medical centers that release identifiable human biological specimens). 
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g. Institutions whose employees or agents obtain coded private information or human 
biological specimens from another institution involved in the research that retains a link to 
individually identifying information (such as name or social security number) and are 
unable to readily ascertain the identity of the subjects to whom the coded information or 
specimens pertain because the institution’s employees or agents and the holder of the key 
enter into an agreement prohibiting the release of the key to those employees or agents 
under any circumstances. 

  

h. Institutions whose employees or agents access or utilize individually identifiable private 
information only while visiting an institution that is engaged in the research, provided their 
research activities are overseen by the IRB of the institution that is engaged in the research. 

  

i. Institutions whose employees or agents access or review identifiable private information 
for purposes of study auditing (e.g., a government agency or private company will have 
access to individually identifiable study data for auditing purposes) 

  

j. Institutions whose employees or agents receive identifiable private information for 
purposes of satisfying U.S. Food and Drug Administration reporting requirements.   
k. Institutions whose employees or agents author a paper, journal article, or presentation 
describing a human subjects research study.   

 


