Verrill Dana..

Redline of
Unofficial Final Revised Common Rule (January 18, 2017)
Against
Health and Human Services (‘HHS”) Common Rule
At 45 C.F.R. Part 46, Subpart A (2005)

This redline was prepared on January 19, 2017 by the Academic and Clinical Research Group
(ACRG) of Verrill Dana, LLP. For more information, please feel free to contact one of the

following members of the ACRG:

Kate Gallin Heffernan (Chair)
(617) 274-2858
kheffernan@verrilldana.com

Emily Chi Fogler
(617) 274-2619
efogler@verrilldana.com

Sarah Trautz
(617) 274-2873
strautz@verrilldana.com

Note: This redline is being provided for reference purposes only and should not be relied upon as an exact statement of
either the current HHS Common Rule (45 C.F.R. Part 46, Subpart A) or the final revised Common Rule. This redline
does not track formatting or citations, footnotes, or other notations in either the current HHS Common Rule (45 C.F.R.
Part 46, Subpart A) or the final revised Common Rule. To minimize unnecessary redlining, we completed the section

Mark A. Borreliz
(617) 274-2845
mborreliz@verrilldana.com

Andrew P. Rusczek
(617) 274-2856
arusczek@verrilldana.com

references in the final revised Common Rule as they will appear in 45 C.F.R. Part 46 prior to creating this redline

(although the final revised Common Rule will of course also be incorporated into the regulations for agencies other

than HHS in other parts of the C.F.R.). For more information on the the regulatory provisions highlighted in this

redline. consult the official version of the final revised Common Rule published in the Federal Register at 82 Fed. Reg.

7149 (Jan. 19, 2017).



1 Redline of Unofficial Final Revised Common Rule (January 18, 2017) Against
Verrlll Danal = Health and Human Services Common Rule at 45 C.F R Part 46, Subpart A

Key
Added text
PART 46—PROTECTION OF HUMAN SUBJECTS Doloted-text
46.101 To what does this policy apply? Fext-moved-fromhere
46.102 Definitions_for purposes of this policy. Text moved to hiere 1

46.103 Assuring compliance with this policy—research conducted or supported by any Federal
Departrmentdepartment or Ageneyagency.

46.104— Exempt research.

46.105 [Reserved]

46.106 [Reserved]

46.107 IRB membership.

46.108 IRB functions and operations.

46.109 IRB review of research.

46.110 Expedited review procedures for certain kinds of research involving no more than minimal
risk, and for minor changes in approved research.

46.111 Criteria for IRB approval of research.

46.112 Review by institution.

46.113 Suspension or termination of IRB approval of research.

46.114 Cooperative research.

46.115 IRB records.

46.116 General requirements for informed consent.

46.117 Documentation of informed consent.

46.118 Applications and proposals lacking definite plans for involvement of human subjects.
46.119 Research undertaken without the intention of involving human subjects.

46.120 Evaluation and disposition of applications and proposals for research to be conducted or
supported by a Federal Departmentdepartment or Ageneyagency.

46.121 [Reserved]
46.122 Use of Federal funds.
46.123 Early termination of research support: Evaluation of applications and proposals.

46.124 Conditions.

(]



1 Redline of Unofficial Final Revised Common Rule (January 18, 2017) Against
Verrlll Dana“" Health and Human Services Common Rule at 45 C F R Part 46, Subpart A

Subpart A—Basic HHS Policy for Protection of Human Research Subjects

§ 46.101 To what does this policy apply?

(a) Except as )4, this policy applies to all
research involving human subjects conducted, supported or otherwise subject to regulation by any
federalFederal department or agency whiehthat takes appropriate administrative action to make
the policy applicable to such research. This includes research conducted by federalFederal 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 fedaral

government[ederal Government out51de the United States Institutions that are engaged in

r bedl this paragraph a tituti eview IR view rch t
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(c) Department or agency heads retain final judgment as to whether a particular activity is covered
by this policy and this judgment shall be exercised consistent with the ethical principles of the
Belmont Report.

(d) Department or agency heads may require that specific research activities or classes of research
activities conducted, supported, or otherwise subject to regulation by the Federal department or
agency but not otherwise covered by this policy; comply with some or all of the requirements of
this policy.

(e) Compliance with this policy requires compliance with pertinent federal laws or regulations
whiehthat provide additional protections for human subjects.

(f) This policy does not affect any state or local laws or regulat1ons whieh(including tribal law_
Alaska Native tribe) that may
otherwise be applicable and whiehthat provide additional protections for human subjects.

(g) This policy does not affect any foreign laws or regulations whichthal may otherwise be
applicable and swhichthat 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 fore1gn countries to protect human sub_]ects may d1ffer from those set fonh in this
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.ed-1-In these circumstances, if a department or agency head
determmes that the procedures prescrlbed 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 FEDERALREGISTERFederal
Register 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 provisteas 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. 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 Protectlons Department of Health and Human Services (HHS) or
any successor office, or i
agency, and shall also publlsh them in the FEDERAL-REGISTERIe g_e_ggl Register 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 Re

(i) Federal guidance on the requirements of this policy shall be issued only afier consultation, for
the purpose of harmonization (to the extent appropriate). W :th oth:.r Federal departments and

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

$46.114(b) (cooperative research) of the 2018 Requirements is January 20, 2020.

(3) Research initially approved by an IRB. for which such review was waived pursuant 1o
§46.101(i). or for which a determination was made that the research was exempt before
Januarv 19, 2018, shall comply with the pre-2018 Require ;. except that an institution
engaged in s esearch on or after January 19, 2018, may instead comply with the 2018
Reguirements if the institution determines that such ongoing research will comply with the
201 uireme nd an IRB documents such determination.
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4) R initiall roved bvan [ for which such review was waiv ursuant

§ 46.102 Definitions_for purposes of this policy.
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otherwise regulates (e.g.. the U.S. Department of Health and Human Services, the LS.

Department of Defense, or the Central Intelligence Agency).

(1) Human subject means a living individual about whom an investigator (whether
professional or student) conducting research-ebtaias.

1nd1v1dua1 and uses, studies, or Qg!yzes the mformanog or blgsgeug ns:; o

or{2}Identifiable private-information-
ains. us tudies. analyz r ge s identifiable private informati
identifiable biospecimens.
(2) Intervention includes both physical procedures by which datainformation or biospecimens

are gathered (for-examplec.g., venipuncture) and manipulations of the subject or the subject’s
environment that are performed for research purposes.

(3) Interaction includes communication or interpersonal contact between investigator and
subject.

(4) Private information includes information about behavior that occurs in a context in which
an individual can reasonably expect that no observation or recording is taking place, and
information whiehthat has been provided for specific purposes by an individual and whiehthat
the individual can reasonably expect w1ll not be made pubhc ({-epe*amp-le—g.g a medlcal
record).Priv 8=
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ermitte ' law hF epart 3 encies mav alter the i etation of
these terms, including through the use of guidance.

on con ion with a iate experts S8 W t = analvti

technologies or techniques that should be considered by investigators to generate

able private informa

on.” as d 3) of this section,

specimens. This list will be published i

opportunity for public comment. The Secretary. HHS, shall maintain the list on a publicly

accessible website.

(g) IRB means an institutional review board established in accord with and for the purposes
expressed in this policy.

(h) IRB approval means the determination of the IRB that the research has been reviewed and may
be conducted at an institution within the constraints set forth by the IRB and by other institutional
and federal requirements.

vroviding consent in the nonresearch context on behalf o

participation in the procedure(s) involved in the research.

(i) Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the
research are not greater in and of themselves than those ordinarily encountered in daily life or
during the performance of routine physical or psychological examinations or tests.
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§ 46.103 Assuring compliance with this policy—research conducted or supported by any
Federal Departmentdepartment or Ageseyagency.
(a) Each institution engaged in research wh-wh_}lm is covered by this policy-and-whieh, with the

> and that is conducted or supported by
a #edeﬁﬂtggjera department or agency, shall prov1de wrltten assurance satisfactory to the
department or agency head that it will comply with the requirements set-forth-inof this policy. In
lieu of requiring submission of an assurance, individual department or agency heads shall accept
the existence of a current assurance, appropriate for the research in question, on file with the Office
for Human Research Protections, HHS, or any successor office, and approved for
foderalwideFederal-wide use by that office. When the existence of an HHS-approved assurance is
accepted in lieu of requiring submission 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. {5} Depastmentstederal departments and
agencies will conduct or support research covered by thls policy on]y 1f the institution has provided
an assurance approvedthat | icy, as provided in this

section, and only if the institution has certified to the department or agency head that the research
has been reviewed and approved by an IRB if such certification is required by §46.103(d)).




1 Redline of Unofficial Final Revised Common Rule (January 18, 2017) Against
Verrlll Danam Health and Human Services Common Rule at 45 C F R Part 46, Subpart A

(¢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 imposed by this policy and shall be filed in such
form and manner as the department or agency head prescribes.

or agency head may 11m1t the perlod durmg whlch any paft-reu-}a{—aﬁpfeved-assuranceer—elass-eﬂ
approved-assuranees shall remain effective or otherwise condition or restrict apprevak-the

assurance.

(£d) Certification is required when the research is supported by a federalFederal department or
agency and not otherwxse exempted-o-waived under §46. 101-(b)-or-()—An-iastitution-with-an-

or ex under §46. Or Suc institutions shall certity that

each Wﬁ#@@g research study covered by the assurance and by-§46-+03
of-this evsection has been reviewed and approved by the IRB. Such certification must be

submitted with-the-application-or-propesal-or by-such-later-date-as-may-beas prescribed by the
Federal department or agency to-which the-application-or propesalis-submittedcomponent
supporting the research. Under no condition shall research covered by §46-103-of the Pelicy-be-

suppertedthis section be initiated prior to receipt of the certification that the research has been

11
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reviewed and approved by the

= o = = SETY
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required b 46.a 7).
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commencing the research involving human subjects.
(ii) [Reserved]




1 Redline of Unofficial Final Revised Common Rule (January 18, 2017) Against
Verrlll Dana L Health and Human Services Common Rule at 45 C F R Part 46, Subpart A

(iv) The investigator does not include returning individual research results to subjects as
part of the study plan. This provision does not prevent an investigator from abiding by any

legal requirements to return individual research results.

§46.105 [Reserved|
§46.106 [Reserved]

§ 46.107 IRB membership.

(a) Each IRB shall have at least five members, with varying backgrounds to promote complete and
adequate review of research activities commonly conducted by the institution. The IRB shall be
sufficiently qualified through the experience and expertise of its members _(professional
competence), and the diversity of theits members, including-censideration-of race, gender, and
cultural backgrounds and sensitivity to such issues as community attitudes, to promote respect for
its adv1ce and counsel in safeguardmg the rrghts and welfare of human subj ects. I-H—&ddmeﬂ-te'
' B eThe
IRB shall be able to ascertain the acceptablhty of proposed research in terms of mstltutlonal
commitments (including policies and resources) and regulations, applicable law, and standards of
professional conduct and practice. The IRB shall therefore include persons knowledgeable in these
areas. If an IRB regularly reviews research that involves a yunerable-category of subjects_that is_
vulnergble to coercion or undue influence, such as children, prisoners, pregnant-wotnen;of-
. individuals with impaired decision-making capacity, or
u.onomu_allx or edmalmndll\ disadvantaged persons, consideration shall be given to the inclusion
of one or more individuals who are knowledgeable about and experienced in working with these

categories of subjects.

members-of one professien—e)y-Fach 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.

(dc) Each IRB shall include at least one member who is not otherwise affiliated with the institution
and who is not part of the immediate family of a person who is affiliated with the institution.

(ed) No IRB may have a member participate in the IRB’s initial or continuing review of any
project in which the member has a conflicting interest, except to provide information requested by
the IRB.

16
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(f¢) An IRB may, in its discretion, invite individuals with competence in special areas to assist in
the review of issues whichthat require expertise beyond or in addition to that available on the IRB.

These individuals may not vote with the IRB.

§ 46.108 IRB functions and operations.

(a) In order to fulfill the requirements of this policy each IRB shall:

ave ace

recordkeeping duties;

ivalent within the

cc
depa gency
involving risks to subjects or others or any seri

Research Protectio

i) Anv unanticipated probl

this policy or the requirements

) Any s : ination of IR |

(b) Except when an expedited review procedure is used (seeas described in §46.110), an IRB must
review proposed research at convened meetings at which a majority of the members of the IRB are

17
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present, including at least one member whose primary concerns are in nonscientific areas. In order
for the research to be approved, it shall receive the approval of a majority of those members
present at the meeting.

§ 46.109 IRB reviewofresearch.

(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 846.104 for which limited IRB review is a condition of exemption (under

§46.104(d)(2)(ii). (d)(3 .and (8)).

(b) An IRB shall require that information given to subjects (or legally authorized representatives,
when appropriate) as part of informed consent is in accordance with §46.116. The IRB may require
that information, in addition to that specifically mentioned in §46.116, be given to the subjects
when in the IRB’s judgment the information would meaningfully add to the protection of the rights
and welfare of subjects.

(c) An IRB shall require documentation of informed consent or may waive documentation in
accordance with §46.117.

(d) An IRB shall notify investigators and the institution in writing of its decision to approve or
disapprove the proposed research activity, or of modifications required to secure IRB approval of
the research activity. If the IRB decides to disapprove a research activity, it shall include in its
written notification a statement of the reasons for its decision and give the investigator an
opportunity to respond in person or in writing.
(¢) An IRB shall conduct continuing review of research cevered-by-thispelieyrequiring review by
the convened IRB at intervals appropriate to the degree of risk, but-not less than once per year,
dexcept as described in § 09(f).

@

(1) Unless an IRB determines otherwise, continuing review of research is not required in the
following circumstances:

(i) Research eligible for expedited review in accordance with §46.110;

(ii) Research reviewed by the IRB in accordance with the limited IRB review described in
§46.104(d)(2)(iii). (d)3INC). or (d)(T) or (8):

(iii) Research that has progressed to the point that it involves only one or both of the
following. which are part of the IRB-approved study:
(A) Data analvsis, including analvsis of identifiable private information or identifiable
biospecimens, or
(B) Accessing follow-up clinical data from procedures that subjects would undergo as

part of clinical care.

18
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(2) [Reserved|

(g) An IRB shall have authority to observe or have a third party observe the consent process and
the research.

§ 46.110 Expedited review procedures for certain kinds of research involving no more than
minimal risk, and for minor changes in approved research.

(a) The Secretary: of HHS: has established, and published as a Notice in the LEEDERATL
REGISTERFederal Register, a list of categories of research that may be reviewed by the IRB
through an expedited review procedure. The kistwill-beamendedSecretary will evaluate the list at
least every 8 vears and amend it, as appropriate, after consultation with other federal departments

and agencies—through-periodicrepublication-by-the Secretary- HHSn-the EEDERALREGISHER

St 123

and after publication in the Federal Register for public comment. A copy of the list is available
from the Office for Human Research Protections, HHS, or any successor office.

(b)
(1) An IRB may use the expedited review procedure to review either-or-both-of the following:

(4i) Some or all of the research appearing on the list and-found-bydescribed in paragraph
(a) of this section, unless the reviewers)-te-invelve-ne determines that the study involves
more than minimal risk:;

2ii) Minor changes in previously approved research during the period (ofone-yearorless)
for which approval is authorized; or

(iii) Research for which limited IRB review is a condition of exemption under
§46.104(d)(2)(ii). ((3)ENC), and (d)(7) and (8).

(2) Under an expedited review procedure, the review may be carried out by the IRB
chairperson or by one or more experienced reviewers designated by the chairperson from
among members of the IRB. In reviewing the research, the reviewers may exercise all of the
authorities of the IRB except that the reviewers may not disapprove the research. A research
activity may be disapproved only after review in accordance with the

pon-expeditednonexpedited procedure set forth in §46.108(b).

(c) Each IRB whichthat uses an expedited review procedure shall adopt a method for keeping all
members advised of research proposals whichthat have been approved under the procedure.

(d) The department or agency head may restrict, suspend, terminate, or choose not to authorize an
institution’s or IRB’s use of the expedited review procedure.
§ 46.111 Criteria for IRB approval of research.

(a) In order to approve research covered by this policy the IRB shall determine that all of the
following requirements are satisfied:

19
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(1) Risks to subjects are minimized: (i) By using procedures shiehthat are consistent with
sound research design and whichthat do not unnecessarily expose subjects to risk, and (ii)
whenever Whenever appropriate, by using procedures already being performed on the subjects
for diagnostic or treatment purposes.

(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and
the importance of the knowledge that may reasonably be expected to result. In evaluating risks
and benefits, the IRB should consider only those risks and benefits that may result from the
research (as distinguished from risks and benefits of therapies subjects would receive even if
not participating in the research). The IRB should not consider possible lengrangelong-range
effects of applying knowledge gained in the research (ferexamplec.g., the possible effects of
the research on public policy) as among those research risks that fall within the purview of its
responsibility.

(3) Selection of subjects is equitable. In making this assessment the IRB should take into
account the purposes of the research and the setting in which the research will be conducted-
and. The IRB should be particularly cognizant of the special problems of research
invelvingthat involves a category of subjects who are vulnerable pepulatiensto coercion or
undue influence, such as children, prisoners, pregnant-women; mentally-disabled-
persensindividuals with impaired decision-making capacity, or economically or educationally
disadvantaged persons.

(4) Informed consent will be sought from each prospective subject or the subject’s legally
authorized representative, in accordance with, and to the extent required by, §46.116.

(5) Informed consent will be appropriately documented; or appropriately waived in accordance
with-and-te-the-extentrequired-by §46.117.

(6) When appropriate, the research plan makes adequate provision for monitoring the data
collected to ensure the safety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to
maintain the confidentiality of data.

(i) The Secretary of HHS will; after consultation with the Office of Management and
ies that have adopte

policv, issue guidance to assist IRBs in assessing what provisions are adequate to protect
the priv dentiality of data.
(ii) [Reserved.]

(8) For purposes of conducting the limited IRB review required by §46.104(d)(7)). the IRB
need not make the determinations at paragraphs (a)(1) through (7) of this section, and shall

acy of subjects and to maintain the confi

make the following determinations:
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(i) Broad consent for storage, maintenance, and secondary research use o f identifiable
private information or identifiable biospecimens is obtained in accordance with the

requirements of §46.116(a)(1)-(4), (a)(6). and (d):

propriatelv documented or waiver of documentation is appropriate,

ii) Broad consent is
in accordance with §46.117; and

(iii) If there is a change made for research purposes in the way the identifiable private
information or identifiable biospecimens are stored or maintained, there are adequate
provisions to protect the privacy of subjects and to maintain the confidentiality of data.

(b) When some or all of the subjects are 11ke1y to be vulnerable to coercion or undue influence,
such as children, prisoners, ¢ adis sensindividuals with impaired
decision-making capacity, or economlcally or educatlonally disadvantaged persons, additional
safeguards have been included in the study to protect the rights and welfare of these subjects.

§ 46.112 Review by institution.

Research covered by this policy that has been approved by an IRB may be subject to further
appropriate review and approval or disapproval by officials of the institution. However, those
officials may not approve the research if it has not been approved by an IRB.

§ 46.113 Suspension or termination of IRB approval of research.

An IRB shall have authority to suspend or terminate approval of research that is not being
conducted in accordance with the IRB’s requirements or that has been associated with unexpected
serious harm to subjects. Any suspension or termination of approval shall include a statement of
the reasons for the IRB’s action and shall be reported promptly to the investigator, appropriate
institutional officials, and the department or agency head.

§ 46.114 Cooperative research.

(a) Cooperative research projects are those projects covered by this policy whichthat involve more
than one institution. In the conduct of cooperative research projects, each institution is responsible
for safeguarding the rights and welfare of human subjects and for complying with this policy.

(b)

(1) Anyv institution Imatcd in the l'nlted States lhat is engaged in couneratlvc n,aearch must

United States. The reviewing IRB will be identified by the Federal department or agency
supporting or {.onductme the research or proposed by th‘. lead institution subject to the

(2) The following research is not subject to this provision:

21
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(i) Cooperative research for which more than single IRB review is required by law
(including tribal law passed by the official governing body of an American Indian or

Alaska Native tribe); or

arch for which anv Federal department or agency § ing or conducting the
research determines and documents that the use of a single IRB is not appropriate for the
particular context.

aseney-head: an institution participating in a cooperative project may enter into a joint review
arrangement, rely apeson the review of another-gualified IRB, or make similar arrangements for
avoiding duplication of effort.

§ 46.115 IRB records.

(a) An institution, or when appropriate an IRB, shall prepare and maintain adequate documentation
of IRB activities, including the following:

(1) Copies of all research proposals reviewed, scientific evaluations, if any, that accompany
the proposals, approved sample consent decumentsforms, progress reports submitted by
investigators, and reports of injuries to subjects.

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

(3) Records of continuing review activities, including the rationale for conducting continuing

review of research that t require continuing review as described in

§46.109(H)(1).

(4) Copies of all correspondence between the IRB and the investigators.
(5) A list of IRB members in the same detail as described isin §46-+83(b46.108(a)(32).

(6) Written procedures for the IRB in the same detail as described in §46-+8346.108(ba)(43)
and §46-103(0)5(4).
(7) Statements of significant new findings provided to subjects, as required by §46.116(b<)(5).

(8) The rationale for an expedited reviewer’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.

operating an IRB each will undertake to ensure compliance with the requirements of this

policv. as described in §46.103(e).

22
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(b) The records required by this policy shall be retained for at least 3 years, and records relating to
research whichthal is conducted shall be retamed for at least 3 years aﬂer completlon of the
research. The insti \ - cally
records shall be accessible for inspection and copying by authorized representatlves of the Federal
department or agency at reasonable times and in a reasonable manner.

§ 46.116 General requirements for informed consent.

(a) General. General requirements for informed consent. whether written or oral, are set forth in

this paragraph and apply to cog§ent gggamed in accordance w ;;h the regm[gments, sg; t forth in.

consent obtained in accordance with paragraphs (b) and (c) of this section only with respect to the

lorage maintenance, and ":CL,OI'ldﬂl'\« rebearch uses of |dentlf' able private mfnmmtlon and

paragraph (e) of this section. General waiver or alteration of informed consent 1%ﬁ§ ribed in
paragraph (f) of this section. Except as provided elsewhere in this policy-ne-investigatormay-
imedee:

(-

(1) Before involving a human being-as-a-subject in research covered by this policy-usless-the,
an investigator has-ebtainedshall obtain the legally effective informed consent of the subject or
the subject’s legally authorized representative.

(2) An investigator shall seek suehinformed consent only under circumstances that provide the
prospective 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 influence.

(3) The information that is given to the subject or the legally authorized representative shall be
in language understandable to the subject or the legally authorized representative.

4) The prospectiv jectort v authori repres tiv e provided with the
information that a reasonable person would want to have in order to make an informed decision
whether to ici and an nitv iscuss that infi i
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of isolated facts, but rather facilitates the prospective subject’s or legally authorized

representative’s understanding of the reasons why one might or might not wantto.

participate.
(6) No informed consent-whetheroral-or-written; may include any exculpatory language

through which the subject or the legally authorized representative is made to waive or appear to
waive any of the subject’s legal rights, or releases or appears to release the investigator, the
sponsor, the institution, or its agents from liability for negligence.

(ab) Basic elements of informed consent. Except as provided in paragraph (ed). (¢). or4d_(f) of this
section, in seeking informed consent the following information shall be provided to each subject or
the legally authorized representative:

(1) A statement that the study involves research, an explanation of the purposes of the research
and the expected duration of the subject’s participation, a description of the procedures to be
followed, and identification of any procedures whichthat 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 wiiehthat may reasonably be
expected from the research;

(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that
might be advantageous to the subject;

(5) A statement describing the extent, 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 explanation as to whether any medical treatments are available if injury
occurs and, if so, what they consist of, or where further information may be obtained:-.

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

(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
participation at any time without penalty or loss of benefits to which the subject is otherwise
entitled; and

(9) One of the following statements about anv research that involves the collection of

identifiable private information or identifiable biospecimens:

(i) A statement that identifiers might be removed from the identifiable private information
or identifiable biospecimens and that, after such removal, the information or biospecimens
could be used for future research studies or distributed to another investigator for future
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esearch studies w:thout addll on_z_t mtormed anem from the subject or the legally

research. even if identifiers are removed, will not be used or distributed for future research
studies.

(bc) Additional elements of informed consent. Wher-appropsiateLxcept as provided in paragraph
(d), (e). or (f) of this section, one or more of the following elements of information, when_
appropriate, shall also be provided to each subject or the legally 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 become pregnant) whichthat are currently
unforeseeable;

(2) Anticipated circumstances under which the subject’s participation may be terminated by
the investigator without regard to the subject’ e legally authorize resentative’s
consent;

(3) Any additional costs to the subject 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
whichthat may relate to the subject’s willingness to continue participation will be provided to
the subject; and-

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

lements of br ynsent for the st main ce. an ~ondary research use of
identifiable private information or 1dem|ﬂ_allle biospecimens. Broad consent for the stora e
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consent, the following shall be provided to each subject or the subject’s legally authorized

re ive:

2) A ge descripti he type resears at ma conducted with the identifiabl

conducted by or subject to the approval of §;a_1;e or lgcg officials—




1 Redline of Unofficial Final Revised Common Rule (January 18, 2017) Against
Verrlll Dana' Ll Health and Human Services Common Rule at 45 C F R Part 46, Subpart A

identifiable biospecimens in accordance with the requirements at pa ragraph (d) of this : section,

dtoc an TR not waive cons ntf rth stora e, m mtenance or

he [ tisfies the irements aragra 3) of this section. An IRB may not omit or

(d) of this section.
(3) Reauirements for waiver and alteration. In order for an IRB to waive or alter consent as
i in thi ion, t B must n ent

(4i) The research or demonstration project is to be conducted by or subject to the approval
of state or local government officials and is designed to study, evaluate, or otherwise
examine:

(#A) Public benefit efor service programs;
(#B) Procedures for obtaining benefits or services under those programs;
(#4C) Possible changes in or alternatives to those programs or procedures; or

(i+D) Possible changes in methods or levels of payment for benefits or services under
those programs; and

(2ii) The research could not practicably be carried out without the waiver or alteration.

neral wai lterati sent—

1denl|f' le biospecim in acc rd cemthl requirements at para d) of this section.
an 1 n B waive ¢ fi g maintenance, or

¢ identifiable pi

(d2)_Alteration. An IRB may approve a consent procedure which-deesnotinclude;or
whichthat omits some, or alters; some or all, of the elements of informed consent set forth in
paragraphs (b) and (c) of this section-or-waive-the-requirements-to-obtain-informed-consent-
provided-the HRB-finds-and-documentsthat- provi R isfi e irem f

omit or alter anv of lements u1redu aragra d ofthns section
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(3) Reguirements for waiver and alteration. In order for an IRB to waive or alter consent as
escribed i i section. t t d

(i) The research involves no more than minimal risk to the subjects;

idn Ora ably DE Cal

information or biospecimens in an identifiable format;

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

(4v) Whenever appropriate, the subjects or legally authorized representatives will be
provided with additional pertinent information after participation.

(1) For each clinical trial conducted or supported by a Federal department or agency, one
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(ei) Preemption. The informed consent requirements in this policy are not intended to preempt any
applicable federalFederal, state, or local laws whiek(including tribal laws passed by the official

governing body of an American Indian or Alaska Native tribe) that require additional information

to be disclosed in order for informed consent to be legally effective.

(41). Emergency medical care. Nothing in this policy is intended to limit the authority of a physician
to provide emergency medical care, to the extent the physician is permitted to do so under
applicable federalFederal, state, or local law (including tribal law passed by the official governing
body of an American Indian or Alaska Native tribe).

§ 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 approved by the IRB and signed (including in an
electronic format) by the subject or the subject’s legally authorized representative. A written copy
shall be given to the person signing the informed consent form.

(b) Except as provided in paragraph (c) of this section, the informed consent form may be either of
the following:

(1) A written ¢ chortitie edbes S

Hé—l—%e—miormed consent form !hal meets the reuulmnenls of M(s 116. -i-h-prk*m-im»—b&
e—but-in-any-event—theThe

investigator shall give either the subject or the §ubj ect’s lggallg authorized representative

adequate opportunity to read #the informed consent form before it is signed; eralternatively,

this form mav be read to the subject or the subject's legally authorized representative.

(2) A short form written informed consent decumentiorm 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 subiect, 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.

representative-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.

()
(1) An IRB may waivethe requirement for the mvestigator to obtain a signed informed consent
form for some or all subjects if it finds either=any of the following:
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(4i) That the only record linking the subject and the research would be the informed
consent deeumentform 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; o

(2ii) 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
riate alternative

more than minimal risk of harm to subjects and provided there is an appro

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.

§ 46.118 Applications and proposals lacking definite plans for involvement of human
subjects.

Certain types of applications for grants, cooperative agreements, or contracts are submitted to_
Federal departments or agencies with the knowledge that subjects may be involved within the
period of support, but definite plans would not normally be set forth in the application or proposal.
These include activities such as institutional type grants when selection of specific projects is the
institution’s responsibility; research training grants in which the activities involving subjects
remain to be selected; and projects in which human subjects’ involvement will depend upon
completion of instruments, prior animal studies, or purification of compounds. These-applications
feed-rotbereviewed-biai- HEB-betore an-paard ma ade—However—exeeptExcept for
research exempted-orwaived under §46.101-4bi) or fi-exempted under §46.104, no human
subjects may be involved in any project supported by these awards until the project has been
reviewed and approved by the IRB, as provided in this policy, and certification submitted, by the
institution, to the Federal department or agency component supporting the research.

§ 46.119 Research undertaken without the intention of involving human subjects.

InExcept for research waived under §46.101(i) or exempted under §46.104. in the event research is
undertaken without the intention of involving human subjects, but it is later proposed to involve
human subjects in the research, the research shall first be reviewed and approved by an IRB, as
provided in this policy, a certification submitted; by the institution; to the Federal department or
agency component supporting the research, and final approval given to the proposed change by the
Federal department or agency_component.
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§ 46.120 Evaluation and disposition of applications and proposals for research to be
conducted or supported by a Federal Departmentdepartment or Ageaeyragency.

(a) The department or agency head will evaluate all applications and proposals involving human
subjects submitted to the Federal department or agency through such officers and employees ofthe
Federal department or agency and such experts and consultants as the department or agency head
determines to be appropriate. This evaluation will take into consideration the risks to the subjects,
the adequacy of protection against these risks, the potential benefits of the research to the subjects
and others, and the importance of the knowledge gained or to be gained.

(b) On the basis of this evaluation, the department or agency head may approve or disapprove the
application or proposal, or enter into negotiations to develop an approvable one.

§ 46.121 [Reserved]

§ 46.122 Use of Federal funds.

Federal funds administered by a Federal department or agency may not be expended for research
involving human subjects unless the requirements of this policy have been satisfied.

§ 46.123 Early termination of research support: Evaluation of applications and proposals.

(a) The department or agency head may require that Federal department or agency support for any
project be terminated or suspended in the manner prescribed in applicable program requirements,
when the department or agency head finds an institution has materially failed to comply with the
terms of this policy.

(b) In making decisions about supporting or approving applications or proposals covered by this
policy the department or agency head may take into account, in addition to all other eligibility
requirements and program criteria, factors such as whether the applicant has been subject to a
termination or suspension under paragraph (a) of this section and whether the applicant or the
person or persons who would direct or has/have directed the scientific and technical aspects of an
activity has/have, in the judgment of the department or agency head, materially failed to discharge
responsibility for the protection of the rights and welfare of human subjects (whether or not the
research was subject to federal regulation).

§ 46.124 Conditions.

With respect to any research project or any class of research projects the department or agency
head of either the conducting or the supporting Federal department or agency may impose
additional conditions prior to or at the time of approval when in the judgment of the department or
agency head additional conditions are necessary for the protection of human subjects.
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