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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
§11.103(d)).

(b) The assurance shall be executed
by an individual authorized to act for
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 §11.101(i) or exempted
under §11.104. 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
§11.104(d)(2)(iii), (A)(3)(E)(C), or (A)(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
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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)

§11.104 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-
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), (), (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]
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§11.104

(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,

interview procedures, or observation of
public behavior (including visual or au-
ditory recording) if at least one of the
following criteria is met:

(i) The information obtained is re-
corded 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;

(ii) Any disclosure of the human sub-
jects’ responses outside the research
would not reasonably place the sub-
jects at risk of criminal or civil liabil-
ity or be damaging to the subjects’ fi-
nancial standing, employability, edu-
cational advancement, or reputation;
or

(iii) The information obtained is re-
corded by the investigator in such a
manner that the identity of the human
subjects can readily be ascertained, di-
rectly or through identifiers linked to
the subjects, and an IRB conducts a
limited IRB review to make the deter-
mination required by §11.111(a)(7).

(3)(1) Research involving benign be-
havioral 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 collec-
tion and at least one of the following
criteria is met:
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(A) The information obtained is re-
corded 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 sub-
jects’ responses outside the research
would not reasonably place the sub-
jects at risk of criminal or civil liabil-
ity or be damaging to the subjects’ fi-
nancial standing, employability, edu-
cational advancement, or reputation;
or

(C) The information obtained is re-
corded by the investigator in such a
manner that the identity of the human
subjects can readily be ascertained, di-
rectly or through identifiers linked to
the subjects, and an IRB conducts a
limited IRB review to make the deter-
mination required by §11.111(a)(7).

(ii) For the purpose of this provision,
benign behavioral interventions are
brief in duration, harmless, painless,
not physically invasive, not likely to
have a significant adverse lasting im-
pact on the subjects, and the investi-
gator has no reason to think the sub-
jects will find the interventions offen-
sive or embarrassing. Provided all such
criteria are met, examples of such be-
nign behavioral interventions would in-
clude having the subjects play an on-
line game, having them solve puzzles
under various noise conditions, or hav-
ing them decide how to allocate a
nominal amount of received cash be-
tween themselves and someone else.

(iii) If the research involves deceiv-
ing the subjects regarding the nature
or purposes of the research, this ex-
emption is not applicable unless the
subject authorizes the deception
through a prospective agreement to
participate in research in cir-
cumstances in which the subject is in-
formed that he or she will be unaware
of or misled regarding the nature or
purposes of the research.

(4) Secondary research for which con-
sent is not required: Secondary re-
search uses of identifiable private in-
formation or identifiable biospecimens,
if at least one of the following criteria
is met:

(i) The identifiable private informa-
tion or identifiable biospecimens are
publicly available;
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(ii) Information, which may include
information about biospecimens, is re-
corded 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 inves-
tigator will not re-identify subjects;

(iii) The research involves only infor-
mation collection and analysis involv-
ing the investigator’s use of identifi-
able health information when that use
is regulated under 45 CFR parts 160 and
164, subparts A and E, for the purposes
of ‘“‘health care operations’” or ‘‘re-
search’ as those terms are defined at
45 CFR 164.501 or for ‘‘public health ac-
tivities and purposes” as described
under 45 CFR 164.512(b); or

(iv) The research is conducted by, or
on behalf of, a Federal department or
agency using government-generated or
government-collected information ob-
tained for nonresearch activities, if the
research generates identifiable private
information that is or will be main-
tained 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, if all of the
identifiable private information col-
lected, used, or generated as part of the
activity will be maintained in systems
of records subject to the Privacy Act of
1974, 5 U.S.C. 5b2a, and, if applicable,
the information used in the research
was collected subject to the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501 et
seq.

(5) Research and demonstration
projects that are conducted or sup-
ported by a Federal department or
agency, or otherwise subject to the ap-
proval of department or agency heads
(or the approval of the heads of bureaus
or other subordinate agencies that
have been delegated authority to con-
duct the research and demonstration
projects), and that are designed to
study, evaluate, improve, or otherwise
examine public benefit or service pro-
grams, including procedures for obtain-
ing benefits or services under those
programs, possible changes in or alter-
natives to those programs or proce-
dures, or possible changes in methods
or levels of payment for benefits or
services under those programs. Such

§11.104

projects include, but are not limited to,
internal studies by Federal employees,
and studies under contracts or con-
sulting arrangements, cooperative
agreements, or grants. Exempt projects
also include waivers of otherwise man-
datory requirements using authorities
such as sections 1115 and 1115A of the
Social Security Act, as amended.

(i) Bach Federal department or agen-
cy conducting or supporting the re-
search and demonstration projects
must establish, on a publicly accessible
Federal Web site or in such other man-
ner as the department or agency head
may determine, a list of the research
and demonstration projects that the
Federal department or agency conducts
or supports under this provision. The
research or demonstration project
must be published on this list prior to
commencing the research involving
human subjects.

(ii) [Reserved]

(6) Taste and food quality evaluation
and consumer acceptance studies:

(i) If wholesome foods without addi-
tives are consumed, or

(ii) If a food is consumed that con-
tains a food ingredient at or below the
level and for a use found to be safe, or
agricultural chemical or environ-
mental 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 Agri-
culture.

(7) Storage or maintenance for sec-
ondary research for which broad con-
sent is required: Storage or mainte-
nance of identifiable private informa-
tion or identifiable biospecimens for
potential secondary research use if an
IRB conducts a limited IRB review and
makes the determinations required by
§11.111(a)(8).

(8) Secondary research for which
broad consent is required: Research in-
volving the use of identifiable private
information or identifiable biospeci-
mens for secondary research use, if the
following criteria are met:

(i) Broad consent for the storage,
maintenance, and secondary research
use of the identifiable private informa-
tion or identifiable biospecimens was
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§§11.105-11.106

obtained in accordance with
§11.116(a)(1) through (4), (a)(6), and (d);

(ii) Documentation of informed con-
sent or waiver of documentation of
consent was obtained in accordance
with §11.117;

(iii) An IRB conducts a limited IRB
review and makes the determination
required by §11.111(a)(7) and makes the
determination that the research to be
conducted is within the scope of the
broad consent referenced in paragraph
(d)(8)(1) of this section; and (iv) The in-
vestigator does not include returning
individual research results to subjects
as part of the study plan. This provi-
sion does not prevent an investigator
from abiding by any legal requirements
to return individual research results.

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

§§11.105-11.106 [Reserved]

§11.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members (professional competence),
and the diversity of its members, in-
cluding race, gender, and cultural
backgrounds and sensitivity to such
issues as community attitudes, to pro-
mote respect for its advice and counsel
in safeguarding the rights and welfare
of human subjects. The IRB shall be
able to ascertain the acceptability of
proposed research in terms of institu-
tional commitments (including policies
and resources) and regulations, appli-
cable law, and standards of professional
conduct and practice. The IRB shall
therefore include persons Kknowledge-
able in these areas. If an IRB regularly
reviews research that involves a cat-
egory of subjects that is vulnerable to
coercion or undue influence, such as
children, prisoners, individuals with
impaired decision-making capacity, or
economically or educationally dis-
advantaged persons, consideration
shall be given to the inclusion of one or
more individuals who are knowledge-
able about and experienced in working
with these categories of subjects.
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(b) Each IRB shall include at least
one member whose primary concerns
are in scientific areas and at least one
member whose primary concerns are in
nonscientific areas.

(c) Each IRB shall include at least
one member who is not otherwise affili-
ated with the institution and who is
not part of the immediate family of a
person who is affiliated with the insti-
tution.

(d) No IRB may have a member par-
ticipate in the IRB’s initial or con-
tinuing review of any project in which
the member has a conflicting interest,
except to provide information re-
quested by the IRB.

(e) An IRB may, in its discretion, in-
vite individuals with competence in
special areas to assist in the review of
issues that require expertise beyond or
in addition to that available on the
IRB. These individuals may not vote
with the IRB.

§11.108 IRB functions and operations.

(a) In order to fulfill the require-
ments of this policy each IRB shall:

(1) Have access to meeting space and
sufficient staff to support the IRB’s re-
view and recordkeeping duties;

(2) Prepare and maintain a current
list of the IRB members identified by
name; earned degrees; representative
capacity; indications of experience
such as board certifications or licenses
sufficient to describe each member’s
chief anticipated contributions to IRB
deliberations; and any employment or
other relationship between each mem-
ber and the institution, for example,
full-time employee, part-time em-
ployee, member of governing panel or
board, stockholder, paid or unpaid con-
sultant;

(3) Establish and follow written pro-
cedures for:

(i) Conducting its initial and con-
tinuing review of research and for re-
porting its findings and actions to the
investigator and the institution;

(ii) Determining which projects re-
quire review more often than annually
and which projects need verification
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and
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