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(k) Public health authority means an
agency or authority of the United
States, a state, a territory, a political
subdivision of a state or territory, an
Indian tribe, or a foreign government,
or a person or entity acting under a
grant of authority from or contract
with such public agency, including the
employees or agents of such public
agency or its contractors or persons or
entities to whom it has granted au-
thority, that is responsible for public
health matters as part of its official
mandate.

(1) Research means a systematic in-
vestigation, including research devel-
opment, testing, and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities that
meet this definition constitute re-
search for purposes of this policy,
whether or not they are conducted or
supported under a program that is con-
sidered research for other purposes.
For example, some demonstration and
service programs may include research
activities. For purposes of this part,
the following activities are deemed not
to be research:

(1) Scholarly and journalistic activi-
ties (e.g., oral history, journalism, bi-
ography, literary criticism, legal re-
search, and historical scholarship), in-
cluding the collection and use of infor-
mation, that focus directly on the spe-
cific individuals about whom the infor-
mation is collected.

(2) Public health surveillance activi-
ties, including the collection and test-
ing of information or biospecimens,
conducted, supported, requested, or-
dered, required, or authorized by a pub-
lic health authority. Such activities
are limited to those necessary to allow
a public health authority to identify,
monitor, assess, or investigate poten-
tial public health signals, onsets of dis-
ease outbreaks, or conditions of public
health importance (including trends,
signals, risk factors, patterns in dis-
eases, or increases in injuries from
using consumer products). Such activi-
ties include those associated with pro-
viding timely situational awareness
and priority setting during the course
of an event or crisis that threatens
public health (including natural or
man-made disasters).
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(3) Collection and analysis of infor-
mation, biospecimens, or records by or
for a criminal justice agency for activi-
ties authorized by law or court order
solely for criminal justice or criminal
investigative purposes.

(4) Authorized operational activities
(as determined by each agency) in sup-
port of intelligence, homeland secu-
rity, defense, or other national secu-
rity missions.

(m) Written, or in writing, for purposes
of this part, refers to writing on a tan-
gible medium (e.g., paper) or in an elec-
tronic format.

§46.103 Assuring compliance with this
policy—research conducted or sup-
ported by any Federal department
or agency.

(a) Each institution engaged in re-
search that is covered by this policy,
with the exception of research eligible
for exemption under §46.104, and that is
conducted or supported by a Federal
department or agency, shall provide
written assurance satisfactory to the
department or agency head that it will
comply with the requirements of this
policy. In lieu of requiring submission
of an assurance, individual department
or agency heads shall accept the exist-
ence of a current assurance, appro-
priate for the research in question, on
file with the Office for Human Re-
search Protections, HHS, or any suc-
cessor office, and approved for Federal-
wide use by that office. When the exist-
ence of an HHS-approved assurance is
accepted in lieu of requiring submis-
sion of an assurance, reports (except
certification) required by this policy to
be made to department and agency
heads shall also be made to the Office
for Human Research Protections, HHS,
or any successor office. Federal depart-
ments and agencies will conduct or
support research covered by this policy
only if the institution has provided an
assurance that it will comply with the
requirements of this policy, as provided
in this section, and only if the institu-
tion has certified to the department or
agency head that the research has been
reviewed and approved by an IRB (if
such certification 1is required by
§46.103(d)).

(b) The assurance shall be executed
by an individual authorized to act for
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the institution and to assume on behalf
of the institution the obligations im-
posed by this policy and shall be filed
in such form and manner as the depart-
ment or agency head prescribes.

(c) The department or agency head
may limit the period during which any
assurance shall remain effective or
otherwise condition or restrict the as-
surance.

(d) Certification is required when the
research is supported by a Federal de-
partment or agency and not otherwise
waived under §46.101(i) or exempted
under §46.104. For such research, insti-
tutions shall certify that each proposed
research study covered by the assur-
ance and this section has been reviewed
and approved by the IRB. Such certifi-
cation must be submitted as prescribed
by the Federal department or agency
component supporting the research.
Under no condition shall research cov-
ered by this section be initiated prior
to receipt of the certification that the
research has been reviewed and ap-
proved by the IRB.

(e) For nonexempt research involving
human subjects covered by this policy
(or exempt research for which limited
IRB review takes place pursuant to
§46.104(d)(2)(iii), (A)(3)({H)(C), or (d)(7) or
(8)) that takes place at an institution
in which IRB oversight is conducted by
an IRB that is not operated by the in-
stitution, the institution and the orga-
nization operating the IRB shall docu-
ment the institution’s reliance on the
IRB for oversight of the research and
the responsibilities that each entity
will undertake to ensure compliance
with the requirements of this policy
(e.g., in a written agreement between
the institution and the IRB, by imple-
mentation of an institution-wide policy
directive providing the allocation of re-
sponsibilities between the institution
and an IRB that is not affiliated with
the institution, or as set forth in a re-
search protocol).

(Approved by the Office of Management and
Budget under Control Number 0990-0260)

§46.104 Exempt research.

(a) Unless otherwise required by law
or by department or agency heads, re-
search activities in which the only in-
volvement of human subjects will be in
one or more of the categories in para-
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graph (d) of this section are exempt
from the requirements of this policy,
except that such activities must com-
ply with the requirements of this sec-
tion and as specified in each category.

(b) Use of the exemption categories
for research subject to the require-
ments of subparts B, C, and D: Applica-
tion of the exemption categories to re-
search subject to the requirements of
45 CFR part 46, subparts B, C, and D, is
as follows:

(1) Subpart B. Each of the exemptions
at this section may be applied to re-
search subject to subpart B if the con-
ditions of the exemption are met.

(2) Subpart C. The exemptions at this
section do not apply to research sub-
ject to subpart C, except for research
aimed at involving a broader subject
population that only incidentally in-
cludes prisoners.

(3) Subpart D. The exemptions at
paragraphs (d)(1), (4), (5), (6), (7), and (8)
of this section may be applied to re-
search subject to subpart D if the con-
ditions of the exemption are met. Para-
graphs (d)(2)(1) and (ii) of this section
only may apply to research subject to
subpart D involving educational tests
or the observation of public behavior
when the investigator(s) do not partici-
pate in the activities being observed.
Paragraph (d)(2)(iii) of this section
may not be applied to research subject
to subpart D.

(c) [Reserved]

(d) Except as described in paragraph
(a) of this section, the following cat-
egories of human subjects research are
exempt from this policy:

(1) Research, conducted in estab-
lished or commonly accepted edu-
cational settings, that specifically in-
volves 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 effec-
tiveness of or the comparison among
instructional techniques, curricula, or
classroom management methods.

(2) Research that only includes inter-

actions involving educational tests
(cognitive, diagnostic, aptitude,
achievement), survey procedures,
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