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+* Definition

Exempt

A research is exempt from meeting requirements for initial and continuing IRB review. Research that is
found to be “exempt” is still considered to be human subject research.
Minimal risk

The probability and magnitude of harm or discomfort anticipated in the research are not greater than that
ordinarily encountered in daily life or during the performance of routine physical or psychological

examinations or tests.
Deception means deliberately misleading subjects about some aspect of the research.

Examples of deception include:

® Misinforming participants about the research
® The use of fake or rigged instruments or procedures
® Misleading play-acting in experimental design

® The use of covert procedures

Incomplete disclosure means deliberately withholding certain information regarding certain aspects of the

study. Examples include: Withholding specific information about the true purpose of a study.

Studies using deception or concealment may qualify for exempt status when all applicable exempt criteria

are met and when:

® The deception or incomplete disclosure is necessary to ensure valid results or to reduce biased

responses and such deception is not harmful to subjects.

® The deception or incomplete disclosure is not being used to get subjects to do something that the

majority of them would not do if the information was fully disclosed to them; and

® The conditions of the deception pose no more than minimal risk of physical or emotional distress.
“Conditions” include: the nature of the deception or concealment; how likely it is that subjects will
learn of the deception or concealment; the nature of any de-briefing; how likely it is that anyone
besides the research team and the subject would learn results about a subject that would be

distressing to the subject.

® A debriefing of subjects after they complete the procedures may be appropriate and may be required
(but is not necessary) to obtain exempt status. The need for a de-briefing does not necessarily
exclude a project from exempt status; the key issue is whether the project overall (including the de-

briefing) involves no more than minimal risk to subjects.
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