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(2) The following research is not sub-
ject to this provision:

(i) Cooperative research for which
more than single IRB review is re-
quired by law (including tribal law
passed by the official governing body of
an American Indian or Alaska Native
tribe); or

(ii) Research for which any Federal
department or agency supporting or
conducting the research determines
and documents that the use of a single
IRB is not appropriate for the par-
ticular context.

(c) For research not subject to para-
graph (b) of this section, an institution
participating in a cooperative project
may enter into a joint review arrange-
ment, rely on the review of another
IRB, or make similar arrangements for
avoiding duplication of effort.

§46.115 IRB records.

(a) An institution, or when appro-
priate an IRB, shall prepare and main-
tain adequate documentation of IRB
activities, including the following:

(1) Copies of all research proposals re-
viewed, scientific evaluations, if any,
that accompany the proposals, ap-
proved sample consent forms, progress
reports submitted by investigators, and
reports of injuries to subjects.

(2) Minutes of IRB meetings, which
shall be in sufficient detail to show at-
tendance at the meetings; actions
taken by the IRB; the vote on these ac-
tions including the number of members
voting for, against, and abstaining; the
basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted
issues and their resolution.

(3) Records of continuing review ac-
tivities, including the rationale for
conducting continuing review of re-
search that otherwise would not re-
quire continuing review as described in
§46.109(f)(1).

(4) Copies of all correspondence be-
tween the IRB and the investigators.

(5) A list of IRB members in the same
detail as described in §46.108(a)(2).

(6) Written procedures for the IRB in
the same detail as described in
§46.108(a)(3) and (4).

(7) Statements of significant new
findings provided to subjects, as re-
quired by §46.116(c)(5).
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(8) The rationale for an expedited re-
viewer’s determination under
§46.110(b)(1)(i) that research appearing
on the expedited review list described
in §46.110(a) is more than minimal risk.

(9) Documentation specifying the re-
sponsibilities that an institution and
an organization operating an IRB each
will undertake to ensure compliance
with the requirements of this policy, as
described in §46.103(e).

(b) The records required by this pol-
icy shall be retained for at least 3
years, and records relating to research
that is conducted shall be retained for
at least 3 years after completion of the
research. The institution or IRB may
maintain the records in printed form,
or electronically. All records shall be
accessible for inspection and copying
by authorized representatives of the
Federal department or agency at rea-
sonable times and in a reasonable man-
ner.

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

§46.116 General requirements for in-
formed consent.

(a) General. General requirements for
informed consent, whether written or
oral, are set forth in this paragraph
and apply to consent obtained in ac-
cordance with the requirements set
forth in paragraphs (b) through (d) of
this section. Broad consent may be ob-
tained in lieu of informed consent ob-
tained in accordance with paragraphs
(b) and (c) of this section only with re-
spect to the storage, maintenance, and
secondary research uses of identifiable
private information and identifiable
biospecimens. Waiver or alteration of
consent in research involving public
benefit and service programs conducted
by or subject to the approval of state
or local officials is described in para-
graph (e) of this section. General waiv-
er or alteration of informed consent is
described in paragraph (f) of this sec-
tion. Except as provided elsewhere in
this policy:

(1) Before involving a human subject
in research covered by this policy, an
investigator shall obtain the legally ef-
fective informed consent of the subject
or the subject’s legally authorized rep-
resentative.
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(2) An investigator shall seek in-
formed consent only under cir-
cumstances that provide the prospec-
tive subject or the legally authorized
representative sufficient opportunity
to discuss and consider whether or not
to participate and that minimize the
possibility of coercion or undue influ-
ence.

(3) The information that is given to
the subject or the legally authorized
representative shall be in language un-
derstandable to the subject or the le-
gally authorized representative.

(4) The prospective subject or the le-
gally authorized representative must
be provided with the information that
a reasonable person would want to
have in order to make an informed de-
cision about whether to participate,
and an opportunity to discuss that in-
formation.

(5) Except for broad consent obtained
in accordance with paragraph (d) of
this section:

(i) Informed consent must begin with
a concise and focused presentation of
the key information that is most likely
to assist a prospective subject or le-
gally authorized representative in un-
derstanding the reasons why one might
or might not want to participate in the
research. This part of the informed
consent must be organized and pre-
sented in a way that facilitates com-
prehension.

(ii) Informed consent as a whole must
present information in sufficient detail
relating to the research, and must be
organized and presented in a way that
does not merely provide lists of iso-
lated facts, but rather facilitates the
prospective subject’s or legally author-
ized representative’s understanding of
the reasons why one might or might
not want to participate.

(6) No informed consent may include
any exculpatory language through
which the subject or the legally au-
thorized representative is made to
waive or appear to waive any of the
subject’s legal rights, or releases or ap-
pears to release the investigator, the
sponsor, the institution, or its agents
from liability for negligence.

(b) Basic elements of informed consent.
Except as provided in paragraph (d),
(e), or (f) of this section, in seeking in-
formed consent the following informa-
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tion shall be provided to each subject
or the legally authorized representa-
tive:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’s partici-
pation, a description of the procedures
to be followed, and identification of
any procedures that are experimental;

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to
the subject or to others that may rea-
sonably be expected from the research;

(4) A disclosure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject;

(5) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be
maintained;

(6) For research involving more than
minimal risk, an explanation as to
whether any compensation and an ex-
planation as to whether any medical
treatments are available if injury oc-
curs and, if so, what they consist of, or
where further information may be ob-
tained;

(7) An explanation of whom to con-
tact for answers to pertinent questions
about the research and research sub-
jects’ rights, and whom to contact in
the event of a research-related injury
to the subject;

(8) A statement that participation is
voluntary, refusal to participate will
involve no penalty or loss of benefits to
which the subject is otherwise entitled,
and the subject may discontinue par-
ticipation at any time without penalty
or loss of benefits to which the subject
is otherwise entitled; and

(9) One of the following statements
about any research that involves the
collection of identifiable private infor-
mation or identifiable biospecimens:

(i) A statement that identifiers
might be removed from the identifiable
private information or identifiable bio-
specimens and that, after such re-
moval, the information or biospeci-
mens could be used for future research
studies or distributed to another inves-
tigator for future research studies
without additional informed consent
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from the subject or the legally author-
ized representative, if this might be a
possibility; or

(ii) A statement that the subject’s in-
formation or biospecimens collected as
part of the research, even if identifiers
are removed, will not be used or dis-
tributed for future research studies.

(c) Additional elements of informed con-
sent. Except as provided in paragraph
(d), (e), or (f) of this section, one or
more of the following elements of in-
formation, when appropriate, shall also
be provided to each subject or the le-
gally authorized representative:

(1) A statement that the particular
treatment or procedure may involve
risks to the subject (or to the embryo
or fetus, if the subject is or may be-
come pregnant) that are currently un-
foreseeable;

(2) Anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’s or the
legally authorized representative’s
consent;

(3) Any additional costs to the sub-
ject that may result from participation
in the research;

(4) The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that significant new
findings developed during the course of
the research that may relate to the
subject’s willingness to continue par-
ticipation will be provided to the sub-
ject;

(6) The approximate number of sub-
jects involved in the study;

(7) A statement that the subject’s
biospecimens (even if identifiers are re-
moved) may be used for commercial
profit and whether the subject will or
will not share in this commercial prof-
it;

(8) A statement regarding whether
clinically relevant research results, in-
cluding individual research results,
will be disclosed to subjects, and if so,
under what conditions; and

(9) For research involving biospeci-
mens, whether the research will (if
known) or might include whole genome
sequencing (i.e., sequencing of a human
germline or somatic specimen with the
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intent to generate the genome or
exome sequence of that specimen).

(d) Elements of broad consent for the
storage, maintenance, and secondary re-
search use of identifiable private informa-
tion or identifiable biospecimens. Broad
consent for the storage, maintenance,
and secondary research use of identifi-
able private information or identifiable
biospecimens (collected for either re-
search studies other than the proposed
research or nonresearch purposes) is
permitted as an alternative to the in-
formed consent requirements in para-
graphs (b) and (c) of this section. If the
subject or the legally authorized rep-
resentative 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 para-
graphs (b)(2), (b)(3), (b)(5), and (b)(8)
and, when appropriate, (¢)(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 descrip-
tion must include sufficient informa-
tion such that a reasonable person
would expect that the broad consent
would permit the types of research con-
ducted;

(3) A description of the identifiable
private information or identifiable bio-
specimens that might be used in re-
search, whether sharing of identifiable
private information or identifiable bio-
specimens might occur, and the types
of institutions or researchers that
might conduct research with the iden-
tifiable private information or identifi-
able biospecimens;

(4) A description of the period of time
that the identifiable private informa-
tion or identifiable biospecimens may
be stored and maintained (which period
of time could be indefinite), and a de-
scription 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);

(6) Unless the subject or legally au-
thorized representative will be pro-
vided details about specific research
studies, a statement that they will not
be informed of the details of any spe-
cific research studies that might be

146



Department of Health and Human Services

conducted using the subject’s identifi-
able private information or identifiable
biospecimens, including the purposes of
the research, and that they might have
chosen not to consent to some of those
specific research studies;

(6) Unless it is known that clinically
relevant research results, including in-
dividual research results, will be dis-
closed to the subject in all cir-
cumstances, a statement that such re-
sults may not be disclosed to the sub-
ject; and

(7) An explanation of whom to con-
tact for answers to questions about the
subject’s rights and about storage and
use of the subject’s identifiable private
information or identifiable biospeci-
mens, and whom to contact in the
event of a research-related harm.

(e) Waiver or alteration of consent in
research involving public benefit and serv-
ice programs conducted by or subject to
the approval of state or local officials—(1)
Waiver. An IRB may waive the require-
ment to obtain informed consent for
research under paragraphs (a) through
(c) of this section, provided the IRB
satisfies the requirements of paragraph
(e)(3) of this section. If an individual
was asked to provide broad consent for
the storage, maintenance, and sec-
ondary research use of identifiable pri-
vate information or identifiable bio-
specimens in accordance with the re-
quirements at paragraph (d) of this sec-
tion, and refused to consent, an IRB
cannot waive consent for the storage,
maintenance, or secondary research
use of the identifiable private informa-
tion or identifiable biospecimens.

(2) Alteration. An IRB may approve a
consent procedure that omits some, or
alters some or all, of the elements of
informed consent set forth in para-
graphs (b) and (c) of this section pro-
vided the IRB satisfies the require-
ments of paragraph (e)(3) of this sec-
tion. An IRB may not omit or alter any
of the requirements described in para-
graph (a) of this section. If a broad con-
sent procedure is used, an IRB may not
omit or alter any of the elements re-
quired under paragraph (d) of this sec-
tion.

(3) Requirements for waiver and alter-
ation. In order for an IRB to waive or
alter consent as described in this sub-
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section, the IRB must find and docu-
ment that:

(i) The research or demonstration
project is to be conducted by or subject
to the approval of state or local gov-
ernment officials and is designed to
study, evaluate, or otherwise examine:

(A) Public benefit or service pro-
grams;

(B) Procedures for obtaining benefits
or services under those programs;

(C) Possible changes in or alter-
natives to those programs or proce-
dures; or

(D) Possible changes in methods or
levels of payment for benefits or serv-
ices under those programs; and

(ii) The research could not prac-
ticably be carried out without the
waiver or alteration.

(f) General waiver or alteration of con-
sent—(1) Waiver. An IRB may waive the
requirement to obtain informed con-
sent for research under paragraphs (a)
through (c) of this section, provided
the IRB satisfies the requirements of
paragraph (f)(3) of this section. If an in-
dividual was asked to provide broad
consent for the storage, maintenance,
and secondary research use of identifi-
able private information or identifiable
biospecimens in accordance with the
requirements at paragraph (d) of this
section, and refused to consent, an IRB
cannot waive consent for the storage,
maintenance, or secondary research
use of the identifiable private informa-
tion or identifiable biospecimens.

(2) Alteration. An IRB may approve a
consent procedure that omits some, or
alters some or all, of the elements of
informed consent set forth in para-
graphs (b) and (c) of this section pro-
vided the IRB satisfies the require-
ments of paragraph (f)(3) of this sec-
tion. An IRB may not omit or alter any
of the requirements described in para-
graph (a) of this section. If a broad con-
sent procedure is used, an IRB may not
omit or alter any of the elements re-
quired under paragraph (d) of this sec-
tion.

(3) Requirements for waiver and alter-
ation. In order for an IRB to waive or
alter consent as described in this sub-
section, the IRB must find and docu-
ment that:

(i) The research involves no more
than minimal risk to the subjects;
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(ii) The research could not prac-
ticably be carried out without the re-
quested waiver or alteration;

(iii) If the research involves using
identifiable private information or
identifiable biospecimens, the research
could not practicably be carried out
without using such information or bio-
specimens in an identifiable format;

(iv) The waiver or alteration will not
adversely affect the rights and welfare
of the subjects; and

(v) Whenever appropriate, the sub-
jects or legally authorized representa-
tives will be provided with additional
pertinent information after participa-
tion.

(g) Screening, recruiting, or determining
eligibility. An IRB may approve a re-
search proposal in which an investi-
gator will obtain information or bio-
specimens for the purpose of screening,
recruiting, or determining the eligi-
bility of prospective subjects without
the informed consent of the prospective
subject or the subject’s legally author-
ized representative, if either of the fol-
lowing conditions are met:

(1) The investigator will obtain infor-
mation through oral or written com-
munication with the prospective sub-
ject or legally authorized representa-
tive, or

(2) The investigator will obtain iden-
tifiable private information or identifi-
able biospecimens by accessing records
or stored identifiable biospecimens.

(h) Posting of clinical trial consent
form. (1) For each clinical trial con-
ducted or supported by a Federal de-
partment or agency, one IRB-approved
informed consent form used to enroll
subjects must be posted by the awardee
or the Federal department or agency
component conducting the trial on a
publicly available Federal Web site
that will be established as a repository
for such informed consent forms.

(2) If the Federal department or agen-
cy supporting or conducting the clin-
ical trial determines that certain infor-
mation should not be made publicly
available on a Federal Web site (e.g.
confidential commercial information),
such Federal department or agency
may permit or require redactions to
the information posted.

(3) The informed consent form must
be posted on the Federal Web site after
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the clinical trial is closed to recruit-
ment, and no later than 60 days after
the last study visit by any subject, as
required by the protocol.

(i) Preemption. The informed consent
requirements in this policy are not in-
tended to preempt any applicable Fed-
eral, state, or local laws (including
tribal laws passed by the official gov-
erning body of an American Indian or
Alaska Native tribe) that require addi-
tional information to be disclosed in
order for informed consent to be le-
gally effective.

(j) Emergency medical care. Nothing in
this policy is intended to limit the au-
thority of a physician to provide emer-
gency medical care, to the extent the
physician is permitted to do so under
applicable Federal, state, or local law
(including tribal law passed by the offi-
cial governing body of an American In-
dian or Alaska Native tribe).

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

§46.117 Documentation of informed

consent.

(a) Except as provided in paragraph
(c) of this section, informed consent
shall be documented by the use of a
written informed consent form ap-
proved by the IRB and signed (includ-
ing in an electronic format) by the sub-
ject or the subject’s legally authorized
representative. A written copy shall be
given to the person signing the in-
formed consent form.

(b) Except as provided in paragraph
(c) of this section, the informed con-
sent form may be either of the fol-
lowing:

(1) A written informed consent form
that meets the requirements of §46.116.
The investigator shall give either the
subject or the subject’s legally author-
ized representative adequate oppor-
tunity to read the informed consent
form before it is signed; alternatively,
this form may be read to the subject or
the subject’s legally authorized rep-
resentative.

(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 sub-
ject or the subject’s legally authorized
representative, and that the key infor-
mation required by §46.116(a)(5)(i) was
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