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University of Missouri ‑ St. Louis

Guidelines for Application for Exemption from Review by the Institutional Review Board 

I. Federal and University Regulations require all research involving human subjects to be approved by the institutional Review Board (IRB). The only exceptions are those categories of research that are defined as exempt from review by Federal Regulations. At the University of Missouri, the Office of Research Administration staff and the Chair of the IRB work together to determine whether research is exempt as specified in the Federal Regulations. 

II. Exempt research includes:

a. Research conducted in ESTABLISHED or COMMONLY ACCEPTED EDUCATIONAL SETTINGS, involving normal educational practices, such as:

i. research on regular and special education instructional strategies, or 
ii. research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

b. Research involving the use of EDUCATIONAL TESTS (cognitive, diagnostic, aptitude, or achievement), SURVEY procedures, INTERVIEW procedures, or OBSERVATION OF PUBLIC BEHAVIOR, unless:ADVANCE \d7
i. information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects;  AND
ii. any disclosure of the human subjects’ responses outside the research reasonably could place the subjects at risk of criminal or civil liability or could be damaging to the subjects’ financial standing, employability, or reputation.

c. Research involving the use of EDUCATIONAL TESTS (cognitive, diagnostic, aptitude, or achievement), SURVEY procedures, INTERVIEW procedures, or OBSERVATION OF PUBLIC BEHAVIOR, that is NOT exempt under (b) above if:ADVANCE \d7
i. the human subjects are elected or appointed public officials or candidates for public office; or
ii. federal status requires, without exception, that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

d. Research involving the collection or study of EXISTING DATA DOCUMENTS, RECORDS, PATHOLOGICAL SPECIMENS, or DIAGNOSTIC SPECIMENS, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified directly or through identifiers linked to the subjects.

e. RESEARCH and DEMONSTRATION PROJECTS which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:ADVANCE \d7
i. public benefit or service programs;

ii. procedures for obtaining benefits or services under those programs;

iii. possible changes in, or alternatives to, those programs or procedures; or
iv. possible changes in methods or levels of payment for benefits or services under those programs.

f. TASTE and FOOD QUALITY EVALUATION and CONSUMER ACCEPTANCE studies:

i. if wholesome foods without additives are consumed, or
ii. 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 Inspection Services of the U.S. Department of Agriculture.

If subjects are under age 18, SURVEY or INTERVIEW PROCEDURES (#2 and #3 above) are NOT eligible for exemption.

If subjects are under age 18, research involving OBSERVATION OF PUBLIC BEHAVIOR (#2 and #3 above) is eligible for exemption ONLY when the investigator does not participate in or manipulate the activities being observed.


University of Missouri ‑ St. Louis

Application for Exemption from Review by the Institutional Review Board 

1.
Using categories described in item II(a) of the Guidelines, list the category of research activity that you believe applies to your research.

2.
Briefly describe the nature of the involvement of the human subjects (personal interview, mailed questionnaire, telephone questionnaire, observation, etc.) and the reason you believe this project qualifies for exemption from review.

3.
Are the data recorded in such a manner that subjects can be identified by a name or code? ___

If yes:
a)
Who has access to the data, and how is it being stored?

b)
If you are using an assessment tool (e.g., the Beck Depression Inventory), what is your procedure for referring the subject for follow-up if his/her scores are significant?

c)
Will the list of names and codes be destroyed at the end of the study?

4.
Age of subjects:
Adults (persons age 18 and older)
Yes ____
No____

Minors (persons under age 18)
Yes ____
No____

5.
If your project uses a questionnaire or structured interview, attach a copy of the questionnaire or interview questions to this form.


If a consent form will be used, attach a copy to the protocol.

Submit an original and 1 copy of this application, with attachments (number all pages), to the Office of Research Administration, 341 Woods Hall.

