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(f) This policy does not affect any state or local laws or regulations (including tribal law passed by the official governing
body of an American Indian or Alaska Native tribe) that may otherwise be applicable and that provide additional protections for
human subjects.

(g) This policy does not affect any foreign laws or regulations that may otherwise be applicable and that provide additional
protections to human subjects of research.

(h) When research covered by this policy takes place in foreign countries, procedures normally followed in the foreign
countries to protect human subjects may differ from those set forth in this policy. In these circumstances, if a department or
agency head determines that the procedures prescribed by the institution afford protections that are at least equivalent to those
provided in this policy, the department or agency head may approve the substitution of the foreign procedures in lieu of the
procedural requirements provided in this policy. Except when otherwise required by statute, Executive Order, or the department
or agency head, notices of these actions as they occur will be published in the F������ R������� or will be otherwise
published as provided in department or agency procedures.

(i) Unless otherwise required by law, department or agency heads may waive the applicability of some or all of the
provisions of this policy to specific research activities or classes of research activities otherwise covered by this policy, provided
the alternative procedures to be followed are consistent with the principles of the Belmont Report.63 Except when otherwise
required by statute or Executive Order, the department or agency head shall forward advance notices of these actions to the
Office for Human Research Protections, Department of Health and Human Services (HHS), or any successor office, or to the
equivalent office within the appropriate Federal department or agency, and shall also publish them in the F������ R������� or
in such other manner as provided in department or agency procedures. The waiver notice must include a statement that
identifies the conditions under which the waiver will be applied and a justification as to why the waiver is appropriate for the
research, including how the decision is consistent with the principles of the Belmont Report.

63Id.

(j) Federal guidance on the requirements of this policy shall be issued only after consultation, for the purpose of
harmonization (to the extent appropriate), with other Federal departments and agencies that have adopted this policy, unless
such consultation is not feasible.

(k) [Reserved]

(l) Compliance dates and transition provisions:

(1) Pre-2018 Requirements. For purposes of this section, the pre-2018 Requirements means this subpart as published in
the 2016 edition of the Code of Federal Regulations.

(2) 2018 Requirements. For purposes of this section, the 2018 Requirements means the Federal Policy for the Protection
of Human Subjects requirements contained in this subpart. The general compliance date for the 2018 Requirements is January
21, 2019. The compliance date for §46.114(b) (cooperative research) of the 2018 Requirements is January 20, 2020.

(3) Research subject to pre-2018 requirements. The pre-2018 Requirements shall apply to the following research, unless
the research is transitioning to comply with the 2018 Requirements in accordance with paragraph (l)(4) of this section:

(i) Research initially approved by an IRB under the pre-2018 Requirements before January 21, 2019;

(ii) Research for which IRB review was waived pursuant to §46.101(i) of the pre-2018 Requirements before January 21,
2019; and

(iii) Research for which a determination was made that the research was exempt under §46.101(b) of the pre-2018
Requirements before January 21, 2019.

(4) Transitioning research. If, on or after July 19, 2018, an institution planning or engaged in research otherwise covered by
paragraph (l)(3) of this section determines that such research instead will transition to comply with the 2018 Requirements, the
institution or an IRB must document and date such determination.

(i) If the determination to transition is documented between July 19, 2018, and January 20, 2019, the research shall:

(A) Beginning on the date of such documentation through January 20, 2019, comply with the pre-2018 Requirements,
except that the research shall comply with the following:

(1) Section 46.102(l) of the 2018 Requirements (definition of research) (instead of §46.102(d) of the pre-2018
Requirements);







(3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities
authorized by law or court order solely for criminal justice or criminal investigative purposes.

(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense,
or other national security missions.

(m) Written, or in writing, for purposes of this part, refers to writing on a tangible medium (e.g., paper) or in an electronic
format.
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(2) Subpart C. The exemptions at this section do not apply to research subject to subpart C, except for research aimed at
involving a broader subject population that only incidentally includes prisoners.

(3) Subpart D. The exemptions at paragraphs (d)(1), (4), (5), (6), (7), and (8) of this section may be applied to research
subject to subpart D if the conditions of the exemption are met. Paragraphs (d)(2)(i) 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
participate 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 categories of human subjects research are exempt
from this policy:

(1) Research, conducted in established or commonly accepted educational settings, that specifically involves 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 effectiveness of or the comparison among instructional techniques, curricula, or classroom
management methods.
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§46.109   IRB review of research.

(a) An IRB shall review and have authority to approve, require modifications in (to secure approval), or disapprove all
research activities covered by this policy, including exempt research activities under §46.104 for which limited IRB review is a
condition of exemption (under §46.104(d)(2)(iii), (d)(3)(i)(C), and (d)(7), and (8)).

(b) An IRB shall require that information given to subjects (or legally authorized representatives, when appropriate) as part
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(5) A list of IRB members in the same detail as described in §46.108(a)(2).

(6) Wi ).(6) Wi





subject or the legally authorized representative is asked to provide broad consent, the following shall be provided to each
subject or the subject's legally authorized representative:

(1) The information required in paragraphs (b)(2), (b)(3), (b)(5), and (b)(8) and, when appropriate, (c)(7) and (9) of this
section;

(2) A general description of the types of research that may be conducted with the identifiable private information or
identifiable biospecimens. This description must include sufficient information such that a reasonable person would expect that
the broad consent would permit the types of research conducted;

(3) A description of the identifiable private information or identifiable biospecimens that might be used in research, whether
sharing of identifiable private information or identifiable biospecimens might occur, and the types of institutions or researchers
that might conduct research with the identifiable private information or identifiable biospecimens;

(4) A description of the period of time that the identifiable private information or identifiable biospecimens may be stored
and maintained (which period of time could be indefinite), and a description of the period of time that the identifiable private
information or identifiable biospecimens may be used for research purposes (which period of time could be indefinite);

(5) Unless the subject or legally authorized representative will be provided details about specific research studies, a
statement that they will not be informed of the details of any specific research studies that might be conducted using the
subject's identifiable private information or identifiable biospecimens, including the purposes of the research, and that they
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(2) A short form written informed consent form stating that the elements of informed consent required by §46.116 have
been presented orally to the subject or the subject's legally authorized representative, and that the key information required by
§46.116(a)(5)(i) was presented first to the subject, before other information, if any, was provided. The IRB shall approve a
written summary of what is to be said to the subject or the legally authorized representative. When this method is used, there
shall be a witness to the oral presentation. Only the short form itself is to be signed by the subject or the subject's legally
authorized representative. However, the witness shall sign both the short form and a copy of the summary, and the person
actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the
subject's legally authorized representative, in addition to a copy of the short form.

(c)(1) An IRB may waive the requirement for the investigator to obtain a signed informed consent form for some or all
subjects if it finds any of the following:

(i) That the only record linking the subject and the research would be the informed consent form and the principal risk
would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be
asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern;

(ii) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written
consent is normally required outside of the research context; or

(iii) If the subjects or legally authorized representatives are members of a distinct cultural group or community in which
signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an
appropriate alternative mechanism for documenting that informed consent was obtained.

(2) In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects or
legally authorized representatives with a written statement regarding the research.
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§46.121   [Reserved]
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§46.122   Use of Federal funds.

Federal funds administered by a Federal department or agr t o tm oar t   t oarandag   rmeansmaesmt na tmerba sbredms errdme f  b ebs b is edadmeae t aee am  t  o meedera
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(b) If information associated with material described in paragraph (a) of this section is recorded for research purposes in a
manner that living individuals can be identified, directly or through identifiers linked to those individuals, those individuals are
research subjects and all pertinent subparts of this part are applicable.

 Back to Top

§46.207   Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a
serious problem affecting the health or welfare of pregnant women, fetuses, or neonates.

The Secretary will conduct or fund research that the IRB does not believe meets the requirements of §46.204 or §46.205
only if:

(a) The IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or
alleviation of a serious problem affecting the health or welfare of pregnant women, fetuses or neonates; and

(b) The Secretary, after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, ethics,
law) and following opportunity for public review and comment, including a public meeting announced in the F������ R�������,
has determined either:

(1) That the research in fact satisfies the conditions of §46.204, as applicable; or

(2) The following:

(i) The research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious
problem affecting the health or welfare of pregnant women, fetuses or neonates;

(ii) The research will be conducted in accord with sound ethical principles; and

(iii) Informed consent will be obtained in accord with the informed consent provisions of subpart A and other applicable
subparts of this part.
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Subpart C—Additional Protections Pertaining to Biomedical and Behavioral Research Involving
Prisoners as Subjects

S�����: 43 FR 53655, Nov. 16, 1978, unless otherwise noted.
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§46.301   Applicability.

(a) The regulations in this subpart are applicable to all biomedical and behavioral research conducted or supported by the
Department of Health and Human Services involving prisoners as subjects.

(b) Nothing in this subpart shall be construed as indicating that compliance with the procedures set forth herein will
authorize research involving prisoners as subjects, to the extent such research is limited or barred by applicable State or local
law.

(c) The requirements of this subpart are in addition to those imposed under the other subparts of this part.

 Back to Top

§46.302   Purpose.

Inasmuch as prisoners may be under constraints because of their incarceration which could affect their ability to make a
truly voluntary and uncoerced decision whether or not to participate as subjects in research, it is the purpose of this subpart to
provide additional safeguards for the protection of prisoners involved in activities to which this subpart is applicable.
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§46.303   Definitions.

As used in this subpart:

(a) Secretary means the Secretary of Health and Human Services and any other officer or employee of the Department of
Health and Human Services to whom authority has been delegated.





(a) Biomedical or behavioral research conducted or supported by DHHS may involve prisoners as subjects only if:

(1) The institution responsible for the conduct of the research has certified to the Secretary that the Institutional Review
Board has approved the research under §46.305 of this subpart; and

(2) In the judgment of the Secretary the proposed research involves solely the following:

(i) Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study
presents no more than minimal risk and no more than inconvenience to the subjects;

(ii) Study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no
more than minimal risk and no more than inconvenience to the subjects;

(iii) Research on conditions particularly affecting prisoners as a class (for example, vaccine trials and other research on
hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems such as
alcoholism, drug addiction and sexual assaults) provided that the study may proceed only after the Secretary has consulted
with appropriate experts including experts in penology medicine and ethics, and published notice, in the F������ R�������, of
his intent to approve such research; or
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(b) Assent means a child's affirmative agreement to participate in research. Mere failure to object should not, absent
affirmative agreement, be construed as assent.

(c) Permission means the agreement of parent(s) or guardian to the participation of their child or ward in research.

(d) Parent means a child's biological or adoptive parent.

(e) Guardian means an individual who is authorized under applicable State or local law to consent on behalf of a child to
general medical care.
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§46.403   IRB duties.

In addition to other responsibilities assigned to IRBs under this part, each IRB shall review uᤰRB shalIRion to
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(2) Conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as
subjects are not wards.

(b) If the research is approved under paragraph (a) of this section, the IRB shall require appointment of an advocate for
each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis. One
individual may serve as advocate for more than one child. The advocate shall be an individual who has the background and
experience to act in, and agrees to act in, the best interests of the child for the duration of the child's participation in the
research and who is not associated in any way (except in the role as advocate or member of the IRB) with the research, the
investigator(s), or the guardian organization.
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Subpart E—Registration of Institutional Review Boards
S�����: 74 FR 2405, Jan. 15, 2009, unless otherwise noted.
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§46.501   What IRBs must be registered?

Each IRB that is designated by an institution under an assurance of compliance approved for federalwide use by the Office
for Human Research Protections (OHRP) under §46.103(a) and that reviews research involving human subjects conducted or
supported by the Department of Health and Human Services (HHS) must be registered with H ʰ �) ʰ u � ʰ ) ʰ u�) ʰ u䦓　 b撙㌰ ) ʰ dar c a r u
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Need assistance?

Each IRB must be registered electronically through http://ohrp.cit.nih.gov/efile unless an institution or organization lacks the
ability to register its IRB(s) electronically. If an institution or organization lacks the ability to register an IRB electronically, it must
sst ilit te

https://www.ecfr.gov/cgi-bin/ECFR?SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&page=faq#quest11

