WIRB Exemption Review
Exemptions are granted by two people at WIRB if there is sufficient proof.
Proof is generally based on the common rule and 45CFR46.101(b)(2) or (b)(4).

Institutions conducting federally-supported human subject research and the
IRB(s) designated under the Institution's Assurance will comply with the
Federal Policy for the Protection of Human Subjects, known as the Common
Rule. All federally-supported human subject research will also comply with

any additional human subject regulations and policies of the supporting
Department or Agency. All human subject research conducted or supported by
the Department of Health and Human Services (DHHS) will comply with all
Subparts of DHHS regulations at Title 45 Code of Federal Regulations Part 46
(45 CFR 46 and its Subparts A, B, C, and D).

45 CFR ? 46.101 To what does this policy apply?
(a) Except as provided in paragraph b) of this section, this policy applies
to all research involving human subjects conducted, supported or otherwise
subject to regulation by any federal department or agency which takes
appropriate administrative action to make the policy applicable to such
research. This includes research conducted by federal civilian employees or
military personnel, except that each department or agency head may adopt
such procedural modifications as may be appropriate from an administrative
standpoint. It also includes research conducted, supported, or otherwise
subject to regulation by the federal government outside the United States.
(1) Research that is conducted or supported by a federal department or
agency, whether or not it is regulated as defined in ? 46.102(e), must
comply with all sections of this policy.
(2) Research that is neither conducted nor supported by a federal department
or agency but is subject to regulation as defined in ? 46.102(e) must be
reviewed and approved, in compliance with ? 46.101, ? 46.102, and ? 46.107
through ? 46.117 of this policy, by an institutional review board (IRB) that
operates in accordance with the pertinent requirements of this policy.

(b) Unless otherwise required by department or agency heads, research
activities in which the only involvement of human subjects will be in one or
more of the following categories are exempt from this policy:

(1) 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.

(2) Research involving the use of educational

tests (cognitive, diagnostic, aptitude, achievement), survey procedures,
interview procedures or observation of public behavior, unless: (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 could
reasonably place the subjects at risk of criminal or civil liability or be
damaging to the subjects' financial standing, employability, or reputation.

(3) Research involving the use of educational tests (cognitive, diagnostic,
aptitude, achievement), survey procedures, interview procedures, or
observation of public behavior that is not exempt under paragraph (b)(2) of
this section, if: (i) The human subjects are elected or appointed public

officials or candidates for public office; or (ii) federal statute(s)

require(s) without exception that the confidentiality of the personally
identifiable information will be maintained throughout the research and
thereafter.

(4) 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. This is no longer considered human subjects.
(5) 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: 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 and Inspection Service of the U.S. Department of
Agriculture.

These terms apply whenever the Institution becomes engaged in U.S.
federally-supported* (i.e., conducted or supported) human subject research,
which is not otherwise exempt from the U.S. Federal Policy for the

Protection of Human Subjects. The Institution becomes engaged whenever (a)
the Institution's employees or agents intervene or interact with human
subjects for purposes of U.S. federally-supported research; (b) the

Institution's employees or agents obtain individually identifiable private
information about human subjects for purposes of U.S. federally-supported
research; or (c) the Institution receives a direct award to conduct U.S.
federally-supported human subject research, even where all activities
involving human subjects are carried out by a subcontractor or collaborator.
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This is no longer considered human subjects.




