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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents.

DEPARTMENT OF ENERGY

10 CFR Parts 207, 218, 429, 431, 490,
501, 601, 820, 824, 851, 1013, 1017, and
1050

Inflation Adjustment of Civil Monetary
Penalties

AGENCY: Office of the General Counsel,
U.S. Department of Energy.
ACTION: Final rule.

SUMMARY: The Department of Energy
(“DOE”) publishes this final rule to
adjust DOE’s civil monetary penalties
(“CMPs”) for inflation as mandated by
the Federal Civil Penalties Inflation
Adjustment Act of 1990, as further
amended by the Federal Civil Penalties
Inflation Adjustment Act Improvements
Act of 2015 (collectively referred to
herein as “the Act”). This rule adjusts
CMPs within the jurisdiction of DOE to
the maximum amount required by the
Act.

DATES: This rule is effective on January
14, 2021.

FOR FURTHER INFORMATION CONTACT:
Preeti Chaudhari, U.S. Department of

Energy, Office of the General Counsel,
GC-33, 1000 Independence Avenue SW,
Washington, DC 20585, (202) 586—8078,
preeti.chaudhari@hgq.doe.gov.

SUPPLEMENTARY INFORMATION:

I. Background

II. Method of Calculation

III. Summary of the Final Rule
IV. Final Rulemaking

V. Regulatory Review

I. Background

In order to improve the effectiveness
of CMPs and to maintain their deterrent
effect, the Federal Civil Penalties
Inflation Adjustment Act of 1990, 28
U.S.C. 2461 note (“the Inflation
Adjustment Act”), as further amended
by the Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015 (Pub. L. 114-74) (“‘the 2015 Act”),
requires Federal agencies to adjust each
CMP provided by law within the
jurisdiction of the agency. The 2015 Act
required agencies to adjust the level of
CMPs with an initial “catch-up”
adjustment through an interim final
rulemaking and to make subsequent
annual adjustments for inflation,
notwithstanding 5 U.S.C. 553. DOE’s
initial catch-up adjustment interim final
rule was published June 28, 2016 (81 FR
41790) and adopted as final without
amendment on December 30, 2016 (81
FR 96349). The 2015 Act also provides
that any increase in a CMP shall apply
only to CMPs, including those whose
associated violation predated such

increase, which are assessed after the
date the increase takes effect.

In accordance with the 2015 Act, the
Office of Management and Budget
(OMB) must issue annually guidance on
adjustments to civil monetary penalties.
This final rule to adjust civil monetary
penalties for 2021 is issued in
accordance with applicable law and
OMB’s guidance memorandum on
implementation of the 2021 annual
adjustment.?

II. Method of Calculation

The method of calculating CMP
adjustments applied in this final rule is
required by the 2015 Act. Under the
2015 Act, annual inflation adjustments
subsequent to the initial catch-up
adjustment are to be based on the
percent change between the October
Consumer Price Index for all Urban
Consumers (CPI-U) preceding the date
of the adjustment, and the prior year’s
October CPI-U. Pursuant to the
aforementioned OMB guidance
memorandum, the adjustment
multiplier for 2021 is 1.01182. In order
to complete the 2021 annual
adjustment, each CMP is multiplied by
the 2021 adjustment multiplier. Under
the 2015 Act, any increase in CMP must
be rounded to the nearest multiple of

$1.
III. Summary of the Final Rule

The following list summarizes DOE
authorities containing CMPs, and the
penalties before and after adjustment.

DOE authority containing civil monetary penalty

Before adjustment

After adjustment

TO CFR 207.7 ettt e et e e e e e e et e e e e e e e e esaaeeeeeeeeaasaaneeeeeeeanarrneaeeeeannnrnes $10,821 oo, $10,949.

10 CFR 218.42 ... $23,437 ... $23,714.

10 CFR 429.120 .... $468 ..... $474.

10 CFR 431.382 .... $468 ..... $474.

10 CFR 490.604 .... $9,073 ........ $9,180.

10 CFR 501.181 —$95,881 .. ... | —$97,014.
—$8/mcf ..o —$8/mcf.
—$39/bbl ... —$39/bbl.

10 CFR 601.400 and appendiX A .......oooieoieeiieeie ettt sie et e e sae e e b saeeenns

—minimum $20,489 .......
—maximum $204,892 ....

—minimum $20,731.
—maximum $207,314.

10 CFR 820.81 .o s $214,097 ..o $216,628.
10 CFR 824.1 and appendiX A ..o s $152,998 ....ooviiiin $154,806.
10 CFR 824.4 and appendiX A ........cccocciiiiiiiiiiiiiii s $152,998 $154,806.
10 CFR 851.5 and appendiX B ..o $99,361 $100,535.
10 CFR 1013.3 o s $11,665 $11,803.
10 CFR 1017.29 oo e s $275,529 $278,786.
10 CFR 1050.303 .....ciiiiiiiiii i e $20,888 $21,135.
42 U.S.C. 2282(8) 2 ....oiieeiiiieiiiiieii e e e s $104,330 $105,563.
50 U.S.C. 27313 Lo e $9,365 $9,476.

10OMB’s annual guidance memorandum was
issued on December 23, 2020, providing the 2021

adjustment multiplier and addressing how to apply
it.
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IV. Final Rulemaking

The 2015 Act requires that annual
adjustments for inflation subsequent to
the initial “catch-up”’ adjustment be
made notwithstanding 5 U.S.C. 553.

V. Regulatory Review

A. Executive Order 12866

This rule has been determined not to
be a significant regulatory action under
Executive Order 12866, ‘‘Regulatory
Planning and Review,” 58 FR 51735
(October 4, 1993). Accordingly, this
action was not subject to review under
that Executive order by the Office of
Information and Regulatory Affairs of
the Office of Management and Budget.

B. National Environmental Policy Act

DOE has determined that this final
rule is covered under the Categorical
Exclusion found in DOE’s National
Environmental Policy Act regulations at
paragraph A5 of appendix A to subpart
D, 10 CFR part 1021, which applies to
a rulemaking that amends an existing
rule or regulation and that does not
change the environmental effect of the
rule or regulation being amended.
Accordingly, neither an environmental
assessment nor an environmental
impact statement is required.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires preparation
of an initial regulatory flexibility
analysis for any rule that by law must
be proposed for public comment. As
discussed above, the 2015 Act requires
that annual inflation adjustments
subsequent to the initial catch-up
adjustment be made notwithstanding 5
U.S.C. 553. Because a notice of
proposed rulemaking is not required for
this action pursuant to 5 U.S.C. 553, or
any other law, no regulatory flexibility
analysis has been prepared for this final
rule.

D. Paperwork Reduction Act

This final rule imposes no new
information collection requirements
subject to the Paperwork Reduction Act.

E. Unfunded Mandates Reform Act of
1995

The Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4) generally
requires Federal agencies to examine
closely the impacts of regulatory actions
on State, local, and tribal governments.
Section 201 excepts agencies from

2 Adjustment applies only to violations of 42
U.S.C. 2077(b), consistent with Public Law 115-232
(August 13, 2018).

3Implemented by 10 CFR 820.81, 10 CFR 851.5,
and appendix B to 10 CFR part 851.

assessing effects on State, local or tribal
governments or the private sector of
rules that incorporate requirements
specifically set forth in law. Because
this rule incorporates requirements
specifically set forth in 28 U.S.C. 2461
note, DOE is not required to assess its
regulatory effects under section 201.
Unfunded Mandates Reform Act
sections 202 and 205 do not apply to
this action because they apply only to
rules for which a general notice of
proposed rulemaking is published.
Nevertheless, DOE has determined that
this regulatory action does not impose a
Federal mandate on State, local, or tribal
governments or on the public sector.

F. Treasury and General Government
Appropriations Act, 1999

Section 654 of the Treasury and
General Government Appropriations
Act, 1999 (Pub. L. 105-277) requires
Federal agencies to issue a Family
Policymaking Assessment for any
proposed rule that may affect family
well-being. This rule would not have
any impact on the autonomy or integrity
of the family as an institution.
Accordingly, DOE has concluded that it
is not necessary to prepare a Family
Policymaking Assessment.

G. Executive Order 13132

Executive Order 13132, “Federalism,”
64 FR 43255 (August 4, 1999) imposes
certain requirements on agencies
formulating and implementing policies
or regulations that preempt State law or
that have federalism implications.
Agencies are required to examine the
constitutional and statutory authority
supporting any action that would limit
the policymaking discretion of the
States and carefully assess the necessity
for such actions. DOE has examined this
rule and has determined that it would
not preempt State law and would not
have a substantial direct effect on the
States, on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. No further action
is required by Executive Order 13132.

H. Executive Order 12988

With respect to the review of existing
regulations and the promulgation of
new regulations, section 3(a) of
Executive Order 12988, “Civil Justice
Reform,” 61 FR 4729 (February 7, 1996),
imposes on Executive agencies the
general duty to adhere to the following
requirements: (1) Eliminate drafting
errors and ambiguity; (2) write
regulations to minimize litigation; and
(3) provide a clear legal standard for
affected conduct rather than a general

standard and promote simplification
and burden reduction. With regard to
the review required by section 3(a),
section 3(b) of Executive Order 12988
specifically requires that Executive
agencies make every reasonable effort to
ensure that the regulation: (1) Clearly
specifies the preemptive effect, if any;
(2) clearly specifies any effect on
existing Federal law or regulation; (3)
provides a clear legal standard for
affected conduct while promoting
simplification and burden reduction; (4)
specifies the retroactive effect, if any; (5)
adequately defines key terms; and (6)
addresses other important issues
affecting clarity and general
draftsmanship under any guidelines
issued by the Attorney General. Section
3(c) of Executive Order 12988 requires
Executive agencies to review regulations
in light of applicable standards in
section 3(a) and section 3(b) to
determine whether they are met or it is
unreasonable to meet one or more of
them. DOE has completed the required
review and determined that, to the
extent permitted by law, this rule meets
the relevant standards of Executive
Order 12988.

L Treasury and General Government
Appropriations Act, 2001

The Treasury and General
Government Appropriations Act, 2001
(44 U.S.C. 3516 note) provides for
agencies to review most disseminations
of information to the public under
guidelines established by each agency
pursuant to general guidelines issued by
OMB. OMB’s guidelines were published
at 67 FR 8452 (February 22, 2002), and
DOE’s guidelines were published at 67
FR 62446 (October 7, 2002). DOE has
reviewed this rule under the OMB and
DOE guidelines and has concluded that
it is consistent with applicable policies
in those guidelines.

J. Executive Order 13211

Executive Order 13211, ‘““Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use,” 66 FR 28355 (May
22, 2001) requires Federal agencies to
prepare and submit to OMB, a
Statement of Energy Effects for any
proposed significant energy action. A
“significant energy action” is defined as
any action by an agency that
promulgated or is expected to lead to
promulgation of a final rule, and that:
(1) Is a significant regulatory action
under Executive Order 12866, or any
successor order; and (2) is likely to have
a significant adverse effect on the
supply, distribution, or use of energy, or
(3) is designated by the Administrator of
the Office of Information and Regulatory
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Affairs (OIRA) as a significant energy
action. For any proposed significant
energy action, the agency must give a
detailed statement of any adverse effects
on energy supply, distribution, or use
should the proposal be implemented,
and of reasonable alternatives to the
action and their expected benefits on
energy supply, distribution, and use.
This regulatory action would not have a
significant adverse effect on the supply,
distribution, or use of energy and is
therefore not a significant energy action.
Accordingly, DOE has not prepared a
Statement of Energy Effects.

K. Congressional Notification

As required by 5 U.S.C. 801, DOE will
submit to Congress a report regarding
the issuance of this final rule prior to
the effective date set forth at the outset
of this rulemaking. The report will state
that it has been determined that the rule
is not a “major rule” as defined by 5
U.S.C. 801(2).

L. Approval of the Office of the
Secretary

The Secretary of Energy has approved
publication of this final rule.

List of Subjects
10 CFR Part 207

Administrative practice and
procedure, Energy, Penalties.

10 CFR Part 218

Administrative practice and
procedure, Penalties, Petroleum
allocation.

10 CFR Part 429

Confidential business information,
Energy conservation, Household
appliances, Imports, Incorporation by
reference, Reporting and recordkeeping
requirements.

10 CFR Part 431

Administrative practices and
procedure, Confidential business
information, Energy conservation,
Incorporation by reference, Reporting
and recordkeeping requirements.

10 CFR Part 490

Administrative practice and
procedure, Energy conservation,
Penalties.

10 CFR Part 501

Administrative practice and
procedure, Electric power plants,
Energy conservation, Natural gas,
Petroleum.

10 CFR Part 601

Government contracts, Grant
programs, Loan programs, Penalties.

10 CFR Part 820

Administrative practice and
procedure, Government contracts,
Penalties, Radiation protection.

10 CFR Part 824

Government contracts, Nuclear
materials, Penalties, Security measures.

10 CFR Part 851

Civil penalty, Hazardous substances,
Occupational safety and health, Safety,
Reporting and recordkeeping
requirements.

10 CFR Part 1013

Administrative practice and
procedure, Claims, Fraud, Penalties.

10 CFR Part 1017

Administrative practice and
procedure, Government contracts,
National defense, Nuclear energy,
Penalties, Security measures.

10 CFR Part 1050

Decorations, medals, awards, Foreign
relations, Government employees,
Government property, Reporting and
recordkeeping requirements.

Signing Authority

This document of the Department of
Energy was signed on January 7, 2021,
by William S. Cooper III, General
Counsel, pursuant to delegated
authority from the Secretary of Energy.
That document with the original
signature and date is maintained by
DOE. For administrative purposes only,
and in compliance with requirements of
the Office of the Federal Register, the
undersigned DOE Federal Register
Liaison Officer has been authorized to
sign and submit the document in
electronic format for publication, as an
official document of the Department of
Energy. This administrative process in
no way alters the legal effect of this
document upon publication in the
Federal Register.

Signed in Washington, DC, on January 7,
2021.

Treena V. Garrett,
Federal Register Liaison Officer, U.S.
Department of Energy.

For the reasons set forth in the
preamble, DOE amends chapters II, III,
and X of title 10 of the Code of Federal
Regulations as set forth below.

PART 207—COLLECTION OF
INFORMATION

m 1. The authority citation for part 207
continues to read as follows:
Authority: 15 U.S.C. 787 et seq.; 15 U.S.C.

791 et seq.; E.O. 11790, 39 FR 23185; 28
U.S.C. 2461 note.

m 2. Section 207.7 is amended by
revising the first sentence of paragraph
(c)(1) to read as follows:

§207.7 Sanctions.
* * * * *

(c) * x %

(1) Any person who violates any
provision of this subpart or any order
issued pursuant thereto shall be subject
to a civil penalty of not more than
$10,949 for each violation. * * *

* * * * *

PART 218—STANDBY MANDATORY
INTERNATIONAL OIL ALLOCATION

m 3. The authority citation for part 218
continues to read as follows:

Authority: 15 U.S.C. 751 et seq.; 15 U.S.C.
787 et seq.; 42 U.S.C. 6201 et seq.; 42 U.S.C.
7101 et seq.; E.O. 11790, 39 FR 23185; E.O.
12009, 42 FR 46267; 28 U.S.C. 2461 note.

m 4. Section 218.42 is amended by
revising paragraph (b)(1) to read as
follows:

§218.42 Sanctions.
* * * * *

(b) * ok %

(1) Any person who violates any
provision of this part or any order
issued pursuant thereto shall be subject
to a civil penalty of not more than
$23,714 for each violation.

* * * * *

PART 429—CERTIFICATION,
COMPLIANCE, AND ENFORCEMENT
FOR CONSUMER PRODUCTS AND
COMMERCIAL AND INDUSTRIAL
EQUIPMENT

m 5. The authority citation for part 429
continues to read as follows:

Authority: 42 U.S.C. 6291-6317; 28 U.S.C.
2461 note.

m 6. Section 429.120 is amended by
revising the first sentence to read as
follows:

§429.120 Maximum civil penalty.

Any person who knowingly violates
any provision of § 429.102(a) may be
subject to assessment of a civil penalty

of no more than $474 for each violation.
* * *

PART 431—ENERGY EFFICIENCY
PROGRAM FOR CERTAIN
COMMERCIAL AND INDUSTRIAL
EQUIPMENT

m 7. The authority citation for part 431
continues to read as follows:

Authority: 42 U.S.C. 6291-6317; 28 U.S.C.
2461 note.

m 8. Section 431.382 is amended by
revising paragraph (b) to read as follows:
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§431.382 Prohibited acts.
* * * * *

(b) In accordance with sections 333
and 345 of the Act, any person who
knowingly violates any provision of
paragraph (a) of this section may be
subject to assessment of a civil penalty

of no more than $474 for each violation.
* * * * *

PART 490—ALTERNATIVE FUEL
TRANSPORTATION PROGRAM

m 9. The authority citation for part 490
continues to read as follows:

Authority: 42 U.S.C. 7191 et seq.; 42
U.S.C. 13201, 13211, 13220, 13251 et seq.; 28
U.S.C. 2461 note.

m 10. Section 490.604 is amended by
revising paragraph (a) to read as follows:

§490.604 Penalties and Fines.

(a) Civil penalties. Whoever violates
§490.603 shall be subject to a civil
penalty of not more than $9,180 for each

violation.
* * * * *

PART 501—ADMINISTRATIVE
PROCEDURES AND SANCTIONS

m 11. The authority citation for part 501
continues to read as follows:

Authority: 42 U.S.C. 7101 et seq.; 42 U.S.C.
8301 et seq.; 42 U.S.C. 8701 et seq.; E.O.
12009, 42 FR 46267; 28 U.S.C. 2461 note.

m 12. Section 501.181 is amended by
revising paragraph (c)(1) to read as
follows:

§501.181 Sanctions.
* * * * *
(C) * * %

(1) Any person who violates any
provisions of the Act (other than section
402) or any rule in this subchapter or
order under this subchapter or the Act
will be subject to the following civil
penalty, which may not exceed $97,014
for each violation: Any person who
operates a powerplant or major fuel
burning installation under an
exemption, during any 12-calendar-
month period, in excess of that
authorized in such exemption will be
assessed a civil penalty of up to $8 for
each MCF of natural gas or up to $39 for
each barrel of oil used in excess of that

authorized in the exemption.
* * * * *

PART 601—NEW RESTRICTIONS ON
LOBBYING

m 13. The authority citation for part 601
continues to read as follows:
Authority: 31 U.S.C. 1352; 42 U.S.C. 7254

and 7256; 31 U.S.C. 6301-6308; 28 U.S.C.
2461 note.

m 14. Section 601.400 is amended by
revising paragraphs (a), (b), and (e) to
read as follows:

§601.400 Penalties.

(a) Any person who makes an
expenditure prohibited by this part shall
be subject to a civil penalty of not less
than $20,731 and not more than
$207,314 for each such expenditure.

(b) Any person who fails to file or
amend the disclosure form (see
appendix B to this part) to be filed or
amended if required by this part, shall
be subject to a civil penalty of not less
than $20,731 and not more than
$207,314 for each such failure.

* * * * *

(e) First offenders under paragraph (a)
or (b) of this section shall be subject to
a civil penalty of $20,731, absent
aggravating circumstances. Second and
subsequent offenses by persons shall be
subject to an appropriate civil penalty
between $20,731 and $207,314, as
determined by the agency head or his or

her designee.
* * * * *

Appendix A to Part 601 [Amended]

m 15. Appendix A to part 601 is
amended by:

m a. Removing “$20,489” wherever it
appears and adding in its place
“$20,731”’; and

m b. Removing “$204,892” wherever it
appears and adding in its place
“$207,314”".

PART 820—PROCEDURAL RULES
FOR DOE NUCLEAR ACTIVITIES

m 16. The authority citation for part 820
continues to read as follows:

Authority: 42 U.S.C. 2201; 2282(a); 7191;
28 U.S.C. 2461 note; 50 U.S.C. 2410.

m 17. Section 820.81 is amended by
revising the first sentence to read as
follows:

§820.81

Any person subject to a penalty under
42 U.S.C. 2282a shall be subject to a
civil penalty in an amount not to exceed
$216,628 for each such violation. * * *

PART 824—PROCEDURAL RULES
FOR THE ASSESSMENT OF CIVIL
PENALTIES FOR CLASSIFIED
INFORMATION SECURITY
VIOLATIONS

Amount of penalty.

m 18. The authority citation for part 824
continues to read as follows:

Authority: 42 U.S.C. 2201, 2282b, 7101 et
seq., 50 U.S.C. 2401 et seq.; 28 U.S.C. 2461
note.

m 19. Section 824.1 is amended by
revising the second sentence to read as
follows:

§824.1

* * * Subsection a. provides that any
person who has entered into a contract
or agreement with the Department of
Energy, or a subcontract or
subagreement thereto, and who violates
(or whose employee violates) any
applicable rule, regulation, or order
under the Act relating to the security or
safeguarding of Restricted Data or other
classified information, shall be subject
to a civil penalty not to exceed $154,806
for each violation. * * *

m 20. Section 824.4 is amended by
revising paragraph (c) to read as follows:

§824.4 Civil penalties.

* * * * *

Purpose and scope.

(c) The Director may propose
imposition of a civil penalty for
violation of a requirement of a
regulation or rule under paragraph (a) of
this section or a compliance order
issued under paragraph (b) of this
section, not to exceed $154,806 for each
violation.

* * * * *

PART 851—WORKER SAFETY AND
HEALTH PROGRAM

m 21. The authority citation for part 851
continues to read as follows:

Authority: 42 U.S.C. 2201(i)(3), (p); 42
U.S.C. 2282c; 42 U.S.C. 5801 et seq.; 42
U.S.C. 7101 et seq.; 50 U.S.C. 2401 et seq.;
28 U.S.C. 2461 note.

m 22. Section 851.5 is amended by
revising the first sentence of paragraph
(a) to read as follows:

§851.5 Enforcement.

(a) A contractor that is indemnified
under section 170d. of the AEA (or any
subcontractor or supplier thereto) and
that violates (or whose employee
violates) any requirement of this part
shall be subject to a civil penalty of up
to $100,535 for each such violation.

* * %

* * * * *

m 23. Appendix B to part 851 is
amended by:
m a. Revising the last sentences of
paragraphs (b)(1) and (2) in section VI;
and
m b. Revising paragraph 1.(e)(1) in
section IX.

The revisions read as follows:

Appendix B to Part 851—General
Statement of Enforcement Policy

* * * * *
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VI. Severity of Violations
* * * * *

(b] * Kk ok

(1) * * * A Severity Level I violation
would be subject to a base civil penalty of up
to 100% of the maximum base civil penalty
of $100,535.

(2) * * * A Severity Level II violation
would be subject to a base civil penalty up
to 50% of the maximum base civil penalty
($50,267).

* * * * *

IX. Enforcement Actions
* * * * *

Notice of Violation
* * * * *

(e] * * %

(1) DOE may assess civil penalties of up to
$100,535 per violation per day on contractors
(and their subcontractors and suppliers) that
are indemnified by the Price-Anderson Act,
42 U.S.C. 2210(d). See 10 CFR 851.5(a).

* * * * *

PART 1013—PROGRAM FRAUD CIVIL
REMEDIES AND PROCEDURES

m 24. The authority citation for part
1013 continues to reads as follows:

Authority: 31 U.S.C. 3801-3812; 28 U.S.C.
2461 note.

m 25. Section 1013.3 is amended by
revising paragraphs (a)(1)(iv) and
(b)(1)(ii) to read as follows:

§1013.3 Basis for civil penalties and
assessments.

R

(?) * *x %

(iv) Is for payment for the provision
of property or services which the person
has not provided as claimed, shall be
subject, in addition to any other remedy
that may be prescribed by law, to a civil
penalty of not more than $11,803 for
each such claim.

* * * * *

(b) L

(1) L

(ii) Contains or is accompanied by an
express certification or affirmation of
the truthfulness and accuracy of the
contents of the statement, shall be
subject, in addition to any other remedy
that may be prescribed by law, to a civil
penalty of not more than $11,803 for
each such statement.

* * * * *

PART 1017—IDENTIFICATION AND
PROTECTION OF UNCLASSIFIED
CONTROLLED NUCLEAR
INFORMATION

m 26. The authority citation for part
1017 continues to read as follows:
Authority: 42 U.S.C. 7101 et seq.; 50

U.S.C. 2401 et seq.; 42 U.S.C. 2168; 28 U.S.C.
2461 note.

m 27. Section 1017.29 is amended by
revising paragraph (c) to read as follows:

§1017.29 Civil penalty.
* * * * *

(c) Amount of penalty. The Director
may propose imposition of a civil
penalty for violation of a requirement of
a regulation under paragraph (a) of this
section or a compliance order issued
under paragraph (b) of this section, not

to exceed $278,786 for each violation.
* * * * *

PART 1050—FOREIGN GIFTS AND
DECORATIONS

m 28. The authority citation for part
1050 continues to read as follows:

Authority: The Constitution of the United
States, Article I, Section 9; 5 U.S.C. 7342; 22
U.S.C. 2694; 42 U.S.C. 7254 and 7262; 28
U.S.C. 2461 note.

m 29. Section 1050.303 is amended by
revising the last sentence in paragraph
(d) to read as follows:

§1050.303 Enforcement.
* * * * *

(d) * * * The court in which such
action is brought may assess a civil
penalty against such employee in any
amount not to exceed the retail value of
the gift improperly solicited or received
plus $21,135.

[FR Doc. 2021-00439 Filed 1-13-21; 8:45 am]
BILLING CODE 6450-01-P

SMALL BUSINESS ADMINISTRATION

13 CFR Part 121, 124, 125, 126, and 127
RIN 3245-AG94

Consolidation of Mentor-Protégé
Programs and Other Government
Contracting Amendments; Correction

AGENCY: U.S. Small Business
Administration.

ACTION: Correcting amendments.

SUMMARY: The U.S. Small Business
Administration (SBA) is correcting
regulations that published in the
Federal Register on October 16, 2020.
The rule merged the 8(a) Business
Development (BD) Mentor-Protégé
Program and the All Small Mentor-
Protégé Program to eliminate confusion
and remove unnecessary duplication of
functions within SBA. This document is
making several technical corrections to
the regulations.

DATES: Effective January 14, 2021.

FOR FURTHER INFORMATION CONTACT:
Mark Hagedorn, U.S. Small Business
Administration, Office of General

Counsel, 409 Third Street SW,
Washington, DC 20416; (202) 205-7625;
mark.hagedorn@sba.gov.

SUPPLEMENTARY INFORMATION: In
response to the President’s directive to
simplify regulations, on October 16,
2020, SBA published a final rule
revising the regulations pertaining to the
8(a) BD and size programs in order to
further reduce unnecessary or excessive
burdens on small businesses and to
eliminate confusion or more clearly
delineate SBA’s intent in certain
regulations. (85 FR 66146). This is the
second set of corrections. The first set of
corrections was published in the
Federal Register on November 16, 2020.
(85 FR 72916). This document augments
those corrections.

First, in amending § 121.404(a) to
provide clarification as to the time at
which size is determined for multiple
award contracts, SBA inadvertently
deleted the general rule that size is
determined as of the date of the concern
submits a written self-certification that
it is small to the procuring activity as
part of its initial offer or response which
includes price. In other words, in
amending the exception to the general
rule for multiple award contracts, the
final rule inadvertently deleted the
general rule itself. That was not SBA’s
intent and SBA did not intend to make
any substantive changes to the general
rule itself. This rule adds back the
general rule language to § 121.404(a).

Second, the final rule eliminated the
requirement that 8(a) Participants
seeking to be awarded a competitive 8(a)
contract as a joint venture submit the
joint venture agreement to SBA for
review and approval prior to contract
award. The preamble to the final rule
explained that such approval is no
longer necessary because the size
protest process has worked well to
ensure that small business joint venture
partners control performance on non-
8(a) contracts with their large business
mentors and could work similarly to
monitor a joint venturing activity on
competitive 8(a) contracts. To this end,
where another offeror believes that a
joint venture between a protégé and its
large business mentor has not complied
with the applicable control regulations,
it may protest the size of the joint
venture. The appropriate Area Office of
SBA’s Office of Government Contracting
would then review the joint venture
agreement to determine whether it
meets the requirements of SBA’s
regulations. If that Office determines
that the applicable regulations were not
followed, the joint venture would lose
its exclusion from affiliation, be found
to be other than small, and, thus,
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ineligible for an award as a small
business. Because size protests are
authorized for competitive 8(a)
contracts, SBA reasoned that prior
approval is no longer necessary for joint
venture agreements seeking to be
awarded such contracts.

The final rule inadvertently did not
adequately address how the Area Office
will review certain joint venture
agreements to perform 8(a) contracts
formed outside the Mentor-Protégé
Program, such as a joint venture
between an 8(a) Participant and one or
more other small business concerns.
Currently, an unsuccessful offeror, SBA,
or a contracting officer may protest the
status of the apparent successful offeror
for a Service-Disabled Veteran Owned
(SDVO), Historically Underutilized
Business Zone (HUBZone), Women-
Owned Small Business (WOSB), or
Economically-Disadvantaged Women-
Owned Small Business (EDWOSB)
contract. In determining the status
eligibility of a joint venture apparent
awardee, SBA will review the joint
venture agreement to assess whether it
complies with the formal requirements
to receive and perform the award as a
joint venture. If the joint venture does
not comply with these requirements,
SBA will sustain the protest and deem
the joint venture ineligible for award.
However, there is no existing regulatory
process for an unsuccessful offeror,
SBA, or a contracting officer to
challenge whether a joint venture meets
the formal requirements to receive and
perform a competitive 8(a) contract. To
this end, the eligibility of a Participant
for a sole source or competitive 8(a)
requirement may not be challenged by
a disappointed offeror or any other party
because SBA reviews the apparent
successful offeror’s eligibility for award
in connection with each 8(a) contract. In
addition, prior to the final rule, where
the apparent successful offeror was a
joint venture, the joint venture had to be
approved by SBA prior to or concurrent
with the contract eligibility review. In
eliminating SBA’s role to review and
approve joint ventures formed to
perform competitive 8(a) contracts, it
was not SBA’s intent to allow 8(a)
contract benefits to flow to joint
ventures that do not meet the applicable
regulatory requirements. To the
contrary, as noted above, SBA
envisioned that the size protest process
would work to ensure compliance with
the formal 8(a) joint venture
requirements. However, in the context
of a joint venture between an 8(a)
Participant and one or more other small
business concerns, the current size
protest procedures are not adequate.

Under SBA’s size regulations, a joint
venture is small if each of the partners
to the joint venture individually qualify
as small. Thus, a joint venture that does
not comply with the applicable
requirements set forth in § 124.513(c)
and (d) could still qualify as small even
though the 8(a) partner to the joint
venture was not the lead or controlling
partner. This rule amends
§121.103(h)(1)(i) to implement SBA’s
intent that a joint venture must meet the
requirements of § 124.513(c) and (d) in
order to be eligible for a competitive 8(a)
procurement and to make joint ventures
in the 8(a) program consistent with
those in the HUBZone, WOSB and
SDVO programs. Additionally, SBA
inadvertently left out conforming
revisions in the final rule to remove
references to SBA’s now obsolete review
and approval of joint ventures formed to
receive and perform competitive 8(a)
contracts. Specifically, the final rule did
not make corresponding changes to
§124.513(a), (f), (g), (h), and (j), leaving
inconsistency with respect to the
requirement for SBA approval. This rule
corrects this inconsistency by removing
or clarifying references to joint venture
approval in § 124.513(a), (f), (g), (h), and

().

] Third, the final rule added a new

§ 124.501(k) to clearly make the bona
fide office requirement applicable to
both sole source and competitive 8(a)
awards and better defined the
geographical area in which an office
needs to be in order to meet the bona
fide place of business requirement.
Although SBA intended to allow an
office in the geographic area served by
a contiguous SBA district office to meet
the bona fide place of business
requirement, the final regulatory
provision did not make that clear. This
rule corrects that ambiguity.

Fourth, the final rule clarified a
procuring activity’s responsibilities
when evaluating the past performance,
experience, business systems and
certifications of an entity submitting an
offer for a small business contract as a
joint venture. Specifically, the final rule
amended § 125.8(e) to provide that
when evaluating such offers, the
procuring activity should not require a
small business protégé partner to the
joint venture to individually meet any
evaluation or responsibility criteria as
those required of other offerors
generally. SBA inadvertently left out
conforming revisions in the final rule to
§§124.513, 125.18, 126.616, and
127.506 to address the evaluation of
past performance, experience, business
systems and certifications of a joint
venture formed outside SBA’s Mentor-
Protégé Program to pursue a contract

set-aside or reserved for 8(a)
Participants, SDVO small business
concerns, HUBZone small business
concerns, WOSB concerns, or EDWOSB
concerns. This rule corrects the
inconsistency by revising §§ 124.513,
125.18, 126.616, and 127.506 to
incorporate this clarification.

List of Subjects

13 CFR Part 121

Administrative practice and
procedure, Government procurement,
Government property, Grant programs—
business, Individuals with disabilities,
Loan programs—business, Small
businesses.

13 CFR Part 124

Administrative practice and
procedure, Government procurement,
Government property, Small businesses.

13 CFR Part 125

Government contracts, Government
procurement, Reporting and
recordkeeping requirements, Small
businesses, Technical assistance.

13 CFR Part 126

Administrative practice and
procedure, Government procurement,
Penalties, Reporting and recordkeeping
requirements, Small businesses.

13 CFR Part 127

Government contracts, Reporting and
recordkeeping requirements, Small
businesses.

Accordingly, 13 CFR parts 121, 124,
125, 126, and 127 are corrected by
making the following correcting
amendments:

PART 121—SMALL BUSINESS SIZE
REGULATIONS

m 1. The authority citation for part 121
continues to read as follows:

Authority: 15 U.S.C. 632, 634(b)(6),
636(a)(36), 662, and 694a(9); Pub. L. 116—136,
Section 1114.

m 2. Amend §121.103 by adding a
sentence to the end of paragraph
(h)(1)(i) to read as follows:

§121.103 How does SBA determine
affiliation?
* * * * *
* *x %

RS
(i) * * * For a competitive 8(a)
procurement, a joint venture between an
8(a) Participant and one or more other
small business concerns (including two
firms approved by SBA to be a mentor
and protégé under § 125.9 of this
chapter) must also meet the
requirements of § 124.513(c) and (d) of
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this chapter as of the date of the final
proposal revision for negotiated
acquisitions and final bid for sealed
bidding in order to be eligible for award.

* * * * *

m 3. Amend § 121.404 by adding
introductory text to paragraph (a) to
read as follows:

§121.404 When is the size status of a
business concern determined?

(a) Time of size. SBA determines the
size status of a concern, including its
affiliates, as of the date the concern
submits a written self-certification that
it is small to the procuring activity as
part of its initial offer or response which
includes price.

* * * * *

PART 124—8(a) BUSINESS
DEVELOPMENT/SMALL
DISADVANTAGED BUSINESS STATUS
DETERMINATIONS

m 4. The authority citation for part 124
continues to read as follows:

Authority: 15 U.S.C. 634(b)(6), 636(j),
637(a), 637(d), 644 and Pub. L. 99-661, Pub.
L. 100-656, sec. 1207, Pub. L. 101-37, Pub.
L. 101-574, section 8021, Pub. L. 108-87,
Pub. L. 116-260, sec. 330, and 42 U.S.C.
9815.

m 5. Amend § 124.501 by revising the
introductory text to paragraph (k) to
read as follows:

§124.501 What general provisions apply
to the award of 8(a) contracts?

* * * * *

(k) In order to be awarded a sole
source or competitive 8(a) construction
contract, a Participant must have a bona
fide place of business within the
applicable geographic location
determined by SBA. This will generally
be the geographic area serviced by the
SBA district office, a Metropolitan
Statistical Area (MSA), a contiguous
county (whether in the same or different
state), or the geographical area serviced
by a contiguous SBA district office to
where the work will be performed. SBA
may determine that a Participant with a
bona fide place of business anywhere
within the state (if the state is serviced
by more than one SBA district office),
one or more other SBA district offices
(in the same or another state), or another
nearby area is eligible for the award of

an 8(a) construction contract.
* * * * *

m 6. Amend § 124.513 by revising
paragraph (a)(1), the second sentence of
paragraph (a)(2), and paragraphs (f), (g),
(h), and (j) to read as follows:

§124.513 Under what circumstances can a
joint venture be awarded an 8(a) contract?

(a] * % %

(1) A Participant may enter into a
joint venture agreement with one or
more other small business concerns,
whether or not 8(a) Participants, for the
purpose of performing one or more
specific 8(a) contracts.

(2) * * * However, where SBA
concludes that an 8(a) Participant brings
very little to the joint venture
relationship in terms of resources and
expertise other than its 8(a) status, SBA
will not approve the joint venture to
receive an 8(a) sole source contract
award and will find the joint venture to
be ineligible for a competitive 8(a)
award if it is determined to be the
apparent successful offeror.

* * * * *

(f) Capabilities, past performance,
and experience. When evaluating the
capabilities, past performance,
experience, business systems, and
certifications of an entity submitting an
offer for an 8(a) contract as a joint
venture established pursuant to this
section, a procuring activity must
consider work done and qualifications
held individually by each partner to the
joint venture as well as any work done
by the joint venture itself previously. A
procuring activity may not require the
8(a) Participant to individually meet the
same evaluation or responsibility
criteria as that required of other offerors
generally. The partners to the joint
venture in the aggregate must
demonstrate the past performance,
experience, business systems, and
certifications necessary to perform the
contract.

(g) Contract execution. Where an 8(a)
award will be made to a joint venture,
the procuring activity will execute an
8(a) contract in the name of the joint
venture entity or the 8(a) Participant,
but in either case will identify the
award as one to an 8(a) joint venture or
an 8(a) mentor-protege joint venture, as
appropriate.

(h) Amendments to joint venture
agreement. Where SBA has approved a
joint venture for a sole source 8(a)
contract, all amendments to the joint
venture agreement must be approved by
SBA.

* * * * *

(j) Certification of compliance. Prior
to the performance of any 8(a) contract
by a joint venture, the 8(a) BD
Participant to the joint venture must
submit a written certification to the
contracting officer and SBA, signed by
an authorized official of each partner to
the joint venture, stating as follows:

(1) The parties have entered into a
joint venture agreement that fully

complies with paragraph (c) of this
section; and

(2) The parties will perform the
contract in compliance with the joint
venture agreement and with the
performance of work requirements set
forth in paragraph (d) of this section.

(3) For a sole source 8(a) contract, the
parties have obtained SBA’s approval of
the joint venture agreement and any
addendum to that agreement and that
there have been no modifications to the
agreement that SBA has not approved.

* * * * *

PART 125—GOVERNMENT
CONTRACTING PROGRAMS

m 7. The authority citation for part 125
continues to read as follows:

Authority: 15 U.S.C. 632(p), (q), 634(b)(6),
637, 644, 657f, 657q, 6571, and 657s; 38
U.S.C. 501 and 8127.

m 8. Revise § 125.18(b)(5) to read as
follows:

§125.18 What requirements must an
SDVO SBC meet to submit an offer on a
contract?

* * * * *

(b) * ok %

(5) Capabilities, past performance,
and experience. When evaluating the
capabilities, past performance,
experience, business systems, and
certifications of an entity submitting an
offer for an SDVO contract as a joint
venture established pursuant to this
section, a procuring activity must
consider work done and qualifications
held individually by each partner to the
joint venture as well as any work done
by the joint venture itself previously. A
procuring activity may not require the
SDVO SBC to individually meet the
same evaluation or responsibility
criteria as that required of other offerors
generally. The partners to the joint
venture in the aggregate must
demonstrate the past performance,
experience, business systems, and
certifications necessary to perform the

contract.
* * * * *

PART 126—HUBZONE PROGRAM

m 9. The authority citation for part 126
continues to read as follows:

Authority: 15 U.S.C. 632(a), 632(j), 632(p),
644 and 657a; Pub. L. 111-240, 24 Stat. 2504.

m 10. Revise § 126.616(f) to read as
follows:

§126.616 What requirements must a joint
venture satisfy to submit an offer and be
eligible to perform on a HUBZone contract?
* * * * *
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(f) Capabilities, past performance,
and experience. When evaluating the
capabilities, past performance,
experience, business systems, and
certifications of an entity submitting an
offer for a HUBZone contract as a joint
venture established pursuant to this
section, a procuring activity must
consider work done and qualifications
held individually by each partner to the
joint venture as well as any work done
by the joint venture itself previously. A
procuring activity may not require the
HUBZone small business concern to
individually meet the same evaluation
or responsibility criteria as that required
of other offerors generally. The partners
to the joint venture in the aggregate
must demonstrate the past performance,
experience, business systems, and
certifications necessary to perform the

contract.
* * * * *

PART 127—WOMEN-OWNED SMALL
BUSINESS FEDERAL CONTRACT
PROGRAM

m 11. The authority citation for part 127
continues to read as follows:

Authority: 15 U.S.C. 632, 634(b)(6),
637(m), 644 and 657r.

®m 12. Amend § 127.506 by revising
paragraph (f) to read as follows:

§127.506 May a joint venture submit an
offer on an EDWOSB or WOSB
requirement?

* * * * *

(f) Capabilities, past performance,
and experience. When evaluating the
capabilities, past performance,
experience, business systems, and
certifications of an entity submitting an
offer for an EDWOSB or WOSB contract
as a joint venture established pursuant
to this section, a procuring activity must
consider work done and qualifications
held individually by each partner to the
joint venture as well as any work done
by the joint venture itself previously. A
procuring activity may not require the
EDWOSB or WOSB small business
concern to individually meet the same
evaluation or responsibility criteria as
that required of other offerors generally.
The partners to the joint venture in the
aggregate must demonstrate the past
performance, experience, business
systems, and certifications necessary to

perform the contract.
* * * * *

Francis C. Spampinato,
Associate Administrator, Government
Contracting and Business Development.

[FR Doc. 2021-00270 Filed 1-13-21; 8:45 am]|
BILLING CODE 8026-03-P

SMALL BUSINESS ADMINISTRATION

13 CFR Part 127
RIN 3245-AG75

Women-Owned Small Business and
Economically Disadvantaged Women-
Owned Small Business Certification;
Correction

AGENCY: U.S. Small Business
Administration.

ACTION: Correcting amendment.

SUMMARY: The U.S. Small Business
Administration (SBA or Agency) is
correcting regulations that published in
the Federal Register on May 11, 2020.
The final rule amended SBA’s
regulations to implement a statutory
requirement to certify Women-Owned
Small Business Concerns (WOSBs) and
Economically-Disadvantaged Women-
Owned Small Business Concerns
(EDWOSBSs), as well as to clarify
existing regulations. This document
makes corrections to the final
regulations.

DATES: Effective January 14, 2021.

FOR FURTHER INFORMATION CONTACT:
Brenda Fernandez, Office of Policy,
Planning and Liaison, 409 Third Street
SW, Washington, DC 20416; (202) 205—
7337; brenda.fernandez@sba.gov.
SUPPLEMENTARY INFORMATION: This is a
correction to a final rule published in
the Federal Register on May 11, 2020
(85 FR 27650). SBA is correcting dates
that were inadvertently transposed in
one of the examples to 13 CFR 127.400.
Additionally, SBA is correcting the
language in two of the examples to 13
CFR 127.400 to ensure the examples
accurately illustrate the application of
the new regulatory provisions.

List of Subjects in 13 CFR Part 127

Government contracts, Reporting and
recordkeeping requirements, Small
businesses.

Accordingly, 13 CFR part 127 is
corrected by making the following
correcting amendments:

PART 127—WOMEN-OWNED SMALL
BUSINESS FEDERAL CONTRACT
PROGRAM

m 1. The authority citation for part 127
continues to read as follows:

Authority: 15 U.S.C. 632, 634(b)(6),
637(m), 644 and 657r.

m 2. Amend § 127.400 by revising
paragraph (b)(1) to read as follows:

§127.400 How does a concern maintain its
WOSB or EDWOSB certification?

* * * * *

(b) * ok %

(1) SBA or a third-party certifier will
conduct a program examination three
years after the concern’s initial WOSB
or EDWOSB certification (whether by
SBA or a third-party certifier) or three
years after the date of the concern’s last
program examination, whichever date is
later.

Example 1 to paragraph (b)(1).
Concern A is certified by SBA to be
eligible for the WOSB program on July
20, 2021. Concern A will be considered
a certified WOSB that is eligible to
receive WOSB contracts (as long as it is
small for the size standard
corresponding to the NAICS code
assigned to the contract) through July
19, 2022. To participate in the WOSB
Program the following year, Concern A
must recertify its eligibility to SBA
between June 20, 2022, and July 19,
2022. Concern A will be considered a
certified WOSB that is eligible to receive
WOSB contracts (as long as it is small
for the size standard corresponding to
the NAICS code assigned to the
contract) through July 19, 2023. To
participate in the WOSB Program the
following year, Concern A must
recertify its eligibility to SBA between
June 20, 2023, and July 19, 2023.
Concern A will be considered a certified
WOSB that is eligible to receive WOSB
contracts (as long as it is small for the
size standard corresponding to the
NAICS code assigned to the contract)
through July 19, 2024. To participate in
the WOSB Program the following year,
Concern A must recertify its eligibility
to SBA between June 20, 2024, and July
19, 2024. Because three years will have
elapsed since its application and
original certification, SBA will conduct
a program examination of Concern A at
that time. In addition to its
representation that it continues to be an
eligible WOSB, Concern A must provide
additional information as requested by
SBA to demonstrate that it continues to
meet all the eligibility requirements of
the WOSB Program.

Example 2 to paragraph (b)(1).
Concern B is certified by a third-party
certifier to be eligible for the WOSB
program on September 27, 2021.
Concern B will be considered a certified
WOSB that is eligible to receive WOSB
contracts (as long as it is small for the
size standard corresponding to the
NAICS code assigned to the contract)
through September 26, 2022. To
participate in the WOSB Program the
following year, Concern B must recertify
its eligibility to SBA between August 28,
2022, and September 26, 2022. Concern
B will be considered a certified WOSB
that is eligible to receive WOSB
contracts (as long as it is small for the
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size standard corresponding to the
NAICS code assigned to the contract)
through September 26, 2023. On March
31, 2023, Concern B is awarded a WOSB
set-aside contract. Subsequently,
Concern B’s status as an eligible WOSB
is protested. On June 28, 2023, Concern
B receives a positive determination from
SBA confirming that it is an eligible
WOSB. Concern B’s new certification
date is June 28, 2023. Concern B will be
considered a certified WOSB that is
eligible to receive WOSB contracts (as
long as it is small for the size standard
corresponding to the NAICS code
assigned to the contract) through June
27, 2024. To participate in the WOSB
Program the following year, Concern B
must recertify its eligibility to SBA
between May 29, 2024, and June 27,
2024. Concern B will be considered a
certified WOSB that is eligible to receive
WOSB contracts (as long as it is small
for the size standard corresponding to
the NAICS code assigned to the
contract) through June 27, 2025. To
participate in the WOSB Program the
following year, Concern B must recertify
its eligibility to SBA between May 29,
2025, and June 27, 2025. Concern B will
be considered a certified WOSB that is
eligible to receive WOSB contracts (as
long as it is small for the size standard
corresponding to the NAICS code
assigned to the contract) until June 27,
2026. To participate in the WOSB
Program the following year, Concern B
must recertify its eligibility to SBA
between May 29, 2026, and June 27,
2026. Because three years will have
elapsed since its certification date of
June 28, 2023, Concern B must seek a
program examination, by SBA or a
third-party certifier, at that time. In
addition to its representation that it
continues to be an eligible WOSB,
Concern B must provide additional
information as requested by SBA or a
third-party certifier to demonstrate that
it continues to meet all the eligibility
requirements of the WOSB Program.

* * * * *

Dated: January 7, 2021.
Francis C. Spampinato,
Associate Administrator, Government
Contracting and Business Development.
[FR Doc. 2021-00476 Filed 1-13-21; 8:45 am]
BILLING CODE 8026-03-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2020-1172; Project
Identifier MCAI-2020-01661-T; Amendment
39-21388; AD 2021-02-05]

RIN 2120-AA64

Airworthiness Directives; Airbus SAS
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for all
Airbus SAS Model A330-200, —200
Freighter, —300, —800, and —900 series
airplanes; Model A340-200 and —-300
series airplanes; and Model A340-541
and A340-642 airplanes. This AD was
prompted by a report that an erroneous
torque value for the attachment nuts to
install a pitot probe was included in the
affected Aircraft Maintenance Manual
(AMM) task. This AD requires re-
torqueing the attachment nuts of each
affected part. In addition, this AD
prohibits the use of the affected AMM
task, as specified in a European Union
Aviation Safety Agency (EASA) AD,
which is incorporated by reference. The
FAA is issuing this AD to address the
unsafe condition on these products.

DATES: This AD becomes effective
January 29, 2021.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of January 29, 2021.

The FAA must receive comments on
this AD by March 1, 2021.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
https://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:202—493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

e Hand Delivery: Deliver to Mail
address above between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

For material incorporated by reference
(IBR) in this AD, contact the EASA,
Konrad-Adenauer-Ufer 3, 50668
Cologne, Germany; telephone +49 221
8999 000; email ADs@easa.europa.et;

internet www.easa.europa.eu. You may
find this IBR material on the EASA
website at https://ad.easa.europa.eu.
You may view this IBR material at the
FAA, Airworthiness Products Section,
Operational Safety Branch, 2200 South
216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.
It is also available in the AD docket on
the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2020—
1172.

Examining the AD Docket

You may examine the AD docket on
the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2020—
1172; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this AD, any
comments received, and other
information. The street address for
Docket Operations is listed above.
Comments will be available in the AD
docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
Large Aircraft Section, International
Validation Branch, FAA, 2200 South
216th St., Des Moines, WA 98198;
telephone and fax 206-231-3229; email
vladimir.ulyanov@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

The EASA, which is the Technical
Agent for the Member States of the
European Union, has issued EASA AD
2020-0279, dated December 14, 2020
(EASA AD 2020-0279) (also referred to
as the Mandatory Continuing
Airworthiness Information, or the
MCAI), to correct an unsafe condition
for all Model A330-201, A330-202,
A330-203, A330-223, A330-223F,
A330-243, A330-243F, A330-301,
A330-302, A330-303, A330-321, A330—
322, A330-323, A330-341, A330-342,
A330-343, A330-743L, A330-841,
A330-941, A340-211, A340-212, A340-
213, A340-311, A340-312, A340-313,
A340-541, A340-542, A340-642, and
A340-643 airplanes. Model A330-743L,
A340-542, and A340-643 airplanes are
not certificated by the FAA and are not
included on the U.S. type certificate
data sheet; this AD therefore does not
include those airplanes in the
applicability.

This AD was prompted by a report
that an erroneous torque value for the
attachment nuts to install a pitot probe
was included in the affected AMM task.
The FAA is issuing this AD to address
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the erroneous torque value. If not
addressed it could lead to erroneous
total pressure measurement being
relayed to navigation systems, possibly
resulting in reduced control of the
airplane. See the MCAI for additional
background information.

Related Service Information Under 1
CFR Part 51

EASA AD 2020-0279 describes
procedures for re-torqueing the
attachment nuts of each affected part
and prohibits the use of the affected
AMM task. This material is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

FAA’s Determination

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to the
FAA’s bilateral agreement with the State
of Design Authority, the FAA has been
notified of the unsafe condition
described in the MCAI referenced
above. The FAA is issuing this AD
because the FAA evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Requirements of This AD

This AD requires accomplishing the
actions specified in EASA AD 2020-
0279 described previously, as
incorporated by reference, except for
any differences identified as exceptions
in the regulatory text of this AD.

Explanation of Required Compliance
Information

In the FAA’s ongoing efforts to
improve the efficiency of the AD
process, the FAA initially worked with
Airbus and EASA to develop a process
to use certain EASA ADs as the primary
source of information for compliance
with requirements for corresponding
FAA ADs. The FAA has since
coordinated with other manufacturers
and civil aviation authorities (CAAs) to
use this process. As a result, EASA AD
2020-0279 is incorporated by reference
in this final rule. This AD, therefore,
requires compliance with EASA AD
2020-0279 in its entirety, through that
incorporation, except for any differences

identified as exceptions in the
regulatory text of this AD. Using
common terms that are the same as the
heading of a particular section in the
EASA AD does not mean that operators
need comply only with that section. For
example, where the AD requirement
refers to “‘all required actions and
compliance times,” compliance with
this AD requirement is not limited to
the section titled “Required Action(s)
and Compliance Time(s)” in the EASA
AD. Service information specified in
EASA AD 2020-0279 that is required for
compliance with EASA AD 2020-0279
is available on the internet at https://
www.regulations.gov by searching for
and locating Docket No. FAA-2020—
1172.

FAA'’s Justification and Determination
of the Effective Date

An unsafe condition exists that
requires the immediate adoption of this
AD without providing an opportunity
for public comments prior to adoption.
The FAA has found that the risk to the
flying public justifies waiving notice
and comment prior to adoption of this
rule because an erroneous torque value
for the attachment nuts to install a pitot
probe could lead to erroneous total
pressure measurement being relayed to
navigation systems, possibly resulting in
reduced control of the airplane. In
addition, the compliance time for the
required action is shorter than the time
necessary for the public to comment and
for publication of the final rule.
Therefore, the FAA finds good cause
that notice and opportunity for prior
public comment are impracticable. In
addition, for the reasons stated above,
the FAA finds that good cause exists for
making this amendment effective in less
than 30 days.

Comments Invited

The FAA invites you to send any
written relevant data, views, or
arguments about this AD. Send your
comments to an address listed under
ADDRESSES. Include “Docket No. FAA—
2020-1172; Project Identifier MCAI-
2020-01661-T" at the beginning of your
comments. The most helpful comments
reference a specific portion of the final
rule, explain the reason for any
recommended change, and include
supporting data. The FAA will consider
all comments received by the closing

date and may amend this final rule
because of those comments.

Except for Confidential Business
Information (CBI) as described in the
following paragraph, and other
information as described in 14 CFR
11.35, the FAA will post all comments
received, without change, to https://
www.regulations.gov, including any
personal information you provide. The
agency will also post a report
summarizing each substantive verbal
contact received about this final rule.

Confidential Business Information

CBI is commercial or financial
information that is both customarily and
actually treated as private by its owner.
Under the Freedom of Information Act
(FOIA) (5 U.S.C. 552), CBI is exempt
from public disclosure. If your
comments responsive to this AD contain
commercial or financial information
that is customarily treated as private,
that you actually treat as private, and
that is relevant or responsive to this AD,
it is important that you clearly designate
the submitted comments as CBI. Please
mark each page of your submission
containing CBI as “PROPIN.” The FAA
will treat such marked submissions as
confidential under the FOIA, and they
will not be placed in the public docket
of this AD. Submissions containing CBI
should be sent to Vladimir Ulyanov,
Aerospace Engineer, Large Aircraft
Section, International Validation
Branch, FAA, 2200 South 216th St., Des
Moines, WA 98198; telephone and fax
206—231-3229; email vladimir.ulyanov@
faa.gov. Any commentary that the FAA
receives which is not specifically
designated as CBI will be placed in the
public docket for this rulemaking.

Regulatory Flexibility Act (RFA)

The requirements of the RFA do not
apply when an agency finds good cause
pursuant to 5 U.S.C. 553 to adopt a rule
without prior notice and comment.
Because the FAA has determined that it
has good cause to adopt this rule
without notice and comment, RFA
analysis is not required.

Costs of Compliance

The FAA estimates that this AD
affects 112 airplanes of U.S. registry.
The FAA estimates the following costs
to comply with this AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS

Cost per Cost on U.S.
Labor cost Parts cost product operators
1 WOrk-hour X $85 Per NOUN = $85 .......cciiiieiiceeeseee et sae et eneenee s $0 $85 $9,520
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Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII:
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section
44701: General requirements. Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

Regulatory Findings

The FAA determined that this AD
will not have federalism implications
under Executive Order 13132. This AD
will not have a substantial direct effect
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a ““significant regulatory
action” under Executive Order 12866,
and

(2) Will not affect intrastate aviation
in Alaska.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

2021-02-05 Airbus SAS: Amendment 39—

21388; Docket No. FAA—-2020-1172;
Project Identifier MCAI-2020-01661-T.

(a) Effective Date

This airworthiness directive (AD) becomes
effective January 29, 2021.

(b) Affected ADs

None.

(c) Applicability

This AD applies to all Airbus SAS
airplanes, certificated in any category,
identified in paragraphs (c)(1) through (9) of
this AD.

(1) Model A330-201, A330-202, A330—
203, A330-223, and A330-243 airplanes.

(2) Model A330-223F and A330-243F
airplanes.

(3) Model A330-301, A330-302, A330—
303, A330-321, A330-322, A330-323, A330—
341, A330-342, and A330-343 airplanes.
(4) Model A330-841 airplanes.

(5) Model A330-941 airplanes.

(6) Model A340-211, A340-212, and
A340-213 airplanes.

(7) Model A340-311, A340-312, and
A340-313 airplanes.

(8) Model A340-541 airplanes.

(9) Model A340-642 airplanes.

(d) Subject

Air Transport Association (ATA) of
America Code 34, Navigation.

(e) Reason

This AD was prompted by a report that an
erroneous torque value for the attachment
nuts to install a pitot probe was included in
the affected Aircraft Maintenance Manual
(AMM) task. The FAA is issuing this AD to
address the erroneous torque value. If not
addressed it could lead to erroneous total
pressure measurement being relayed to
navigation systems, possibly resulting in
reduced control of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Requirements

Except as specified in paragraph (h) of this
AD: Comply with all required actions and
compliance times specified in, and in
accordance with, European Union Aviation
Safety Agency (EASA) AD 2020-0279, dated
December 14, 2020 (EASA AD 2020-0279).

(h) Exceptions to EASA AD 2020-0279

(1) Where EASA AD 2020-0279 refers to its
effective date, this AD requires using the
effective date of this AD.

(2) The “Remarks” section of EASA AD
2020-0279 does not apply to this AD.

(i) No Reporting Requirement

Although the service information
referenced in EASA AD 2020-0279 specifies
to submit certain information to the

manufacturer, this AD does not include that
requirement.

(j) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Large Aircraft
Section, International Validation Branch,

FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. In accordance with
14 CFR 39.19, send your request to your
principal inspector or responsible Flight
Standards Office, as appropriate. If sending
information directly to the Large Aircraft
Section, International Validation Branch,
send it to the attention of the person
identified in paragraph (k) of this AD.
Information may be emailed to: 9-AVS-AIR-
730-AMOC@faa.gov. Before using any
approved AMOC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the responsible
Flight Standards Office.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain instructions
from a manufacturer, the instructions must
be accomplished using a method approved
by the Manager, Large Aircraft Section,
International Validation Branch, FAA; or
EASA; or Airbus SAS’s EASA Design
Organization Approval (DOA). If approved by
the DOA, the approval must include the
DOA-authorized signature.

(3) Required for Compliance (RC): Except
as required by paragraph (j)(2) of this AD, if
any service information referenced in EASA
AD 2020-0279 that contains paragraphs that
are labeled as RC, the instructions in RC
paragraphs, including subparagraphs under
an RC paragraph, must be done to comply
with this AD; any paragraphs, including
subparagraphs under those paragraphs, that
are not identified as RC are recommended.
The instructions in paragraphs, including
subparagraphs under those paragraphs, not
identified as RC may be deviated from using
accepted methods in accordance with the
operator’s maintenance or inspection
program without obtaining approval of an
AMOC, provided the instructions identified
as RC can be done and the airplane can be
put back in an airworthy condition. Any
substitutions or changes to instructions
identified as RC require approval of an
AMOC.

(k) Related Information

For more information about this AD,
contact Vladimir Ulyanov, Aerospace
Engineer, Large Aircraft Section,
International Validation Branch, FAA, 2200
South 216th St., Des Moines, WA 98198;
telephone and fax 206-231-3229; email
vladimir.ulyanov@faa.gov.

(1) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless this AD specifies otherwise.

(i) European Union Aviation Safety Agency
(EASA) AD 2020-0279, dated December 14,
2020.

(ii) [Reserved]

(3) For EASA AD 2020-0279, contact the
EASA, Konrad-Adenauer-Ufer 3, 50668
Cologne, Germany; telephone +49 221 8999
000; email ADs@easa.europa.eu; internet
www.easa.europa.eu. You may find this
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EASA AD on the EASA website at https://
ad.easa.europa.eu.

(4) You may view this material at the FAA,
Airworthiness Products Section, Operational
Safety Branch, 2200 South 216th St., Des
Moines, WA. For information on the
availability of this material at the FAA, call
206-231-3195. This material may be found
in the AD docket on the internet at https://
www.regulations.gov by searching for and
locating Docket No. FAA-2020-1172.

(5) You may view this material that is
incorporated by reference at the National
Archives and Records Administration
(NARA). For information on the availability
of this material at NARA, email fedreg.legal@
nara.gov, or go to: https://www.archives.gov/
federal-register/cfr/ibr-locations.html.

Issued on January 7, 2021.
Gaetano A. Sciortino,

Deputy Director for Strategic Initiatives,
Compliance & Airworthiness Division,
Aircraft Certification Service.

[FR Doc. 2021-00807 Filed 1-12-21; 11:15 am]
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Department of Labor Federal Civil
Penalties Inflation Adjustment Act
Annual Adjustments for 2021

AGENCY: Employment and Training
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Occupational Safety and Health
Administration, and Mine Safety and
Health Administration, Department of
Labor.

ACTION: Final rule.

SUMMARY: The U.S. Department of Labor
(Department) is publishing this final

rule to adjust for inflation the civil
monetary penalties assessed or enforced
by the Department, pursuant to the
Federal Civil Penalties Inflation
Adjustment Act of 1990 as amended by
the Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015 (Inflation Adjustment Act). The
Inflation Adjustment Act requires the
Department to annually adjust its civil
money penalty levels for inflation no
later than January 15 of each year. The
Inflation Adjustment Act provides that
agencies shall adjust civil monetary
penalties notwithstanding Section 553
of the Administrative Procedure Act
(APA). Additionally, the Inflation
Adjustment Act provides a cost-of-living
formula for adjustment of the civil
penalties. Accordingly, this final rule
sets forth the Department’s 2021 annual
adjustments for inflation to its civil
monetary penalties.

DATES: This final rule is effective on
January 15, 2021. As provided by the
Inflation Adjustment Act, the increased
penalty levels apply to any penalties
assessed after January 15, 2021.

FOR FURTHER INFORMATION CONTACT: Erin
FitzGerald, Senior Policy Advisor, U.S.
Department of Labor, Room S-2312, 200
Constitution Avenue NW, Washington,
DC 20210; telephone: (202) 693—-5076
(this is not a toll-free number). Copies
of this final rule may be obtained in
alternative formats (large print, Braille,
audio tape or disc), upon request, by
calling (202) 693-5959 (this is not a toll-
free number). TTY/TDD callers may dial
toll-free 1-877-889-5627 to obtain
information or request materials in
alternative formats.

SUPPLEMENTARY INFORMATION:

Preamble Table of Contents

I. Background
II. Adjustment for 2021
II. Paperwork Reduction Act
IV. Administrative Procedure Act
V. Executive Order 12866: Regulatory
Planning and Review, Executive Order
13563: Improving Regulation and
Regulatory Review, and Executive Order
13771: Reducing Regulations and
Controlling Regulatory Costs
VI. Regulatory Flexibility Act and Small
Business Regulatory Enforcement
Fairness Act
VII. Other Regulatory Considerations
A. The Unfunded Mandates Reform Act of
1995
B. Executive Order 13132: Federalism
C. Executive Order 13175: Indian Tribal
Governments
D. The Treasury and General Government
Appropriations Act of 1999: Assessment
of Federal Regulations and Policies on
Families
E. Executive Order 13045: Protection of
Children From Environmental Health
Risks and Safety Risks

F. Environmental Impact Assessment

G. Executive Order 13211: Energy Supply

H. Executive Order 12630: Constitutionally
Protected Property Rights

I. Executive Order 12988: Civil Justice
Reform Analysis

I. Background

On November 2, 2015, Congress
enacted the Federal Civil Penalties
Inflation Adjustment Act Improvements
Act of 2015, Public Law 114-74, sec.
701 (Inflation Adjustment Act), which
further amended the Federal Civil
Penalties Inflation Adjustment Act of
1990 as previously amended by the
1996 Debt Collection Improvement Act
(collectively, the “Prior Inflation
Adjustment Act”), to improve the
effectiveness of civil monetary penalties
and to maintain their deterrent effect.
The Inflation Adjustment Act required
agencies to (1) adjust the level of civil
monetary penalties with an initial
“catch-up”” adjustment through an
interim final rule (IFR); and (2) make
subsequent annual adjustments for
inflation no later than January 15 of
each year.

On July 1, 2016, the Department
published an IFR that established the
initial catch-up adjustment for most
civil penalties that the Department
administers and requested comments.
See 81 FR 43430 (DOL IFR). On January
18, 2017, the Department published the
final rule establishing the 2017 Annual
Adjustment for those civil monetary
penalties adjusted in the DOL IFR. See
82 FR 5373 (DOL 2017 Annual
Adjustment). On July 1, 2016, the U.S.
Department of Homeland Security
(DHS) and the U.S. Department of Labor
(DOL) (collectively, “the Departments”)
jointly published an IFR that established
the initial catch-up adjustment for civil
monetary penalties assessed or enforced
in connection with the employment of
temporary nonimmigrant workers under
the H-2B program. See 81 FR 42983
(Joint IFR). On March 17, 2017, the
Departments jointly published the final
rule establishing the 2017 Annual
Adjustment for the H-2B civil monetary
penalties. See 82 FR 14147 (Joint 2017
Annual Adjustment). The Joint 2017
Annual Adjustment also explained that
DOL would make future adjustments to
the H-2B civil monetary penalties
consistent with DOL’s delegated
authority under 8 U.S.C. 1184(c)(14),
Immigration and Nationality Act section
214(c)(14), and the Inflation Adjustment
Act. See 82 FR 14147-48. On January 2,
2018, the Department published the
final rule establishing the 2018 Annual
Adjustment for civil monetary penalties
assessed or enforced by the Department,
including H-2B civil monetary
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penalties. See 83 FR 7 (DOL 2018
Annual Adjustment). On January 23,
2019, the Department published the
final rule establishing the 2019 Annual
Adjustment for civil monetary penalties
assessed or enforced by the Department,
including H-2B civil monetary
penalties. See 84 FR 213 (DOL 2019
Annual Adjustment). On January 15,
2020, the Department published the
final rule establishing the 2020 Annual
Adjustment for civil monetary penalties
assessed or enforced by the Department,
including H-2B civil monetary
penalties. See 85 FR 2292 (DOL 2020
Annual Adjustment).

This rule implements the 2021 annual
inflation adjustments, as required by the
Inflation Adjustment Act, for civil
monetary penalties assessed or enforced
by the Department, including H-2B civil
monetary penalties.? The Inflation
Adjustment Act provides that the
increased penalty levels apply to any
penalties assessed after the effective
date of the increase. Pursuant to the
Inflation Adjustment Act, this final rule
is published notwithstanding Section
553 of the APA.

This rule is not an Executive Order
13771 regulatory action because this
rule is not significant under Executive
Order 12866.

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), the Office of
Information and Regulatory Affairs
designated this rule as not a ‘major rule,’
as defined by 5 U.S.C. 804(2).

II. Adjustment for 2020

The Department has undertaken a
thorough review of civil penalties
administered by its various components
pursuant to the Inflation Adjustment
Act and in accordance with guidance
issued by the Office of Management and
Budget.2

The Department first identified the
most recent penalty amount, which is
the amount established by the 2020
annual adjustment as set forth in the
DOL 2020 Annual Adjustment
published on January 15, 2020. The
Department is required to calculate the
annual adjustment based on the
Consumer Price Index for all Urban
Consumers (CPI-U). Annual inflation
adjustments are based on the percent
change between the October CPI-U

preceding the date of the adjustment,
and the prior year’s October CPI-U; in
this case, the percent change between
the October 2020 CPI-U and the October
2019 CPI-U. The cost-of-living
adjustment multiplier for 2021, based
on the Consumer Price Index (CPI-U)
for the month of October 2020, not
seasonally adjusted, is 1.01182.3 In
order to compute the 2021 annual
adjustment, the Department multiplied
the most recent penalty amount for each
applicable penalty by the multiplier,
1.01182, and rounded to the nearest
dollar. This resulted in increases to all
but four of the penalties administered
by the Department, as set forth in the
Appendix.

As provided by the Inflation
Adjustment Act, the increased penalty
levels apply to any penalties assessed
after the effective date of this rule.*
Accordingly, for penalties assessed after
January 15, 2021, whose associated
violations occurred after November 2,
2015, the higher penalty amounts
outlined in this rule will apply. The
tables below demonstrate the penalty
amounts that apply:

CIviL MONETARY PENALTIES FOR THE H-2B TEMPORARY NON-AGRICULTURAL WORKER PROGRAM

Violations occurring

Penalty assessed

Which penalty level applies

On or before November 2, 2015
On or before November 2, 2015 ....
After November 2, 2015 ....
After November 2, 2015 ....
After November 2, 2015

After November 2, 2015

After November 2, 2015

After November 2, 2015

On or before August 1, 2016

After August 1, 2016

After August 1, 2016, but on or before March 17, 2017

After March 17, 2017 but on or before January 2, 2018

After January 2, 2018 but on or before January 23,
2019.

After January 23, 2019 but on or before January 15,
2020.

After January 15, 2020 but on or before January 15,
2021.

After January 15, 2021

Pre-August 1, 2016 levels.
Pre-August 1, 2016 levels.
August 1, 2016 levels.
March 17, 2017 levels.
January 2, 2018 levels.

January 23, 2019 levels.
January 15, 2020 levels.

January 15, 2021 levels.

CiviL MONETARY

PENALTIES FOR OTHER DOL PROGRAMS

Violations occurring

Penalty assessed

Which penalty level applies

On or before November 2, 2015 ....
On or before November 2, 2015 ....
After November 2, 2015

After November 2, 2015

After November 2, 2015

After November 2, 2015

After November 2, 2015

1 The Department is also responsible for
administering and enforcing a newly-enacted civil
monetary penalty under the Fair Labor Standards
Act (see Public Law 115-141, section 1201 (2018))
and proposed regulations that would codify this
civil monetary penalty in the Code of Federal
Regulations (CFR) on October 8, 2019. See Tip
Regulations Under the Fair Labor Standards Act

(FLSA), 84 FR 53956 (proposed Oct. 8, 2019). On
December 30, 2020, the Department published a
final rule that codifies this civil monetary penalty,
adjusted for inflation pursuant to the Inflation
Adjustment Act, in the CFR, to be effective on
March 1, 2021.

2M-21-10, Implementation of Penalty Inflation
Adjustments for 2021, Pursuant to the Federal Civil

On or before August 1, 2016 ....

After August 1, 2016

After August 1, 2016, but on or before January 13,
2017.

After January 13, 2017 but on or before January 2,
2018.

After January 2, 2018 but on or before January 23,
2019.

After January 23, 2019 but on or before January 15,
2020.

After January 15, 2020 but on or before January 15,
2021.

Pre-August 1, 2016 levels.
Pre-August 1, 2016 levels.
August 1, 2016 levels.
January 13, 2017 levels.
January 2, 2018 levels.
January 23, 2019 levels.

January 15, 2020 levels.

Penalties Inflation Adjustment Act Improvements
Act of 2015 (Dec. 23, 2020).

30OMB provided the year-over-year multiplier,
rounded to 5 decimal points. Id. at 1.

4 Appendix 1 consists of a table that provides
ready access to key information about each penalty.
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CIviL MONETARY PENALTIES FOR OTHER DOL PROGRAMS—Continued

Violations occurring

Penalty assessed

Which penalty level applies

After November 2, 2015

After January 15, 2021

January 15, 2021 levels.

III. Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(44 U.S.C. 3507(d)) requires that the
Department consider the impact of
paperwork and other information
collection burdens imposed on the
public. The Department has determined
that this final rule does not require any
collection of information.

IV. Administrative Procedure Act

The Inflation Adjustment Act
provides that agencies shall annually
adjust civil monetary penalties for
inflation notwithstanding section 553 of
the APA. Additionally, the Inflation
Adjustment Act provides a
nondiscretionary cost-of-living formula
for annual adjustment of the civil
monetary penalties. For these reasons,
the requirements in sections 553(b), (c),
and (d) of the APA, relating to notice
and comment and requiring that a rule
be effective 30 days after publication in
the Federal Register, are inapplicable.

V. Executive Order 12866: Regulatory
Planning and Review and Executive
Order 13563: Improving Regulation and
Regulatory Review

Executive Order 12866 requires that
regulatory agencies assess both the costs
and benefits of significant regulatory
actions. Under the Executive Order, a
“significant regulatory action” is one
meeting any of a number of specified
conditions, including the following:
Having an annual effect on the economy
of $100 million or more; creating a
serious inconsistency or interfering with
an action of another agency; materially
altering the budgetary impact of
entitlements or the rights of entitlement
recipients; or raising novel legal or
policy issues.

The Department has determined that
this final rule is not a ““significant”
regulatory action and a cost-benefit and
economic analysis is not required. This
regulation merely adjusts civil monetary
penalties in accordance with inflation as
required by the Inflation Adjustment
Act, and has no impact on disclosure or
compliance costs. The benefit provided
by the inflationary adjustment to the
maximum civil monetary penalties is
that of maintaining the incentive for the
regulated community to comply with
the laws enforced by the Department,
and not allowing the incentive to be
diminished by inflation.

Executive Order 13563 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility to minimize
burden.

The Inflation Adjustment Act directed
the Department to issue the annual
adjustments without regard to section
553 of the APA. In that context,
Congress has already determined that
any possible increase in costs is justified
by the overall benefits of such
adjustments. This final rule makes only
the statutory changes outlined herein;
thus there are no alternatives or further
analysis required by Executive Order
13563.

VI. Regulatory Flexibility Act and
Small Business Regulatory Enforcement
Fairness Act

The Regulatory Flexibility Act, 5
U.S.C. 601 et seq. (RFA), imposes
certain requirements on Federal agency
rules that are subject to the notice and
comment requirements of the APA, 5
U.S.C. 553(b). This final rule is exempt
from the requirements of the APA
because the Inflation Adjustment Act
directed the Department to issue the
annual adjustments without regard to
section 553 of the APA. Therefore, the
requirements of the RFA applicable to
notices of proposed rulemaking, 5
U.S.C. 603, do not apply to this rule.
Accordingly, the Department is not
required to either certify that the final
rule would not have a significant
economic impact on a substantial
number of small entities or conduct a
regulatory flexibility analysis.

VII. Other Regulatory Considerations

A. The Unfunded Mandates Reform Act
of 1995

The Unfunded Mandates Reform Act
of 1995, 2 U.S.C. 1531-1538, requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
state, local, or tribal government, in the

aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. This Final Rule
will not result in such an expenditure.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

B. Executive Order 13132: Federalism

Section 18 of the Occupational Safety
and Health Act of 1970 (OSH Act) (29
U.S.C. 667) requires Occupational
Safety and Health Administration
(OSHA)-approved State Plans to have
standards and an enforcement program
that are at least as effective as Federal
OSHA'’s standards and enforcement
program. OSHA-approved State Plans
must have maximum and minimum
penalty levels that are at least as
effective as Federal OSHA's, per section
18(c)(2) of the OSH Act. See also 29 CFR
1902.4(c)(2)(xi); 1902.37(b)(12). State
Plans are required to increase their
penalties in alignment with OSHA’s
penalty increases to maintain at least as
effective penalty levels.

State Plans are not required to impose
monetary penalties on state and local
government employers. See
§1956.11(c)(2)(x). Five (5) states and
one territory have State Plans that cover
only state and local government
employees: Connecticut, Illinois, Maine,
New Jersey, New York, and the Virgin
Islands. Therefore, the requirements to
increase the penalty levels do not apply
to these State Plans. Twenty-one states
and one U.S. territory have State Plans
that cover both private sector employees
and state and local government
employees: Alaska, Arizona, California,
Hawaii, Indiana, Iowa, Kentucky,
Maryland, Michigan, Minnesota,
Nevada, New Mexico, North Carolina,
Oregon, Puerto Rico, South Carolina,
Tennessee, Utah, Vermont, Virginia,
Washington, and Wyoming. They must
increase their penalties for private-
sector employers.

Other than as listed above, this final
rule does not have federalism
implications because it does not have
substantial direct effects on the states,
on the relationship between the national
government and the states, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly,
Executive Order 13132, Federalism,
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requires no further agency action or
analysis.

C. Executive Order 13175: Indian Tribal
Governments

This final rule does not have “tribal
implications” because it does not have
substantial direct effects on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.
Accordingly, Executive Order 13175,
Consultation and Coordination with
Indian Tribal Governments, requires no
further agency action or analysis.

List of Subjects
20 CFR Part 655

Immigration, Labor, Penalties.
20 CFR Part 702

Administrative practice and
procedure, Longshore and harbor
workers, Penalties, Reporting and
recordkeeping requirements, Workers’
compensation.

20 CFR Part 725

Administrative practice and
procedure, Black lung benefits, Coal
miners, Penalties, Reporting and
recordkeeping requirements.

20 CFR Part 726

Administrative practice and
procedure, Black lung benefits, Coal
miners, Mines, Penalties.

29 CFR Part 500

Administrative practice and
procedure, Aliens, Housing, Insurance,
Intergovernmental relations,
Investigations, Migrant labor, Motor
vehicle safety, Occupational safety and
health, Penalties, Reporting and
recordkeeping requirements, Wages,
Whistleblowing.

29 CFR Part 501

Administrative practice and
procedure, Agriculture, Aliens,
Employment, Housing, Housing
standards, Immigration, Labor, Migrant
labor, Penalties, Transportation, Wages.

29 CFR Part 503

Administrative practice and
procedure, Aliens, Employment,
Housing, Immigration, Labor, Penalties,
Transportation, Wages.

29 CFR Part 530

Administrative practice and
procedure, Clothing, Homeworkers,
Indians-arts and crafts, Penalties,
Reporting and recordkeeping

requirements, Surety bonds, Watches
and jewelry.

29 CFR Part 570

Child labor, Law enforcement,
Penalties.

29 CFR Part 578
Penalties, Wages.

29 CFR Part 579
Child labor, Penalties.

29 CFR Part 801

Administrative practice and
procedure, Employment, Lie detector
tests, Penalties, Reporting and
recordkeeping requirements.

29 CFR Part 825

Administrative practice and
procedure, Airmen, Employee benefit
plans, Health, Health insurance, Labor
management relations, Maternal and
child health, Penalties, Reporting and
recordkeeping requirements, Teachers.

29 CFR Part 1903

Intergovernmental relations, Law
enforcement, Occupational Safety and
Health, Penalties.

30 CFR Part 100

Mine safety and health, Penalties.

For the reasons set out in the
preamble, 20 CFR chapters V and VI, 29
CFR chapters V and XVII, and 30 CFR
chapter I are amended as follows:

DEPARTMENT OF LABOR

Employment and Training
Administration

Title 20—Employees’ Benefits

PART 655—TEMPORARY
EMPLOYMENT OF FOREIGN
WORKERS IN THE UNITED STATES

m 1. The authority citation for part 655
continues to read as follows:

Authority: Section 655.0 issued under 8
U.S.C. 1101(a)(15)(E)(iii), 1101 (a)(15)(H)(i)
and (ii), 8 U.S.C. 1103(a)(6), 1182(m), (n), (p)
and (t), 1184(c), (g), and (j), 1188, and 1288(c)
and (d); sec. 3(c)(1), Pub. L. 101-238, 103
Stat. 2099, 2102 (8 U.S.C. 1182 note); sec.
221(a), Pub. L. 101-649, 104 Stat. 4978, 5027
(8 U.S.C. 1184 note); sec. 303(a)(8), Pub. L.
102— 232, 105 Stat. 1733, 1748 (8 U.S.C. 1101
note); sec. 323(c), Pub. L. 103-206, 107 Stat.
2428; sec. 412(e), Pub. L. 105-277, 112 Stat.
2681 (8 U.S.C. 1182 note); sec. 2(d), Pub. L.
106-95, 113 Stat. 1312, 1316 (8 U.S.C. 1182
note); 29 U.S.C. 49k; Pub. L. 107-296, 116
Stat. 2135, as amended; Pub. L. 109—423, 120
Stat. 2900; 8 CFR 214.2(h)(4)(i); and 8 CFR
214.2(h)(6)(iii); and sec. 6, Pub. L. 115-128,
132 Stat. 1547 (48 U.S.C. 1806).

Subpart A issued under 8 CFR 214.2(h).

Subpart B issued under 8 U.S.C.
1101(a)(15)(H)(ii)(a), 1184(c), and 1188; and 8
CFR 214.2(h).

Subpart E issued under 48 U.S.C. 1806
Subparts F and G issued under 8 U.S.C.
1288(c) and (d); sec. 323(c), Pub. L. 103-206,
107 Stat. 2428; and 28 U.S.C. 2461 note, Pub.

L. 114-74 at section 701.

Subparts H and I issued under 8 U.S.C.
1101(a)(15)(H)(i)(b) and (b)(1), 1182(n), (p)
and (t), and 1184(g) and (j); sec. 303(a)(8),
Pub. L. 102-232, 105 Stat. 1733, 1748 (8
U.S.C. 1101 note); sec. 412(e), Pub. L. 105—
277, 112 Stat. 2681; 8 CFR 214.2(h); and 28
U.S.C. 2461 note, Pub. L. 114-74 at section
701.

Subparts L and M issued under 8 U.S.C.
1101(a)(15)(H)(i)(c) and 1182(m); sec. 2(d),
Pub. L. 106-95, 113 Stat. 1312, 1316 (8 U.S.C.
1182 note); Pub. L. 109—423, 120 Stat. 2900;
and 8 CFR 214.2(h).

§§655.620, 655.801, and 655.810
[Amended]

m 2. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount indicated in
the middle column from wherever it
appears in the paragraph and add in its
place the dollar amount indicated in the
right column.

Paragraph Remove Add
§655.620(2) ..oveervrrererinnne $9,639 $9,753
§655.801(D) .eovvovercrrrrrerennnns 7,846 7,939
§655.810(b)(1) introductory

text .o 1,928 1,951
§655.810(b)(2) introductory

text e 7,846 7,939
§655.810(b)(3) introductory

text e 54,921 55,570

DEPARTMENT OF LABOR

Office of Workers’ Compensation
Programs

PART 702—ADMINISTRATION AND
PROCEDURE

m 3. The authority citation for part 702
continues to read as follows:

Authority: 5 U.S.C. 301, and 8171 et seq.;
33 U.S.C. 901 et seq.; 42 U.S.C. 1651 et seq.;
43 U.S.C. 1333; 28 U.S.C. 2461 note (Federal
Civil Penalties Inflation Adjustment Act of
1990); Pub. L. 114-74 at sec. 701;
Reorganization Plan No. 6 of 1950, 15 FR
3174, 64 Stat. 1263; Secretary’s Order 10—
2009, 74 FR 58834.

§§702.204, 702.236, and 702.271
[Amended]

m 4. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount or date
indicated in the middle column from
wherever it appears in the section or
paragraph and add in its place the dollar
amount or date indicated in the right
column.
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Section/paragraph Remove Add

§702.204 ... B24,4470 oo s $24,730.

§702.204 January 15, 2020 January 15, 2021.

§702.236 297 s 301.

§702.236 .....occeveieeieene January 15, 2020 January 15, 2021.

§702.271(a)(2) January 15, 2020 January 15, 2021.

§702.271(a)(2) 2,444 2,473.

§702.271(a)(2) 12,219 oot 12,363.

PART 725—CLAIMS FOR BENEFITS §725.621 [Amended] 901 et seq.; 28 U.S.C. 2461 note (Federal Civil

UNDER PART C OF TITLE IV OF THE
FEDERAL MINE SAFETY AND HEALTH
ACT, AS AMENDED

m 5. The authority citation for part 725
continues to read as follows:

Authority: 5 U.S.C. 301; 28 U.S.C. 2461
note (Federal Civil Penalties Inflation
Adjustment Act of 1990); Pub. L. 114-74 at
sec. 701; Reorganization Plan No. 6 of 1950,
15 FR 3174; 30 U.S.C. 901 et seq., 902(f), 921,
932, 936; 33 U.S.C. 901 et seq.; 42 U.S.C. 405;
Secretary’s Order 10-2009, 74 FR 58834.

m 6.In § 725.621, amend paragraph (d)
by removing ‘‘January 15, 2020’ and
adding in its place “January 15, 2021
and by removing “$1,488” and adding
in its place “$1,506”.

PART 726—BLACK LUNG BENEFITS;
REQUIREMENTS FOR COAL MINE
OPERATOR'’S INSURANCE

m 7. The authority citation for part 726
continues to read as follows:

Authority: 5 U.S.C. 301; 30 U.S.C. 901 et
seq., 902(f), 925, 932, 933, 934, 936; 33 U.S.C.

Penalties Inflation Adjustment Act of 1990);
Pub. L. 114-74 at sec. 701; Reorganization
Plan No. 6 of 1950, 15 FR 3174; Secretary’s
Order 10-2009, 74 FR 58834.

§726.302 [Amended]

m 8. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount or date
indicated in the middle column from
wherever it appears in the paragraph
and add in its place the dollar amount
or date indicated in the right column.

Paragraph

Remove

Add

§726.302(c)(2)(i) table Introductory text ............

§726.302(c)(2)(i) table
§726.302(c)(2)(i) table
§726.302(c)(2)(i) table
§726.302(c)(2)(i) table
§726.302(c)(4)
§726.302(c)(4)
§726.302(c)(5)
§726.302(c)(5)
§726.302(c)(6)
§726.302(c)(6)

$146

579 i
January 15, 2020 ...
146 ..o
January 15, 2020 ...
436 ..o
January 15, 2020 ...

2,976 oo,

January 15, 2021.
$148.

293.

441.

586.

January 15, 2021.
148.

January 15, 2021.
441.

January 15, 2021.
3,011.

DEPARTMENT OF LABOR
Wage and Hour Division
Title 29—Labor

PART 500—MIGRANT AND SEASONAL
AGRICULTURAL WORKER
PROTECTION

m 9. The authority citation for part 500
continues to read as follows:

Authority: Pub. L. 97-470, 96 Stat. 2583
(29 U.S.C. 1801-1872); Secretary’s Order No.
01-2014 (Dec. 19, 2014), 79 FR 77527 (Dec.
24, 2014); 28 U.S.C. 2461 note (Federal Civil
Penalties Inflation Adjustment Act of 1990);
and Pub. L. 114-74, 129 Stat 584.

§500.1 [Amended]

m 10.In §500.1, amend paragraph (e) by
removing ““$2,549” and adding in its
place “$2,579”.

PART 501—ENFORCEMENT OF
CONTRACTUAL OBLIGATIONS FOR
TEMPORARY ALIEN AGRICULTURAL
WORKERS ADMITTED UNDER
SECTION 218 OF THE IMMIGRATION
AND NATIONALITY ACT

m 11. The authority citation for part 501
continues to read as follows:

Authority: 8 U.S.C. 1101(a)(15)(H)(ii)(a),
1184(c), and 1188; 28 U.S.C. 2461 note
(Federal Civil Penalties Inflation Adjustment
Act of 1990); and Pub. L. 114-74 at § 701.

§501.19 [Amended]

m 12. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount indicated in
the middle column from wherever it
appears in the paragraph and add in its
place the dollar amount indicated in the
right column.

Paragraph Remove Add
§501.19(c) introductory text $1,766 $1,787
§501.19(c)(1) 5,942 6,012
§501.19(c)(2) .... 57,833 59,528
§501.19(c)(4) 117,664 | 119,055

Paragraph Remove Add
§501.19(d) ..ooveveiiciiiis 5,942 6,012
§501.19(e) ... 17,650 17,859
§501.19(f) 17,650 17,859

PART 503—ENFORCEMENT OF
OBLIGATIONS FOR TEMPORARY
NONIMMIGRANT NON-
AGRICULTURAL WORKERS
DESCRIBED IN THE IMMIGRATION
AND NATIONALITY ACT

m 13. The authority citation for part 503
continues to read as follows:

Authority: 8 U.S.C. 1101(a)(15)(H)(ii)(b); 8
U.S.C. 1184; 8 CFR 214.2(h); 28 U.S.C. 2461
note (Federal Civil Penalties Inflation
Adjustment Act of 1990); Pub. L. 114-74 at
§701.

§503.23 [Amended]

m 14. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount indicated in
the middle column from wherever it
appears in the paragraph, and add in its
place the dollar amount indicated in the
right column:
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Paragraph Remove Add
§503.23(b) ..ooieiee $12,919 | $13,072
§503.23(c) 12,919 13,072
§503.23(d) 12,919 13,072

PART 530—EMPLOYMENT OF
HOMEWORKERS IN CERTAIN
INDUSTRIES

m 15. The authority citation for part 530
continues to read as follows:

Authority: Sec. 11, 52 Stat. 1066 (29
U.S.C. 211) as amended by sec. 9, 63 Stat.
910 (29 U.S.C. 211(d)); Secretary’s Order No.
01-2014 (Dec. 19, 2014), 79 FR 77527 (Dec.
24, 2014); 28 U.S.C. 2461 note (Federal Civil
Penalties Inflation Adjustment Act of 1990);
Pub. L. 114-74 at § 701, 129 Stat 584.

m 16.In §530.302:

m a. Amend paragraph (a) by removing
“$1,071” and adding in its place
“$1,084;” and

m b. Revising paragraph (b).

TABLE 1 TO PARAGRAPH (b)

The revision reads as follows:

§530.302 Amounts of civil penalties.

* * * * *

(b) The amount of civil money
penalties shall be determined per
affected homeworker within the limits
set forth in the following schedule,
except that no penalty shall be assessed
in the case of violations which are
deemed to be de minimis in nature:

Penalty per affected homeworker
Nature of violation : .
. . Repeated, intentional

Minor Substantial or knowing
[ TTeTe] (0 | 2=T=Y o] T S $21-217 $217-433 $433-1,084
Monetary VIOIAtIONS .........ocuiiiiiiii i e 21-217 217=433 | oo
Employment of homeworkers without a certificate .............coooeiiiiininniiiiiis | e 217-433 433-1,084
Other violations of statutes, regulations or employer assurances ...........ccccoceeeeueeen. 21-217 217-433 433-1,084

PART 570—CHILD LABOR
REGULATIONS, ORDERS AND
STATEMENTS OF INTERPRETATION

Subpart G—General Statements of
Interpretation of the Child Labor
Provisions of the Fair Labor Standards
Act of 1938, as Amended

m 17. The authority citation for subpart
G of part 570 continues to read as
follows:

Authority: 52 Stat. 1060—1069, as
amended; 29 U.S.C. 201-219; 28 U.S.C. 2461
note (Federal Civil Penalties Inflation
Adjustment Act of 1990); Pub. L. 114-74 at
§701.

§570.140 [Amended]

m 18.In §570.140, amend paragraph
(b)(1) by removing “$13,072” and
adding in its place “$13,227” and
paragraph (b)(2) by removing “$59,413”
and adding in its place “$60,115”".

PART 578—MINIMUM WAGE AND
OVERTIME VIOLATIONS—CIVIL
MONEY PENALTIES

m 19. The authority citation for part 578
continues to read as follows:

Authority: Sec. 9, Pub. L. 101-157, 103
Stat. 938, sec. 3103, Pub. L. 101-508, 104
Stat. 1388-29 (29 U.S.C. 216(e)), Pub. L. 101—
410, 104 Stat. 890 (28 U.S.C. 2461 note), as
amended by Pub. L. 104-134, section
31001(s), 110 Stat. 1321-358, 1321-373, and
Pub. L. 114-74, 129 Stat 584.

§578.3 [Amended]

m 20.In §578.3, amend paragraph (a) by
removing “$2,050” and adding in its
place “$2,074”.

PART 579—CHILD LABOR
VIOLATIONS—CIVIL MONEY
PENALTIES

m 21. The authority citation for part 579
continues to read as follows:

Authority: 29 U.S.C. 203(1), 211, 212,
213(c), 216; Reorg. Plan No. 6 of 1950, 64
Stat. 1263, 5 U.S.C. App; secs. 25, 29, 88 Stat.
72, 76; Secretary of Labor’s Order No. 01—
2014 (Dec. 19, 2014), 79 FR 77527 (Dec. 24,
2014); 28 U.S.C. 2461 note (Federal Civil
Penalties Inflation Adjustment Act of 1990);
and Pub. L. 114-7, 129 Stat 584.

§579.1 [Amended]

m 22. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount indicated in
the middle column from wherever it
appears in the paragraph and add in its
place the dollar amount indicated in the
right column.

Paragraph Remove Add
§579.1(@)(1) () (A) oo $13,072 $13,227
§579.1(a)(1)(i)(B) .. 59,413 60,115
§579.1(2)(2) wvverrrereerrerereans 2,050 2,074

PART 801—APPLICATION OF THE
EMPLOYEE POLYGRAPH
PROTECTION ACT OF 1988

m 23. The authority citation for part 801
continues to read as follows:

Authority: Pub. L. 100-347, 102 Stat. 646,
29 U.S.C. 2001-2009; 28 U.S.C. 2461 note
(Federal Civil Penalties Inflation Adjustment
Act of 1990); Pub. L. 114-74 at § 701, 129
Stat 584.

§801.42 [Amended]

m 24.1In § 801.42, amend paragraph (a)
introductory text by removing

“$21,410” and adding in its place
“$21,663”.

PART 825—THE FAMILY AND
MEDICAL LEAVE ACT OF 1993

m 25. The authority citation for part 825
continues to read as follows:

Authority: 29 U.S.C. 2654; 28 U.S.C. 2461
note (Federal Civil Penalties Inflation
Adjustment Act of 1990); and Pub. L. 114—
74 at § 701.

§825.300 [Amended]

m 26.In § 825.300, amend paragraph
(a)(1) by removing “$176” and adding in
its place “$178”.

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

Title 29—Labor

PART 1903—INSPECTIONS,
CITATIONS, AND PROPOSED
PENALTIES

m 27. The authority citation for part
1903 continues to read as follows:

Authority: Secs. 8 and 9 of the
Occupational Safety and Health Act of 1970
(29 U.S.C. 657, 658); 5 U.S.C. 553; 28 U.S.C.
2461 note (Federal Civil Penalties Inflation
Adjustment Act of 1990), as amended by
Section 701, Pub. L. 114-74; Secretary of
Labor’s Order No. 1-2012 (77 FR 3912, Jan.
25, 2012).

§1903.15 [Amended]

m 28. In the following table, for each
paragraph indicated in the left column,
remove the dollar amount or date
indicated in the middle column from
wherever it appears in the paragraph
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and add in its place the dollar amount
or date indicated in the right column.

Paragraph

Remove

Add

§19083.15(d) introductory text ........ccccoeveviiinennne
§1903.15(A)(1) ovorveeeeeeeeeeeeeeeee e,

§1903.15(d)(1) ...
§1903.15(d)(2) ...
§1903.15(d)(3)
§1903.15(d)(4)
§1903.15(d)(5) ...
§1903.15(d)(6)

...... $134,937 ...
...... $134,937 ...

January 15, 2020 ......cccccoeeeiieeenns
$9,639 ..o

January 15, 2021.
$9,753.

$136,532.
$136,532.
$13,653.

$13,653.

$13,653.

$13,653.

DEPARTMENT OF LABOR
Mine Safety and Health Administration

Title 30—Mineral Resources

PART 100—CRITERIA AND
PROCEDURES FOR PROPOSED
ASSESSMENT OF CIVIL PENALTIES

m 29. The authority citation for part 100
continues to read as follows:

Authority: 5 U.S.C. 301; 30 U.S.C. 815,
820, 957; 28 U.S.C. 2461 note (Federal Civil
Penalties Inflation Adjustment Act of 1990);
Pub. L. 114-74 at § 701.

m 30.In § 100.3, amend paragraph (a)(1)
introductory text by removing
“$73,901” and adding in its place
“$74,775"" and paragraph (g) by revising
Table XIV—Penalty Conversion Table to
read as follows:

§100.3 Determination of penalty amount;
regular assessment.
* * * * *

(g)* * %

TABLE XIV—PENALTY CONVERSION
TABLE

Points Pe(réa)ilty

$139
152
163
177
192
208
225
245
264
286
310
336
365
395
426
463
504
542

TABLE XIV—PENALTY CONVERSION
TABLE—Continued

TABLE XIV—PENALTY CONVERSION
TABLE—Continued

. Penalty : Penalty
Points $) Points $)
589 23,358
638 25,300
692 27,409
749 29,693
810 32,165
879 34,844
952 37,747
1,033 40,891
1,118 44,295
1,210 47,984
1,311 51,812
1,421 55,638
1,539 59,468
1,667 63,292
1,805 67,121
1,955 70,947
2,119 140 0r More ....ocveeveerererenen. 74,775
2,295
2,486 « * * * *
2,692
2,918 §§100.4 and 100.5 [Amended]
3,161
3,425 m 31.In the following table, for each
3,709 paragraph indicated in the left column,
4,018 remove the dollar amount indicated in
4,353 the middle column from wherever it
4,715 appears in the paragraph, and add in its
5109 place the dollar amount indicated in the
gggg right column.
6,494 Paragraph Remove Add
7,035
7,621  §100.4(2) .oovvverererreerrnene $2,464 $2,493
8,253  §100.4(D) .ovvcerrrvvveerrenrernnnes 4,925 4,983
8,943 §100.4(c) introductory text .. 6,159 6,232
9688 §100.4(c) introductory text .. 73,901 74,775
10,496 $100.5(0) wroiviiriirsirn, 8,006 8,101
, §100.5(d) .. 338 342
11,369 £400.5(6) wrooooorvrsrrrrrrrns 270,972 | 274,175
12,315
13,342
14,453 Signed in Washington, DC.
15,657 Eugene Scalia,
16,960 Secretary, U.S. Department of Labor.
18,374
19,902 Note: The following Appendix will not
21,561 appear in the Code of Federal Regulations.
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2020 2021
Agency Law Name/description CFR citation Min penalty Max penalty Min penalty Max penalty
(rounded to (rounded to (rounded to (rounded to
nearest dollar) | nearest dollar) | nearest dollar) | nearest dollar)
MSHA .... | Federal Mine Regular Assessment .........c.ccccevvrercennene 30 CFR 100.3(2) ..o | coereeeeerrenieeeenne $73,901 oot | s $74,775.
Safety &
Health Act of
1977.
MSHA .... | Federal Mine Penalty Conversion Table ........................ 30 CFR 100.3(9) ... $137 | $73,901 ........ $139 | $74,775.
Safety &
Health Act of
1977.
MSHA .... | Federal Mine Minimum Penalty for any order issued | 30 CFR 100.4(a) ..... 2,464 | e, 2,493
Safety & under 104(d)(1) of the Mine Act.
Health Act of
1977.
MSHA .... | Federal Mine Minimum penalty for any order issued | 30 CFR 100.4(b) ..... 4,925 | 4,983
Safety & under 104(d)(2) of the Mine Act.
Health Act of
1977.
MSHA .... | Federal Mine Penalty for failure to provide timely notifi- | 39 CFR 100.4(c) ..... 6,159 | $73,901 ......... 6,232 | $74,775.
Safety & cation under 103(j) of the Mine Act.
Health Act of
1977.
MSHA .... | Federal Mine Any operator who fails to correct a viola- | 30 CFR 100.5(C) ..... | weoverveererieeiennnens $8,006 .oovivies | e $8,101.
Safety & tion for which a citation or order was
Health Act of issued under 104(a) of the Mine Act.
1977.
MSHA .... | Federal Mine Violation of mandatory safety standards | 30 CFR 100.5(d) ..... | .ccccoveiiicicinnnne $338 i | e $342.
Safety & related to smoking standards.
Health Act of
1977.
MSHA .... | Federal Mine Flagrant violations under 110(b)(2) of the | 30 CFR 100.5(€) ..... | «cooeierrrieeieene. $270,972 oot | e $274,175.
Safety & Mine Act.
Health Act of
1977.
EBSA .... | Employee Retire- | Section 209(b): Per plan year for failure | 29 CFR 2575.1-3 ... | .ccooeiiivrieeninns [ RS IS $31.
ment Income to furnish reports (e.g., pension benefit
Security Act. statements) to certain former employ-
ees or maintain employee records
each employee a separate violation.
EBSA .... | Employee Retire- | Section 502 (c)(2)—Per day for failure/re- | 29 CFR 2575.1-3 ... | .ccooeieriiieeniens $2,233 ociiieies | e $2,259.
ment Income fusal to properly file plan annual report.
Security Act.
EBSA .... | Employee Retire- | Section 502 (c)(4)—Per day for failure to | 29 CFR 2575.1-3 ... | ..cocceiiiiiiiecnns $1,767 v | e $1,788.
ment Income disclose certain documents upon re-
Security Act. quest under ERISA 101(k) and (l); fail-
ure to furnish notices under 101(j) and
514(e)(3)—each statutory recipient a
separate violation.
EBSA .... | Employee Retire- | Section 502 (c)(5)—Per day for each fail- | 29 CFR 2575.1-3 ... | ..coceiiiivnciennens $1,625 oo | e $1,644.
ment Income ure to file annual report for Multiple
Security Act. Employer Welfare Arrangements
(MEWAS) under 101(g).
EBSA .... | Employee Retire- | Section 502 (c)(6)—Per day for each fail- | 29 CFR 2575.1-3 ... | ..ccccooiiiiiieinnns $159 per day, | .cooeverrieenen $161 per day,
ment Income ure to provide Secretary of Labor re- not to ex- not to ex-
Security Act. quested documentation not to exceed ceed $1,594 ceed $1,613
a per-request maximum. per request. per request.
EBSA .... | Employee Retire- | Section 502 (c)(7)—Per day for each fail- | 29 CFR 2575.1-3 ... | ..cooeiiririeeniens S141 i | e $143.
ment Income ure to provide notices of blackout peri-
Security Act. ods and of right to divest employer se-
curities—each statutory recipient a
separate violation.
EBSA .... | Employee Retire- | Section 502 (c)(8)—Per each failure by | 29 CFR 2575.1-3 ... | ..coceiiririeeninnne $1,402 oo | e $1,419.
ment Income an endangered status multiemployer
Security Act. plan to adopt a funding improvement
plan or meet benchmarks; or failure of
a critical status multiemployer plan to
adopt a rehabilitation plan.
EBSA .... | Employee Retire- | Section 502(c)(9)(A)—Per day for each | 29 CFR 2575.1-3 ... | ..cccccciiiiiiiccnnns $119 i | e $120.
ment Income failure by an employer to inform em-
Security Act. ployees of CHIP coverage opportuni-
ties under Section 701(f)(3)(B)(i)(I)—
each employee a separate violation.
EBSA .... | Employee Retire- | Section 502(c)(9)(B)—Per day for each | 29 CFR 2575.1-3 ... | ..cccccoiiiiiiicinnns $119 i | e $120.

ment Income
Security Act.

failure by a plan to timely provide to
any State information required to be
disclosed under Section 701(f)(3)(B)(ii),
as added by CHIP regarding coverage
coordination—each  participant/bene-
ficiary a separate violation.
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2020 2021
Agency Law Name/description CFR citation Min penalty Max penalty Min penalty Max penalty
(rounded to (rounded to (rounded to (rounded to
nearest dollar) | nearest dollar) | nearest dollar) | nearest dollar)
EBSA .... | Employee Retire- | Section 502(c)(10)—Failure by any plan | 29 CFR 2575.1-3 ... | ..ccccoiiiiiiiieienne $119 e | e $120.
ment Income sponsor of group health plan, or any
Security Act. health insurance issuer offering health
insurance coverage in connection with
the plan, to meet the requirements of
Sections 702(a)(1)(F), (b)(3), (c) or (d);
or Section 701; or Section 702(b)(1)
with respect to genetic information—
daily per participant and beneficiary
during non-compliance period.
EBSA .... | Employee Retire- | Section 502(c)(10)—uncorrected de mini- | 29 CFR 2575.1-3 ... 2,970 | o, 3,005
ment Income mis violation.
Security Act.
EBSA .... | Employee Retire- | Section 502(c)(10)—uncorrected viola- | 29 CFR 2575.1-3 ... 17,824 | oo 18,035
ment Income tions that are not de minimis.
Security Act.
EBSA .... | Employee Retire- | Section 502(c)(10)—unintentional failure | 29 CFR 2575.1-3 ... | ...cccccviiieinnennne $594,129 oo | e $601,152.
ment Income maximum cap.
Security Act.
EBSA .... | Employee Retire- | Section 502(c)(12)—Per day for each fail- | 29CFR 2575.1-3 ..... | ..cooiiiiiiiieies $109 i | e $110.
ment Income ure of a CSEC plan in restoration sta-
Security Act. tus to adopt a restoration plan.
EBSA .... | Employee Retire- | Section 502 (m)—Failure of fiduciary to | 29 CFR 2575.1-3 ... | ..ccoceiiiirieeinnns $17,213 oot | e, $17,416.
ment Income make a proper distribution from a de-
Security Act. fined benefit plan under section 206(e)
of ERISA.
EBSA .... | Employee Retire- | Failure to provide Summary of Benefits | 29 CFR 2575.1-3 ... | .ccoceiiieiieeniene S1A76 o | e $1,190.
ment Income Coverage under PHS Act section
Security Act. 2715(f), as incorporated in ERISA sec-
tion 715 and 29 CFR 2590.715-
2715(e).
OSHA .... | Occupational Serious Violation ........ccccceueeveeiveeiie i, 29CFR | e $13,494 ..o | s $13,653.
Safety and 1903.15(d)(3).
Health Act.
OSHA .... | Occupational Other-Than-Serious .........ccccoveeveeeiveiceennns 29CFR | e $13,494 oo | e $13,653.
Safety and 1903.15(d)(4).
Health Act.
OSHA .... | Occupational WINIFUL e 29 CFR 9,639 | $134,937 ...... 9,753 | $136,532.
Safety and 1903.15(d)(1).
Health Act.
OSHA .... | Occupational Repeated .......occoooeieiiiee e 29CFR | e, $134,937 oot | e, $136,532.
Safety and 1903.15(d)(2).
Health Act.
OSHA .... | Occupational Posting Requirement ...........cccccoeviiriennne 29 CFR | e, $13,494 ..o | e, $13,653.
Safety and 1903.15(d)(6).
Health Act.
OSHA .... | Occupational Failure to Abate .........cccceevvviiiieeeiiieeeens 29 CFR | e, $13,494 per | oo $13,653 per
Safety and 1903.15(d)(5). day. day.
Health Act.
WHD ..... Family and Med- | FMLA ..o 29CFR | S176 oo | e $178.
ical Leave Act. 825.300(a)(1).
WHD ..... Fair Labor FLSA oot 29 CFR 578.3(2) ..o | wereerereerieeneniens $2,050 .oiioiiies | e $2,074.
Standards Act.
WHD ..... Fair Labor Child Labor ......coccveeeviieeeeiee e 29 CFR 579.1(2)(2) | seveveeeerveerveenieenns $2,050 .iiieiiiiis | e $2,074.
Standards Act.
WHD ..... Fair Labor Child Labor ......ccccveeeeiieeeeiee e 29 CFR | s $13,072 oo | e, $13,227.
Standards Act. 570.140(b)(1).
WHD ... Fair Labor Child Labor ........cceeiiiiiieiceceneeeeee 29CFR | e $13,072 ovie | e $13,227.
Standards Act. 579.1(a)(1)(i)(A).
WHD ..... Fair Labor Child Labor that causes serious injury or | 29 CFR | e $59,413 oo | e $60,115.
Standards Act. death. 570.140(b)(2).
WHD ..... Fair Labor Child Labor that causes serious injury or | 29 CFR | e $59,413 oooiii | e, $60,115.
Standards Act. death. 579.1(a)(1)(i)(B).
WHD ..... Fair Labor Child Labor willful or repeated that| 29 CFR | i, $118,827 oot | e, $120,230.
Standards Act. causes serious injury or death (penalty 570.140(b)(2); 29
amount doubled). CFR
579.1(a)(1)(i)(B)
Doubled.
WHD ... Migrant and Sea- | MSPA ..ot 29 CFR 500.1(€) wve | weereeererieereniens $2,549 i | e $2,579.
sonal Agricul-
tural Worker
Protection Act.
WHD ..... Immigration & HIB et 20CFR | e, $1,928 oo | e, $1,951.
Nationality Act. 655.810(b)(1).
WHD ..... Immigration & H1B retaliation .........ccceoeviiiiiiiiiicee 20 CFR 655.801(b) | .coocevvevrverieeienen $7,846 oot | e $7,939.
Nationality Act.
WHD ..... Immigration & H1B willful or discrimination 20CFR | e, $7,846 oo | e, $7,939.
Nationality Act. 655.810(b)(2).
WHD ..... Immigration & H1B willful that resulted in displacement | 20 CFR | $54,921 oot | e, $55,570.
Nationality Act. of a US worker. 655.810(b)(3).
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2020 2021
Agency Law Name/description CFR citation Min penalty Max penalty Min penalty Max penalty
(rounded to (rounded to (rounded to (rounded to
nearest dollar) | nearest dollar) | nearest dollar) | nearest dollar)

WHD ..... Immigration & D=1 s 20 CFR 655.620(2) | -eeveeeerveeneenieenns $9,639 .oooieiie | e $9,753.
Nationality Act.

WHD ..... Contract Work CWHSSA ..o 29 CFR 5.5(D)(2) .oov | vevreeeeenierieeieen B27 s | e $27.
Hours and
Safety Stand-
ards Act.

WHD ..... Contract Work CWHSSA ... 29 CFR 5.8(8) .weoovve | cevreeeeeeieeieeeenn $27 e | e $27.
Hours and
Safety Stand-
ards Act.

WHD ..... Walsh-Healey Walsh-Healey .........ccccceviiiiiiiiiiins 41 CFR 50-201.3(€) | .ceovvevevrireriennnne $27 i | e $27.
Public Con-
tracts Act.

WHD ..... Employee Poly- | EPPA ..o 29 CFR 801.42(a) ... | «coocevevvrieiiienne $21,410 oiiies | e $21,663.
graph Protec-
tion Act.

WHD ..... Immigration & H2A s 29 CFR 501.19(C) ... | soerveeeverrerirenenne $1,766 oo | e $1,787.
Nationality Act.

WHD ..... Immigration & H2A willful or discrimination ..................... 29 CFR 501.19(C)(1) | «ovrereeererrieeeenn $5,942 it | e $6,012.
Nationality Act.

WHD ..... Immigration & H2A Safety or health resulting in serious | 29 CFR 501.19(C)(2) | .eoovvvvvrvereenuene. $58,833 ..ccivies | e $59,528.
Nationality Act. injury or death.

WHD ..... Immigration & H2A willful or repeated safety or health | 29 CFR 501.19(C)(4) | ...cccovvvvrrvinnnnne $117,664 .ocooo | e $119,055.
Nationality Act. resulting in serious injury or death.

WHD ..... Immigration & H2A failing to cooperate in an investiga- | 29 CFR 501.19(d) ... | .cccooviiiiinnnnne $5,942 .ot | e $6,012.
Nationality Act. tion.

WHD ..... Immigration & H2A displacing a US worker ..........cccc.... 29 CFR 501.19(€) ... | soerverrerrierieeienens $17,650 oo | e $17,859.
Nationality Act.

WHD ... Immigration & H2A improperly rejecting a US worker ..... 29 CFR 501.19(f) ... | covveeiiiieiieie $17,650 ..covr | e $17,859.
Nationality Act.

WHD ..... Immigration & H=2B ..ot 29 CFR 503.23(D) ... | seeeveererrereeeeenne $12,919 it | e, $13,072.
Nationality Act.

WHD ..... Immigration & H=2B ...occiiiiiiiiiiicic 29 CFR 503.23(C) ... | «veveeveririeiniennns $12,919 s | e $13,072.
Nationality Act.

WHD ... Immigration & Ho2B oo 29 CFR 503.23(d) ... | cevoevvrerrreeiinnns $12,919 cooiies | e $13,072.
Nationality Act.

WHD ..... Fair Labor Home Worker .......cocovveeeciiiieeee e 29 CFR 530.302(8) | -eeveerreeerveenieenns $1,071 oo | e $1,084.
Standards Act.

WHD ..... Fair Labor Home WOorker ........ccovveeecveeeecieeciiieeeennes 29 CFR 530.302(b) 21 | $1,071 ........... 21| $1,084.
Standards Act.

OWCP ... | Longshore and Failure to file first report of injury or filing | 20 CFR 702.204 ..... | ..cccccoviniiinnnne $24,441 | $24,730.
Harbor Work- a false statement or misrepresentation
ers’ Com- in first report.
pensation Act.

OWCP ... | Longshore and Failure to report termination of payments | 20 CFR 702.236 ..... | .cccccocvvereennenne. 1724 1 AU IS $301.
Harbor Work-
ers’ Com-
pensation Act.

OWCP ... | Longshore and Discrimination against employees who | 20 CFR 2,444 | $12,219 ........ 2,473 | $12,363.
Harbor Work- claim compensation or testify in a 702.271(a)(2).
ers’ Com- LHWCA proceeding.
pensation Act.

OWCP ... | Black Lung Ben- | Failure to report termination of payments | 20 CFR 725.621(d) | .....ccccovvriennne. $1,488 .cooiis | e $1,506.
efits Act.

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits for | 20 CFR 146 | o 148
efits Act. mines with fewer than 25 employees. 726.302(c)(2)(i).

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits for | 20 CFR 290 | oo 293
efits Act. mines with 25-50 employees. 726.302(c)(2)(i)-

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits for | 20 CFR 436 | s 441
efits Act. mines with 51-100 employees. 726.302(c)(2)(i).

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits for | 20 CFR 579 | i 586
efits Act. mines with more than 100 employees. 726.302(c)(2)(i).

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits | 20 CFR 146 | o 148
efits Act. after 10th day of notice. 726.302(c)(4).

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits for | 20 CFR 436 | s 441
efits Act. repeat offenders. 726.302(c)(5).

OWCP ... | Black Lung Ben- | Failure to secure payment of benefits ...... 20CFR | $2,976 .oovoeie | e $3,011.
efits Act. 726.302(c)(5).

[FR Doc. 2021-00018 Filed 1-13-21; 8:45 am|
BILLING CODE 4510-HL-P
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DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[TD 9941]
RIN 1545-BO68 and 1545-BO78

Taxable Year of Income Inclusion
Under an Accrual Method of
Accounting and Advance Payments for
Goods, Services, and Other ltems

Correction

In rule document C1-2020-28563
appearing on page 1256 in the issue of
Friday, January 8, 2021, make the
following corrections:

On page 1256, in the first column, in
the seventeenth line, “‘December 31,
2021” should read “December 30,
2021

On page 1256, in the first column, in
the eighteenth line, “December 31,
2020” should read “December 30,
2020”.

[FR Doc. C2—2020-28653 Filed 1-13-21; 8:45 am]
BILLING CODE 1301-00-D

EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION

29 CFR Parts 1601 and 1626
RIN 3046—-AB19

Update of Commission’s Conciliation
Procedures

AGENCY: Equal Employment
Opportunity Commission

ACTION: Final rule.

SUMMARY: The Equal Employment
Opportunity Commission (EEOC or
Commission) is amending its procedural
rules governing the conciliation process
to bring greater transparency and
consistency to the conciliation process
and help ensure that the Commission
meets its statutory obligations regarding
conciliation.

DATES: This rule will become effective
February 16, 2021. However, this Rule
shall only apply to conciliations for
charges for which a Letter of
Determination invitation to engage in
conciliation has been sent to respondent
on or after the effective date.

FOR FURTHER INFORMATION CONTACT:
Andrew Maunz, Legal Counsel, Office of
Legal Counsel at andrew.maunz@
eeoc.gov. Requests for this document in
an alternative format should be made to
the EEOC’s Office of Communications
and Legislative Affairs at (202) 663—
4191 (voice) or (202) 663—4494 (TTY).

SUPPLEMENTARY INFORMATION:

Introduction

On October 9, 2020, the Commission
published a Notice of Proposed
Rulemaking (NPRM) outlining proposed
revisions designed to update the
Commission’s conciliation procedures
for charges alleging violations of Title
VII of the Civil Rights Act of 1964 (Title
VII), the Americans with Disabilities Act
(ADA), the Genetic Information
Nondiscrimination Act (GINA), and/or
the Age Discrimination in Employment
Act (ADEA). 85 FR 64079. The NPRM
described the Commission’s obligations
to engage in conciliation to resolve these
charges, as articulated in Title VII and
other statutes and explained by the
Supreme Court in Mach Mining, LLCv.
EEOC, 575 U.S. 480 (2015).

Conciliation is an essential
component of Title VII’s statutory
framework that Congress designed to
prohibit, identify, and eradicate
discriminatory employment practices.
See Alexander v. Gardner-Denver, Co.,
415 U.S. 36, 44 (1974); Ford Motor Co.
v. EEOC, 458 U.S. 219, 228 (1982)
(“[t]he ‘primary objective’ of Title VII is
to bring employment discrimination to
an end.”); Griggs v. Duke Power Co., 401
U.S. 424, 429-30 (1971) (the objective of
Title VII was to break down
discriminatory employment practices
that “favor an identifiable group . . .
over other employees”). Rather than
simply afford victims a cause of action
for damages as in other statutory
regimes, Congress settled on a
framework that “preferred”” cooperation
and voluntary compliance, over
litigation. Mach Mining, 575 U.S. at 486
(citation omitted). The Supreme Court
explained that Title VII was designed to
encourage ““‘. . . ‘voluntary
compliance’ and ending discrimination
far more quickly than could litigation
proceeding at its often ponderous pace.”
Ford Motor, 458 U.S. at 228. “Delays in
litigation unfortunately are now
commonplace, forcing the victims of
discrimination to suffer years of
underemployment or unemployment
before they can obtain a court order
awarding them the jobs unlawfully
denied them.” Id. Conciliation was
designed—and remains—a critical
component of the Commission’s mission
to eliminate discriminatory employment
practices, if possible, without litigation.

The Commission issued conciliation
regulatory procedures in 1977 and has
not changed them significantly since
that time. See 85 FR at 64079. The
NPRM described various challenges
confronting the Commission’s
conciliation program. Notably,
approximately one-third of respondents

who receive a reasonable cause finding
refuse to participate in conciliation.
Overall, more than half of the cases in
which the Commission finds reasonable
cause that discrimination occurred are
not resolved through conciliation. Id. at
64080." In order to increase the
effectiveness of the EEOC’s conciliation
program and more frequently achieve
the agency’s statutory mission, the
NPRM proposed certain targeted and
straightforward revisions to the
Commission’s conciliation procedures.
See 85 FR at 64083—84. The primary
objective of these revisions is to make
conciliation a more powerful
mechanism to halt and remedy unlawful
discriminatory employment practices in
a greater percentage of charges without
litigation—either by the Commission or
by employees. The Commission aims to
accomplish this with these revisions by
implementing requirements regarding
the information that it must provide in
preparation for and during conciliation,
particularly with respect to its findings
and demands. At their core, they ensure
the Commission will provide certain
information—the essential facts and the
law supporting the claim, findings, and
demands. Compliance with these
requirements should put beyond
reasonable dispute in most, if not all,
cases the Commission’s compliance
with Mach Mining. More important, it
will facilitate as a matter of course in all
cases respondents’ identification of the
specific discriminatory practices at
issue. This will directly facilitate
voluntary prospective remedial action
regarding the policy or practice,
notwithstanding respondents’ position
during conciliation or subsequent
litigation. And by eliminating such
discriminatory practices without
litigation, the Commission accomplishes
its primary statutory objective in
conciliation to purge unlawful
discrimination in employment.
Moreover, by providing information
regarding the basis for the Commission’s

1The Commission’s failure to conciliate cases
may have significant ramifications. Each year, failed
conciliations leave many victims of discrimination
to fend for themselves. As explained below, too
often many of these individuals do not commence
an action in court because they cannot obtain an
attorney and the prospect of litigating is too
daunting. Many of those who litigate do so without
counsel, potentially placing victims at a
disadvantage. Even those represented by counsel
may not prevail—and those who do obtain relief
sought may not receive it until several years after
the discrimination at issue. By conciliating more
cases, the Commission will be getting more victims
relief, preventing more future discrimination, and
ensuring that relief is more timely obtained.
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finding and demands, the respondent
will be able to more effectively assess its
potential liability. This increased
information will enhance the
conciliation process for all parties to
conciliation and may focus discussions
in a way more likely to achieve a
meeting of the minds or, alternatively,
clearly distill areas of disagreement that
may aid the Commission in subsequent
litigation.

The Commission recognizes that
currently, certain information is
generally provided to employers prior to
a cause finding and in the Letter of
Determination, all of which occur prior
to conciliation. The Commission also
recognizes that the respondent is
generally the holder of its own records
and information. This rule is not meant
to replace those disclosures or duplicate
them,2 but instead to ensure that the
information the Commission provides
about its position and findings enables
respondents to properly evaluate their
potential liability and the Commission’s
settlement offer, and ultimately, result
in respondents becoming more likely to
participate and resolve the charge.

The comment period for the NPRM
closed on November 9, 2020. The
Commission received a total of 58
comments in response to the NPRM—15
in favor, 33 in opposition, and 10 non-
responsive. Commenters on both sides
of the proposal included organizations
and individuals. The Commission also
received a comment from members of
Congress in support of the rule. Former
officials and employees of the
Commission also submitted comments
against the proposed changes. At least
one commenter submitted two
comments.

As explained in greater detail below,
the Commission has carefully
considered each of the comments it
received. Based on these submissions,
the Commission is publishing this final
rule that, while similar to the proposed
rule in most respects, nevertheless
contains certain modifications, which
are explained below.

Comments in Support of Proposal and
the Commission’s Responses

Several commenters agreed that there
are challenges in the Commission’s
conciliation practices and procedures as
recounted in the proposed rule.
Specifically, they echoed and illustrated
the ways in which the Commission’s
procedures and practices complicated
and prevented the communication

2In many instances, these previous disclosures
will satisfy the Commission’s disclosure
requirements under the final rule because the rule
only requires disclosure of the information if the
Commission has not already done so.

necessary to conciliate charges and stop
employment practices that the
Commission has determined after an
investigation to be discriminatory.
Commenters highlighted illustrative
examples of conciliations in which the
commenters allege the Commission
issued large demands, with minimal
explanation and insufficient support for
the Commission’s position. The
commenters noted that in these and
similar circumstances, the
Commission’s communications did not
describe the act or practice alleged to be
discriminatory, why it violated federal
law, and which person or class was
unlawfully harmed. 42 U.S.C. 2000e—
5(b); Mach Mining, 575 U.S. at 488. The
Commission agrees that without this
basic information, the respondent may
not be able to evaluate the merit of the
Commission’s position or demand,
weigh the demand against the risk and
expense of possible litigation and take
directed action to ameliorate the
problem. Even more important, a
demand without commensurate support
does not “inform the employer about
the specific allegations” in a way that
“endeavors to achieve voluntary
compliance.” Mach Mining, 575 U.S. at
488, 494. Indeed, it is axiomatic that a
party cannot adequately evaluate a
claim or related demand without
understanding the factual and legal
basis for it. A lack of information can
also impact the employer’s ability to
evaluate its practices or provide
potentially helpful information to the
Commission that may facilitate
conciliation or, at a minimum, inform
the Commission’s subsequent litigation
assessment. In the commenters’ view,
this short-circuits the conciliation
process before meaningful
communication between the parties
even commences. Without this
information, a respondent cannot
engage in this analysis and determine
whether the offer presented by the
EEOC is the best way to resolve the case
under the circumstances.

Commenters emphasized the
importance of a thorough understanding
of the opposing party’s position during
discussions aimed at reaching a
resolution prior to litigation. As one
commenter put it, the lack of factual and
legal support for a demand or response
leaves both the Commission and the
employer with an “asymmetrical view”
of their own position and a lack of
understanding of the other side’s
position. One law firm asserted that the
ubiquity of the EEOC’s “no facts”
strategy during conciliation indicates it
is deeply engrained in the agency’s
culture. In the commenter’s experience,

the dearth of factual and legal support
for demands frequently implies
weaknesses in the underlying
reasonable cause determinations. As
another law firm put it: “[w]hen the
conciliation process becomes simply a
series of demands, unsupported by
relevant facts or legal authority, it is at
best a futile and resource-consuming
exercise, and at worst, an attempt to
bring the weight of the federal
government to bear on and extort an
employer with little proof of
wrongdoing.”

Members of Congress who submitted
comments highlighted that on several
occasions they had identified issues
with the Commission’s conciliation
process; these issues were distinct from
the examples provided by law firm and
industry commenters.

The commenters in favor of the
proposed rule agreed that the
Commission’s proposal addresses the
principal challenges in its conciliation
procedures and processes in ways that
are likely to result in more meaningful
conciliations and, ultimately, more
agreements. Specifically, commenters
stated that the proposed changes would
“entice’” more respondents to
participate in conciliation. Commenters
also noted that establishing these
requirements through regulations, as
opposed to through sub-regulatory
guidance or employee training, would
bring more certainty to the conciliation
process. As articulated by the Ranking
Member of the House Committee on
Education and Labor, “[t]hese
commonsense requirements will
increase transparency in the
conciliation process and facilitate
quicker resolutions of charges as the
employer will have more information
about the underlying charge, EEOC’s
position, and the employer’s legal
obligations.”

Commission Response: The
Commission recognizes the importance
of an effective conciliation program in
its mission to identify and eradicate
discriminatory employment actions and
practices and, in so doing, obtain relief
for its victims without the delay,
expense, and uncertainty of possible
litigation. The Commission also
appreciates the place of primacy that
conciliation holds in Title VII's
statutory framework. By providing
information concerning the factual and
legal bases for its position for charges
where it has found reasonable cause, the
Commission believes it places itself in
a stronger position to achieve
conciliation in more cases—eliminating
a greater number of unlawful
employment practices and obtaining
relief for victims of discrimination
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earlier than it can through litigation. By
providing such information, the
Commission can alleviate criticisms that
demands are excessive or not supported
by the evidence and the law. Providing
this information should facilitate
respondents’ identification and redress
of discriminatory practices regardless of
the outcome of conciliation. Provided
with this information, the Commission
believes that a greater number of
respondents will be more likely to
engage in the conciliation process and
comply voluntarily to resolve the
charge. And by employing its revised
conciliation procedures, the
Commission will satisfy the
requirements of 42 U.S.C. 2000e-5(b), as
elucidated in Mach Mining. The
Commission hopes that this final rule
will reduce collateral attacks on the
conciliation process during Commission
litigation. In the event of such a
challenge, the Commission will be able
to demonstrate that it has met the
conciliation requirements of the statute
by submitting an affidavit stating that it
has taken the required steps. See Mach
Mining, 575 U.S. at 494-95. Ultimately,
the Commission has concluded that the
final rule will improve its ability to
carry out in more cases its statutory
mandate to eliminate discriminatory
employment practices and achieve relief
for workers “‘far more quickly than
could litigation proceeding at its often
ponderous pace.” Ford Motor Co., 458
U.S. at 228.

As noted above, by improving the
Commission’s effectiveness to carry out
its conciliation responsibilities, the final
rule also affords considerable benefits to
charging parties. As the EEOC is only
able to litigate a small fraction of cases
that fail conciliation, in most cases
where conciliation fails, workers must
fend for themselves in court to obtain
relief. This means that charging parties
must file and litigate their own lawsuits
to secure any relief. Many choose not to
sue. And, as several commenters noted,
those that decide to seek legal action
may be in the position of having to
litigate without counsel. Even those
who obtain counsel frequently fail to
obtain significant relief and, if they
prevail, may wait years for discovery,
motions, trial, and appeals to conclude.
By resolving more cases through
conciliation, more victims of
discrimination will obtain relief than
would have otherwise and even the
ones that would have obtained relief
through litigation eventually, will
receive relief more quickly, without
incurring the expense and risk of
litigation.

Suggestions by Commenters: Several
commenters who supported the

proposed rule also suggested what they
saw as improvements. The Commission
addresses each of the suggestions below:

1. Extend the time period by which
respondents must respond to the
Commission’s conciliation offer beyond
fourteen days: Several commenters
stated that the Commission should give
respondents more than 14 days to
respond, especially in certain complex
and systemic cases.

Commission response: The
Commission declines to change the
language or the requirement as it was
originally proposed in sections
1601.24(d)(5) and 1626.12(b)(5) because
the Commission concludes that these
sections contain sufficient flexibility to
allow longer response periods in
appropriate cases. The proposed rule
stated that respondents will be provided
“at least 14 days.” There will certainly
be cases where the Commission extends
this period beyond 14 days, and the
language allows the Commission to
make this determination on a case-by-
case basis. As a result, the Commission
leaves unchanged the proposed
language in the final rule.

2. Allow anonymity in circumstances
only where charging parties or aggrieved
individuals are at risk of retaliation:
Several commenters urged the
Commission to limit the charging
parties or aggrieved individuals to
whom it grants anonymity in
conciliation under sections
1604.24(d)(1) and 1626.12(b)(1).
Specifically, commenters suggested that
the Commission grant anonymity only
to current employees of the respondent
because they, unlike former employees
or failed applicants, are at risk of
retaliation. Commenters indicated that it
is often difficult to respond to the
Commission’s findings of
discrimination, particularly in
individual cases, when they do not
know the identity or circumstances of a
particular victim. Although conciliation
is not intended to provide an
opportunity to challenge the cause
finding, one commenter noted that that
a respondent could face an allegation
that it did not hire an individual
because of her race and that if the
identity of the individual is withheld, it
would not be able to determine if there
were other reasons the individual was
not hired, such as failing to show up for
her interview.

Commission response: The
Commission acknowledges that it in
some cases it may be difficult for
respondents to evaluate the merits of the
Commission’s conciliation proposal if
the respondent is unaware of the
identity of the victim(s). Respondents
do receive the name of the charging

parties when they are notified of the
charge soon after it is filed. Some
commenters suggest that anonymity be
limited to only current employees
recognizing their concern about
potential retaliation. However, the
Supreme Court has noted that former,
current, and prospective employees are
protected from retaliation. See Robinson
v. Shell Oil Co., 519 U.S. 337, 345—46
(1997). Therefore, the Commission does
not adopt this proposed change.

3. Requiring the charging party to
participate in conciliation: One
commenter suggested that the charging
party should be required to participate
in the conciliation, similar to a
mediation.

Commission response: The
Commission declines to adopt this
proposed change. In conciliation, the
Commission does not merely serve as
the advocate of the charging party or
aggrieved individual. Rather, the
Commission’s core objective is to
vindicate the public’s interest and
eliminate discriminatory employment
policies and practices. In some cases,
but not all, this will achieve relief for
the charging party as well as other
workers and potential employees. Given
these varied interests, conciliations take
different forms and the charging party’s
participation varies from case to case for
a myriad of reasons. The Commission
believes it is important to the
Commission’s ability to achieve the
broader purposes of conciliation to
preserve its flexibility regarding the
involvement of the charging party in
each case. See EEOC v. Waffle House,
Inc., 534 U.S. 279, 291 (2002) (“The
statute clearly makes the EEOC the
master of its own case and confers on
the agency the authority to evaluate the
strength of the public interest at
stake.”). As a result, the Commission
declines to mandate the charging party’s
participation in every instance.

4. Commission must respond to all
counteroffers and affirmative defenses:
Multiple commenters stated that the
rule should require the Commission to
respond to all counteroffers a
respondent makes and that the
Commission must respond to all
affirmative defenses that are raised
during conciliation.

Commission response: Conciliation is,
first and foremost, the means Congress
“preferred”” the Commission to use to
target and eliminate discrimination in
employment. Indeed, Congress did not
afford the Commission authority to
commence litigation until 1972.
Conciliation is not a rigid, structured,
bargaining framework. As the Supreme
Court made clear in Mach Mining,
Congress afforded the Commission wide
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latitude to pursue voluntary compliance
with a statutory provision, “every
aspect” of which “smacks of
flexibility.” Mach Mining, 575 U.S. at
492; 42 U.S.C. 2000e-5(b). And like the
Supreme Court in that case, the
Commission declines to infuse the
conciliation process with a rigid code of
rules that handcuffs the agency by
limiting the broad strategic leeway Title
VII affords to it to execute its mission.
See Mach Mining, 575 U.S. at 492
(rejecting the petitioner’s “proposed
code of conduct” and ‘‘bargaining
checklist” because “Congress left to the
EEOC such strategic questions about
whether to make a bare-minimum offer,
to lay all its cards on the table, or to
respond to each of an employer’s
counter-offers, however far afield.”).
The Commission meets its statutory
obligation by providing the basic factual
and legal information for the respondent
to evaluate the claim and identify the
discriminatory action or practice. But
once this is accomplished, the
Commission retains “discretion over the
pace and duration of conciliation
efforts, the plasticity or firmness of its
negotiating positions, and the content of
its demands for relief.” Id. The
Commission declines to adopt such
proposals because they damage the
flexibility critical to its ability to
conciliate claims without any
concomitant benefit.

5. Disclosures should be made in
writing: In the NPRM, the Commission
solicited comments on whether the
disclosures described in the proposed
rule should be made in writing. 85 FR
at 64081. Several commenters advocated
written disclosures in order to ensure
clarity. Significantly, one commenter
contended that written disclosure of all
material should be required so that all
parties have a complete and
unambiguous understanding of the
Commission’s position. Another
commenter explained that written
disclosures are more effective than mere
oral exchanges in the negotiation
process. This commenter noted that if
the parties are required to communicate
and exchange information in writing, it
is less likely that the parties will be
unclear as to the other parties’ positions
and information exchanged during the
process.

Commission response: The
Commission agrees that written
disclosures help ensure clarity
throughout the conciliation process. The
Commission further agrees that
providing information in writing will
ensure full transparency of the
conciliation process. Exchanging
information in writing, where
appropriate, eliminates confusion and

promotes more accurate and complete
information regarding the relevant
issues. For these reasons, the
Commission will keep the “written”
reference that was in the NRPM and
clarify that the other disclosures be in
writing. However, for sections
1601.24(d)(3) and 1626.12(b)(3), the
requirement that the disclosure be in
writing shall apply only to the initial
conciliation proposal made by the
EEOC. In order to preserve the
Commission’s flexibility in conciliation,
in recognition of the fact that demands
are made at various times in a sequence
of offers and counteroffers, and in order
to avoid the increased burden on its
staff to prepare a written explanation to
accompany each change of position, the
Commission has determined that
disclosures explaining the basis for its
requests for relief for subsequent offers
and counteroffers need not be in writing
and may be issued orally.

6. Mediators should handle
conciliation, not investigators: One
commenter urged the Commission to
assign mediators to handle conciliations
instead of investigators.

Commission response: The
Commission disagrees with this
comment and shall not adopt it. As the
Commission has maintained throughout
this process, it is not looking
fundamentally to change its conciliation
structure with this rule. Investigators
remain in the best position to handle
conciliation discussions as they are
familiar with the case and the issues
surrounding it. Furthermore, the process
and purpose of conciliation is different
than mediation. Accordingly, the
Commission rejects this proposal.

7. The Commission should disclose
additional information: A number of
commenters stated that the Commission
should make certain disclosures under
sections 1601.24(d)(1), such as the
identity of harassers or at-fault
supervisors and potential class sizes.

Commission response: The
Commission agrees that these
disclosures will allow respondents to
better assess their potential liability by
identifying discriminatory practices,
policies, and actions, and as a result
advance the Commission’s conciliation
efforts to identify and eliminate
discriminatory employment practices.
However, the identities of harassers or
supervisors may not be known at the
time of conciliation. Similarly,
sometimes class size may not have been
fully determined. Accordingly, the final
rule makes the disclosures references in
the last two sentences of § 1601.24(d)(1)
mandatory, only if known to the
Commission.

8. Establish a “good faith” standard:
A few commenters requested that the
Commission impose a “good faith”
standard on itself during conciliation.

Commission Response: At the outset,
the Commission rejects the notion that
it does not undertake its statutory
responsibilities in good faith. All
Commission employees are expected to
approach conciliation in good faith and
endeavor to achieve conciliation and its
purposes within the framework of the
Commission’s procedures. In those
situations where a respondent may
disagree with the Commission’s strategy
in a particular case or a hard line taken
in discussions does not mean that
Commission personnel are not acting in
good faith. The Commission declines to
impose upon itself a standard as
suggested that could open a door to
collateral litigation. For these reasons
the Commission declines to adopt such
a standard, preferring the
straightforward approach as updated by
the final rule.

9. Alter the privilege standard:
Several commenters requested that the
Commission revise provisions
concerning privilege contained in
sections 1601.24(e) and 1626.12(c).
Specifically, these commenters argued
that the Commission should preclude
itself from claiming privilege on the
underlying facts it gathers and limiting
the discretion of Commission employees
in identifying privileged material.

Commission response: The
Commission declines to make specific
statements regarding privilege beyond
that which is set forth in the proposed
rule. The Commission will continue to
claim all privileges to which it is
entitled by law. The Commission
declines to amend the rule to outline
specific criteria for employees to follow
concerning assertions of privilege.

10. Confidentiality of conciliations:
Multiple commenters asked that the
Commission prohibit itself from seeking
publication of the conciliation, through
terms in the conciliation agreement.
One commenter explains that, in their
experience, it is common for the
Commission to require, as a condition of
successful conciliation, that a
respondent agree to waive
confidentiality and allow the
Commission to issue a public press
release announcing some or all of the
terms of the parties’ agreement. The
commenter contends that this serves not
only to deter employers from entering
conciliation at the outset but can serve
to lead a case that might otherwise be
resolved via conciliation to instead fail
to be resolved in conciliation.

Commission response: The
Commission will not make this change.
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Section 706 of Title VII clearly requires
approval to disclose information
concerning conciliation. 42 U.S.C.
2000e-5(b) (“Nothing said or done
during and as a part of such informal
endeavors may be made public by the
Commission, its officers or employees,
or used as evidence in a subsequent
proceeding without the written consent
of the persons concerned.”). As the
Commission has explained, conciliation
is a “favored” method to identify and
eliminate illegal discrimination in
employment. Publication of conciliation
results—or certain elements of those
results—often furthers this objective.
There are valid reasons for the
Commission to seek approval to
publicize certain successful agreements
and the Commission will continue to do
so where appropriate.

11. Limit disclosure of individual’s
information to another aggrieved
individual: Some commenters were
concerned that sections 1601.24(f) and
1626.12(d) would result in disclosure of
information about other victims to the
charging party or to other aggrieved
individuals that may violate a victim’s
privacy.

Commission response: The
Commission agrees with this concern
and has included language in the rule
that information may be shared with
charging parties “except for information
about another charging party or
individual” to ensure that information
about an individual is not disclosed to
another charging party or aggrieved
individual. Although objected to by
some commenters who opposed the
rule, the Commission will not be taking
out the “upon request”” language
regarding disclosures to charging
parties. It is important for the
Commission to maintain its discretion
and flexibility with how it engages with
aggrieved individuals during the
conciliation process. Moreover, the
burden on staff to provide this
information to all identified aggrieved
parties would be substantial in class
cases.

12. Commission should always make
initial offer: One commenter advocated
a requirement that the Commission
always make the initial offer in
conciliation.

Commission Response: The
Commission will not add this
requirement to the final rule. Although
the Commission agrees that often it is
appropriate for the Commission to make
the initial offer in conciliation, this is
not always the case. There are
circumstances in which a respondent
may prefer to make the initial offer or
where such an outcome is otherwise
appropriate or more likely to secure

terms “‘acceptable to the Commission.”
42 U.S.C. 2000e—5(f)(1). The imposition
of such a procedural requirement could
operate to impede the Commission’s
ability to execute this critical statutory
obligation to eliminate unlawful
discriminatory practices. Therefore, the
Commission declines to make this
change.

13. Provide more details to support
demands for monetary damages: Several
commenters contend that the
Commission should require more
explanation for the basis of its damages
requested in conciliation. One
commenter argues that the Commission
will often take the position with respect
to compensatory or punitive damages
that a charging party is entitled to the
maximum statutory cap on
compensatory and punitive damages
from the start. Consequentially, the
commenter urges the Commission to
make clear that an initial offer should
not routinely rely on the maximum
statutory damages cap in an attempt to
leverage a higher final settlement.
Likewise, another commenter echoes
this sentiment and states that the final
rule should provide that merely reciting
the statutory maximums for
compensatory or punitive damages does
not satisfy the rule’s requirements.

Commission Response: The
Commission believes that the
descriptions provided in sections
1601.24(d)(3) and 1626.12(b)(3) in the
NPRM are sufficient because the
language covers all requests for damages
and relief, including punitive damages.
Under the final rule, whatever the
Commission’s offer—including if it is
the statutory cap—must be accompanied
by an explanation based on the facts of
the case. Furthermore, the commenters’
suggestions risk taking away the
flexibility that the Commission is
seeking to maintain while also
increasing transparency in conciliation.

14. Add language about providing
funds to third parties: One commenter
suggested adding language to the rule
that would expressly encourage terms
allowing distribution of excess
settlement funds to third parties, such
as charities.

Commission response: The
Commission declines to add this
provision. While these type of clauses
may be appropriate in certain
circumstances, the Commission is aware
that they have recently been subject to
greater scrutiny. For these reasons, and
to ensure maximum flexibility in
conciliation and avoid unnecessary
encumbrances on its discretion, the
Commission concludes that it would be
inappropriate to include such a

provision in its regulations. See Frank v.
Gaos, 139 S. Ct. 1041 (2019).

Comments Opposing the Rule Change
and the Commission’s Responses

The EEOC also received comments
opposing the rule change. These
comments included concerns about the
length of the comment period,
particularly during the COVID-19
pandemic; whether the rule was
premature in light of a pilot program;
whether the rule favored employers over
workers; whether the rule would
undermine the Commission’s ability to
prevent and remedy discrimination; the
rule’s potential economic impact; the
rule’s relationship to the Mach Mining
case; and whether the Commission
sufficiently justified the rule’s impact
on its enforcement mission.

Comments Regarding the Length of
the Comment Period: Several
commenters claimed that a 30-day
comment period was too short and
asked that it be extended, some citing
Executive Order 13563 and arguing that
it provides comment periods should
generally be at least 60 days. Others
suggested that a short time period
deprives the public of a sufficient
opportunity to weigh in, citing the
COVID-19 pandemic.

Commission Response: The
Administrative Procedure Act (APA)
requires that agencies give “interested
persons an opportunity to participate”
in rulemaking, but it does not establish
specific time periods in which a rule
must be open for public comment. 5
U.S.C. 553(c). Neither does Executive
Order 13563, which provides that an
agency “‘afford the public a meaningful
opportunity to comment through the
internet on a proposed regulation, with
a comment period that should generally
be at least 60 days.” The language of the
APA and Executive Order 13563
anticipates that some rules are extensive
and complex, running scores or
hundreds of pages in the Federal
Register; others are far less so. As a
result, the “60 days” benchmark is
neither mandatory nor necessarily
appropriate for all rules. Here, as with
all EEOC rulemakings, the Office of
Management and Budget reviewed the
NPRM before publication and agreed
that the 30-day comment period was
appropriate in light of the contents of
the proposed rule.? The comment
period must afford the public a
meaningful opportunity to comment.
This has occurred. The depth and
breadth of the substantive comments the

3 Similarly, Section 6(a) of Executive Order 12866
states that in “most cases” the comment period
should be “not less than 60 days.”
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Commission received evidences that
interested persons had a meaningful
opportunity to comment.

In addition, the Commission
conducted a meeting that called
attention to the proposed rule.
Specifically, on August 18, 2020, the
Commission held a public meeting to
discuss and vote on the NPRM. Notice
of the meeting was published in the
Federal Register which identified the
topic of the meeting. The public was
invited to listen to the meeting live.
Press reports before and after the
meeting reported the discussion of the
proposed rule. The transcript of the
meeting was timely uploaded on to the
EEOC website.* As a result, the public
had notice of this proposed rule from
several sources and ample opportunity
to research and evaluate the proposal,
beginning nearly two months before the
NPRM was published in the Federal
Register. The Commission concludes
that the length of the comment period
on this rule was appropriate and
declines to extend it.

Allegation that the Rule is Premature
Because of the Ongoing Pilot Program:
Some commenters contend that the
NPRM fails to acknowledge the
Commission’s ongoing pilot program
regarding conciliation procedures and
that the Commission should wait to
finalize the rule until after the pilot has
concluded and been studied. Others
argued that the public too should be
given the opportunity to study the pilot
and incorporate those efforts in further
comments regarding this rule. Some
commenters expressed concern that the
results of the pilot program could be at
odds with the rule, suggesting the
Commission should delay the final rule
to ensure harmony with the results of
the pilot.

Commission response: In May of
2020, the EEOC launched a six-month
pilot program. The pilot was extended
in November 2020. This pilot made only
a single change to the conciliation
process.® Specifically, the pilot added a
requirement that conciliation offers of
certain amounts be approved by the
certain levels of management prior to
being shared with respondents. This

4 See https://www.eeoc.gov/meetings/meeting-
august-18-2020-discussion-notice-proposed-
rulemaking-conciliation.

5 Concurrently with the pilot, the agency
conducted refresher training on conciliation
practices. In addition to training on the pilot, the
refresher training included an emphasis on the pre-
determination interview (PDI) requirement, which
is conducted before the Commission issues its
reasonable cause finding. While some overlap may
occur between what employees are already
expected to disclose during the PDI and what this
final rule ensures is disclosed during conciliation,
the pilot did not require any new disclosures.

requirement adds additional oversight
by management to ensure that
conciliation proposals are in line with
the facts of the case. The pilot program
is not related to this rulemaking; it
addresses a different aspect of
conciliation. It does not incorporate or
add any of the changes to the
conciliation procedures that were
proposed or are being implemented in
this final rule. Given the lack of overlap
or connection between the pilot
program and this rule, the results of the
pilot are not relevant to this rulemaking
and there is no reason to delay the latter
so that the Commission or the public
may study the former. As this rule is
neither related to nor dependent on the
pilot or its outcome, the Commission
declines the delay sought by these
commenters.

Comments that the Rule Primarily
Benefits Employers and Respondents:
Some commenters faulted the rule for
requiring the Commission to disclose
certain information to respondent
automatically, while only providing the
information to charging parties and
aggrieved individuals upon request.
Others raised concerns that the new
rules could turn the conciliation process
into “quasi-litigation”” by making
conciliation more formal and could
generate collateral litigation. Still others
expressed concern that the disclosures
contemplated could potentially reveal
the Commission’s litigation strategy and
inadvertently assist respondents in
litigation.

Commission Response: The
Commission appreciates the concerns
expressed regarding the circumstances
under which disclosures are made to
respondents versus charging parties and
aggrieved individuals. However,
because the Commission is mindful of
the need to maintain flexibility with
respect to how staff engage with
charging parties and aggrieved
individuals, and recognizes the burden
disclosure would impose upon staff, the
Commission will retain the language
“upon request”’.

The Commission is implementing the
final rule to improve conciliation. The
final rule should enhance the
Commission’s effectiveness in executing
its statutory mandate to identify and
eliminate discriminatory employment
practices and obtain appropriate relief
for victims without litigation, as
Congress preferred. The rule
accomplishes this end by requiring that
the Commission provide certain basic
information—the facts and law in
support of the claim and who or what
class of victims was affected by the
allegedly discriminatory practice—that
it already develops. By providing this

information, respondents can better
identify and correct the discriminatory
action, policy, or practice. By
facilitating such a result without
litigation, the Commission achieves its
primary goal of ending the
discriminatory practice and potentially
impacting other employees who may
have been affected by the practice. As a
result, the primary beneficiaries of more
effective conciliations are victims and
potential victims of discrimination, as
well as the public. The Commission
intends for these improvements to
encourage more respondents to engage
in the process, thus increasing the
likelihood of voluntary compliance, and
successful conciliations. These results
should also provide benefits to
discrimination victims by obtaining
relief far sooner than would be possible
in litigation. Without successful
conciliation, employees and applicants
are, in most cases, left to fend for
themselves to try and obtain relief
through litigation. For these reasons, the
Commission disagrees with
commenters’ assertion that the final rule
primarily benefits employers.

Nothing in the final rule is intended
to create new causes of action for
respondents or others; to the contrary,
the rule is designed to alleviate
concerns that the Commission has failed
to meet its conciliation obligation, as
explained in Mach Mining. Should the
Commission’s conciliation efforts be
challenged in litigation, the final rule
provides a framework that allows the
Commission to easily demonstrate it has
met the requirements laid out in Mach
Mining, by simply affirming through an
affidavit that it followed the procedures
described in the statute. Thus, rather
than raising the likelihood of collateral
litigation over conciliation, the final
rule will have the opposite effect by
providing a guidepost for the
Commission to follow in meeting its
conciliation obligations. Furthermore, as
the Commission pointed out in the
NPRM, the confidentiality provisions of
Title VII are inherent barriers to a
probing judicial review of conciliation
and protects the information disclosed.
See 85 FR at 64080—81. For these
reasons, the Commission has
determined that this final rule will not
unnecessarily open its conciliation
process to judicial review or collateral
attacks from employers.

The Commission appreciates the
concerns expressed regarding the
circumstances under which disclosures
are made to respondents versus charging
parties and aggrieved individuals.
However, because the Commission is
mindful of the need to maintain
flexibility regarding how staff engage
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with charging parties and aggrieved
individuals, and in recognition of the
burden disclosure would impose upon
staff, the Commission will retain the
language ‘““‘upon request” as it relates to
charging parties and aggrieved
individuals. As noted above, the level of
engagement by a charging party or
aggrieved individual can vary from
conciliation to conciliation.
Furthermore, as also noted above, the
Commission must also focus on the
public interest when attempting to
resolve the case through conciliation.

The rule is designed to improve the
conciliation process by making it more
meaningful and effective. Adequate
information must be provided to the
respondent to allow it to address the
discriminatory conduct as well as assess
its potential liability. The rule protects
disclosure of privileged information,
which will protect any confidential
attorney work product related to
litigation strategy.

Concerns That the Rule Would
Undermine the Commission’s Ability to
Prevent and Remedy Discrimination and
Would Harm Workers: Some
commenters expressed concern that
compliance with this rule would divert
resources that otherwise would be used
to directly serve charging parties. For
example, some commenters stated that
the new rule would cause the
Commission to initiate fewer actions in
court or somehow disincentivize the
Commission from issuing cause
findings. There was also concern that
the disclosures required by the
proposed rule could lead to retaliation
against workers.

Commission response: The law
requires that the Commission provide
information to respondents regarding
“the alleged unlawful employment
practice.” Mach Mining, 575 U.S. at 488.
The Commission has determined that, at
a minimum, this must include factual
and legal information sufficient to
support its reasonable cause finding and
any demand that it has made. This
affords a respondent with basic
information about the claim, such as the
action or practice that the Commission
has determined to be discriminatory in
violation of Title VII, and the person or
categories of persons it has harmed. Id.
Instead of being “extensive” or
“burdensome,” the disclosures required
by the final rule are straight forward.
The Commission’s employees already
engage in the analysis and work
outlined in the rule such that
compliance with the rule will not
“divert” resources away from services
currently provided to the victims of
discrimination. In every case where
there is a finding of discrimination, the

Commission develops facts, identifies
aggrieved parties, evaluates the scope
and potential of class or systemic
allegations, analyzes legal theories, and
calculates potential damages. The rule
requires that some of this information be
communicated to respondent so that it
may evaluate the claim to be
conciliated. In communicating this
information, the Commission will
support its conciliation demand and
reinforce its reasonable cause finding,
thereby increasing the likelihood of
voluntary resolution of charges, just as
Congress preferred.

However, in recognition of the
complications that could arise with
respect to conciliations already in
progress, this rule will only apply to
conciliations for charges for which a
Letter of Determination invitation to
engage in conciliation has been sent to
respondent on or after the effective date.

Concerns that the rule will cause
fewer cases in which reasonable cause
is found are inconsistent with the
requirements of the final rule. The
Commission’s mission in conciliation is
to identify and designate for elimination
unlawful discriminatory employment
practices, as well as to obtain relief for
victims of discrimination. Whenever the
investigation of a charge reveals that
unlawful discrimination has likely
occurred, the Commission will issue a
finding of reasonable cause. This rule
merely requires that certain basic
information regarding such a charge be
provided to the respondent. The
Commission is confident that this
information will support its findings of
reasonable cause and convey the
strength of the Commission’s
determination.

The Commission also rejects the
assertion that the final rule will
somehow frustrate its mission. The
Commission’s mission is to prevent and
remedy unlawful employment
discrimination. While litigation is a
useful tool in achieving that end, it is
not the exclusive means to achieve that
result. Indeed, as noted above, Congress
favored conciliation over litigation as a
means to eliminate discriminatory
employment practices. Furthermore,
there is no reason to believe that the
new rule will cause Commission
employees to find reasonable cause in
fewer cases where such a finding is
merited pursuant to the facts and the
law.

Section 706 of Title VII directs the
Commission, after it finds reasonable
cause, to endeavor to eliminate
discrimination through informal
methods of conference, conciliation,
and persuasion. Congress further
directed that the EEOC could only

commence a civil action if, and only if,
conciliation fails. By so doing, Congress
made it clear that conciliation is the
preferred method to address
discrimination. See Mach Mining, 575
U.S. at 486 (““in pursuing the goal of
bringing employment discrimination to
an end, Congress chose ‘cooperation and
voluntary compliance’ as its preferred
means’’). This rule advances that choice.

Commenters’ concerns that
disclosures could result in retaliation
against aggrieved parties are misplaced.
The rule provides protection for all
workers reasonably susceptible of
retaliation, which, of course, is
prohibited by Title VII. The Commission
will vigorously pursue employers who
engage in retaliation against employees
who attempt to vindicate their rights.

Concerns About Economic Impact:
Some commenters expressed concern
that the rule does not take into account
the negative economic effects of
discrimination. Others lodged concerns
that the rule claims economic benefits of
more conciliations, while ignoring the
additional costs to the Commission. One
commenter said the Commission relied
on “‘trickle-down economics” to claim
that cost savings would benefit the
economy overall.

Commission response: Concerns that
the rule does not take into account the
negative economic effects of
discrimination are misplaced. The
Commission is aware of the economic
effects of unlawful discrimination and
uses every tool available to it to prevent
and end unlawful discrimination.
Conciliation is an important part of that.
The more cases the Commission
successfully conciliates, the greater the
number of unlawful employment
practices it eliminates and the greater
number of incidents of discrimination
are remedied, achieving its statutory
mission. The Commission believes the
final rule will lead to greater
participation and more successful
conciliations, which will have positive
economic impacts for employees,
employers, and the public at large.

The Commission disagrees with the
comments that this rule will increase
the rates of discrimination or allow
discrimination to go unpunished or
unaddressed. These comments fail to
explain how the rule will cause more
employers to engage in unlawful
discrimination or to discriminate more
extensively. To the contrary, this rule
requires the Commission to provide to
respondents factual and legal
information about the claim to be
conciliated. This will allow the
respondent to better identify and
address any underlying policy or
practice that is discriminatory, even if
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the respondent elects to contest the
particular charge or litigate for other
reasons. And as more such policies and
practices are identified and eliminated,
fewer workers will suffer unlawful
discrimination.

Concerns That the Rule is
Inconsistent with Mach Mining and
Statutory Authority: Some commenters
argued that the rule is inconsistent with
the Supreme Court decision in Mach
Mining, and that because the changes
are not required by statute or court
decision the Commission should not
make them. For example, a number of
commenters pointed to the language of
the Mach Mining decision that said Title
VII’s conciliation provision ‘“smacks of
flexibility” to argue that the
Commission’s proposed rule was
contrary to the Court’s holding. Id. at
492. Others believe conciliation is
already successful and fear that these
additional procedures will introduce an
unnecessary rigidity that will
compromise that success. Still others
suggest that any changes to the
Commission’s conciliation process
should be accomplished through
internal guidance or pilots instead of
rulemaking. Some commenters also
claimed that the proposal was
inconsistent with the language of Title
VII itself, primarily citing to the use of
“informal” in the statute regarding
conciliation, and was therefore outside
of the Commission’s authority.

Commission response: The
Commission disagrees that the final rule
conflicts with Mach Mining. In Mach
Mining, the Supreme Court began by
emphasizing the importance of
conciliation. The Court noted that Title
VII “imposes a duty on the EEOC to
attempt conciliation of a discrimination
charge prior to filing a lawsuit.” Mach
Mining, 575 U.S. at 486. That
“obligation,” as the Court has held
repeatedly, is “mandatory, not
precatory”’ and ““is a key component of
the statutory scheme. In pursuing the
goal of bringing employment
discrimination to an end, Congress
chose cooperation and voluntary
compliance as its preferred means.” Id.
(punctuation and citations omitted).
When undertaken effectively,
conciliation should “end discrimination
far more quickly than could litigation
proceeding at its often ponderous pace.”
Ford Motor, 458 U.S. at 228.

The Court found that Title VII
“provides certain concrete standards
pertaining to what that endeavor must
entail.” Mach Mining, 575 U.S. at 488.
Based on the statutory language
describing the “attempt’ the
Commission must undertake in
conciliation, namely “informal methods

of conference, conciliation, and
persuasion,” the Court explained that
“[tIhose specified methods necessarily
involve communication between
parties, including the exchange of
information and views.” Id. (citing 42
U.S.C. 2000e—5(b)). Not only does Title
VII require “communication,” the Court
continued, but “[tlhat communication

. . . concerns a particular thing: The
‘alleged unlawful employment
practice.”” Id. (citing 42 U.S.C. 2000e—
5(b)). Specifically, the Court held, in
order ‘“‘to meet the statutory condition,
[the Commission] must tell the
employer about the claim—essentially,
what practice has harmed which person
or class—and must provide the
employer with an opportunity to
discuss the matter in an effort to achieve
voluntary compliance.” Id. If “the
Commission does not take those
specified actions, it has not satisfied
Title VII's requirement to attempt
conciliation.” Id.

Beyond these basic requirements that
are mandatory in all cases, the Court
recognized that the Commission enjoys
broad discretion regarding the way in
which it conducts conciliations. Id. at
492. The Court’s statement regarding
“flexibility”’ cited by commenters was
in support of “the latitude Title VII
gives the Commission to pursue
voluntary compliance with the law’s
commands.” Id. The Commission is not
required ‘“‘to devote a set amount of time
or resources’ or take “‘any specific steps
or measures” in conciliation. Id. The
Commission “‘alone decides whether in
the end to make an agreement or resort
to litigation,” including ‘“whenever [it
is] unable to secure terms acceptable to
the Commission.” Id. Once it has
satisfied its obligations, the Commission
decides how it will respond to the
respondent and negotiate and how long
it will do so. Id. (stating that “Congress
left to the EEOC such strategic decisions
as whether to make a bare-minimum
offer, to lay all its cards on the table, or
to respond to each of an employer’s
counter-offers, however far afield. So
too Congress granted the EEOC
discretion over the pace and duration of
conciliation efforts, the plasticity or
firmness of its negotiating positions, and
the content of its demands for relief.”).

The Commission’s final rule focuses
on the requirement that it communicate
about the “claim.” Id. at 488. The
Supreme Court held that the
Commission must, at a minimum,
communicate to the respondent ‘“what
practice has harmed which person or
class” in order to comply with its
conciliation obligation and that courts
may review such efforts to ensure
compliance with Title VIL. See id. The

Commission has determined that the
final rule comprehensively and
thoroughly covers the information
required to make it compliant with
Mach Mining. If respondents raise
specious challenges, the Commission
will be in a strong position to respond
and, as appropriate, seek sanctions or
other relief.

Some commenters point out that the
rule is not mandated by Mach Mining or
Title VII. While the requirements set out
in the rule are not spelled out in either
the Court’s opinion or the statute, the
final rule—or any regulation—need not
be required by the Supreme Court or a
statute to be appropriate. In fact, both
Title VII and Mach Mining make clear
that the Commission “must tell the
employer about the claim—essentially,
what practice has harmed which person
or class—and must provide the
employer with an opportunity to
discuss the matter in an effort to achieve
voluntary compliance. Mach Mining,
575 U.S. at 488. The Commission is
exercising its “wide latitude” and
“expansive discretion’” over the
conciliation process to clarify the
contents of statutorily required
communications to respondents in such
a way that its satisfaction of the
requirements will be clear. Id. at 488—
89. The Commission has concluded that
a recitation and summary of the factual
and legal basis is a core component of
any ‘‘communication about the claim”.
This would include the identification of
the action or practice the Commission
has deemed discriminatory, the reason
for its conclusion, as well as “what
person or class” has been unlawfully
harmed—all so that the respondent
might be able to bring itself into
compliance. With this rule the
Commission is implementing a
procedure to ensure that it satisfies the
conciliation requirements of Title VII, as
elucidated in Mach Mining.

Some commenters argue that the final
rule imposes “rigid” or “‘extensive”
burdens that will curtail the
Commission’s “flexibility” and
“discretion”. As noted above, the final
rule requires the Commission to provide
certain basic information that the
Commission has concluded will
categorically satisfy the minimum
statutory requirements of its
“communication” with respondents.
Since EEOC staff already perform this
work, this rule does not require the
reallocation of resources, and is neither
extensive nor voluminous. Contrary to
assertions in many comments, this does
not weaken the Commission’s position
in conciliation or litigation in that it
does not require the Commission to “lay
all its cards on the table,” “devote a set
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amount of time or resources,” or “‘take
any specific steps or measures” in any
conciliation. Once the information has
been provided, the Commission “alone
decides” in each case how it will
respond to a particular respondent, the
manner and particulars of how it will
negotiate, and how long it will do so.
See id. at 492. The Commission “alone
decides whether in the end to make an
agreement or resort to litigation,”
including “whenever [it is] unable to
secure terms acceptable to the
Commission.” Id. The final rule ensures
clear and consistent satisfaction of
statutory requirements in accordance
with the Court’s opinion in Mach
Mining while maintaining the
Commission’s flexibility to conciliate as
it deems appropriate.6

While several commenters expressed
a preference for internal guidance or
pilot programs rather than a rule, the
Commission has previously
implemented Quality Enforcement
Practices and internal guidance to
enhance its conciliation efforts, changes
that resulted in significant training of
EEOC staff. While these changes
improved the conciliation process, the
Commission believes more should be
done to build on that progress and has
concluded the structure and
predictability of a rule is the best way
to make sure that it is consistently
satisfying its statutory conciliation
obligations. As already noted in the
NPRM and above, less than half the
cases for which the Commission finds
reasonable cause are resolved through
conciliation. The Commission aims to
achieve more success, including fewer
cases in which the respondent opts out
of the process entirely. The
Commission’s purpose is to enhance the
processes that will improve its ability to
remedy unlawful discrimination
without the need to resort to litigation.

Some commenters argued that
conciliation is already successful and
that the allegedly rigid procedures
imposed in the final rule are
unnecessary. One commenter noted that
following Mach Mining, the amount of
collateral litigation attacking
conciliation decreased and the number

6 As the Court explained in Mach Mining and the
Commission noted above, “Congress left to the
EEOC such strategic decisions as whether to make
a bare-minimum offer, to lay all its cards on the
table, or to respond to each of an employer’s
counter-offers, however far afield. So too Congress
granted the EEOC discretion over the pace and
duration of conciliation efforts, the plasticity or
firmness of its negotiating positions, and the
content of its demands for relief.” Id. at 492. The
final rule does nothing to limit or curtail this
discretion that the Commission has applied for
decades in pursuit of its mission to eradicate
unlawful employment discrimination.

of successful conciliations increased.
An increase in successful conciliations
is admirable and the Commission
recognizes and commends the
achievements of its employees in the
conciliation process. Nothing in the
final rule diminishes or recharacterizes
that success. To the contrary, the final
rule aims to build upon that success. As
noted in the NPRM, from fiscal years
2016 to 2019, the Commission
successfully conciliated approximately
41.23% of those cases in which it found
reasonable cause. This amounts to only
a slight increase over the previous four
fiscal years. Also, during these years,
employers continued to decline to
participate in conciliation in
approximately 33% of such cases. 85 FR
at 64080. The Commission is concerned
about the overall rate of successful
conciliation and that one-third of
employers refuse to participate in
conciliation. While there may be many
reasons why an employer refuses to
conciliate, at least some of these
respondents may be motivated, at least
in part, by the belief that the current
conciliation process is flawed and not
worth the effort. The Commission is not
targeting a specific percentage of
successful conciliations or employer
participation. However, the Commission
is making minor changes that it believes
will allow it to continue to improve its
processes and, in so doing, identify and
eliminate more discriminatory
employment practices.

Finally, this final rule is consistent
with section 706 of Title VII's use of
“informal” when describing the
Commission’s efforts to resolve cases
after finding reasonable cause, and in
turn, the Commission’s procedural
rulemaking authority. The
Commission’s final rule does not
establish a “formal” process, but instead
provides basic procedures for
information sharing that are
fundamental to any settlement
discussion. The rule does not establish
“quasi-litigation”” with formal rules of
evidence or rules of procedure that
would be found in federal court. It
instead establishes base level
procedures, but otherwise leaves
conciliation as an informal process that
can be adjusted as needed by the case.

Concerns that the Commission Did
Not Justify How the Rule Furthers Its
Enforcement Mission: A few
commenters contended that the
Commission had not presented any
statistics or other data to support its
belief that the proposed changes would
make successful conciliation more
likely or increase respondents’
participation in conciliation. In
addition, one commenter, argued that

many respondents simply have no
interest in conciliating, for reasons
beyond the Commission’s control. In
support of this position, the commenter
described instances in which employers
agreed to resolve a matter after the
Commission had filed suit for a higher
amount than what the Commission
offered in conciliation. Finally, other
commenters challenged the portions of
the proposed rule requiring that the
Commission disclose information
obtained that caused it to doubt there
was reasonable cause on a variety of
grounds.

Commission response: The
Commission has explained the reasons
it believes that the final rule is
reasonably likely to increase
participation in conciliation. These
provisions should encourage greater
confidence that the communications in
the conciliation process will include the
sort of information that the Court
determined were required. Providing
such basic factual and legal information
will encourage more employers to
participate and will provide them with
a better understanding of the
Commission’s position.

As explained above, there are many
reasons that respondents elect not to
conciliate and, as the commenter
explained, some of these reasons are
beyond the Commission’s control. A
decision by a respondent to settle a case
during litigation for more than what it
could have settled during conciliation
actually supports the Commission’s
reason for the rule change. In these
situations, a respondent was willing to
reach an agreement with the
Commission after it received more
information about the strength of the
case against them, which they obtained
in the litigation process. By better
explaining its case in conciliation, the
Commission makes it more likely that
respondents will understand the risk of
litigation and be more willing to resolve
the matter during conciliation, freeing
the Commission’s resources to litigate
other more challenging cases.

The Commission’s Office of
Enterprise, Data, and Analytics (OEDA)
has conducted a comprehensive
analysis of the reasons why
conciliations fail.7 Their analysis
identifies two primary reasons charges
are not resolved through conciliation:
(1) The respondent’s choice not to
participate and (2) the parties cannot
agree on monetary relief. OEDA’s
statistics also indicate that in cases

7 The need to complete this analysis was cited by
a commenter opposed to the proposed rule as a
reason not to move forward. The analysis has been
completed and is consistent with the changes made
in the final rule.
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where employers agree to participate in
conciliation, there is more than a 50%
chance of achieving resolution. Getting
more employers to agree to participate
is the first step to getting more
resolutions. By providing basic
information about the facts and legal
arguments behind the claim, the
Commission increases the likelihood
that the respondent will recognize the
merit of the Commission’s position and
conciliate.

Finally, the Commission has decided
to remove from the final rule any
requirement that it disclose material
information that caused it to doubt its
determination of reasonable cause. After
reviewing the points raised by several
commenters, the Commission is
concerned about the potential for
collateral challenges that this
requirement may create. As the
Commission has stated above, the
purpose of this final rule is not to create
or encourage potential new avenues for
dilatory litigation on conciliation. Based
on its review of the comments, the
Commission believes the litigation risks
of this part of the proposal outweigh the
increase in transparency that would be
achieved specifically by this provision.
The Commission expects that its
personnel will continue to evaluate,
weigh, and proactively address evidence
that runs contrary to a reasonable cause
finding in its summary under
§1601.24(d)(2). In cases where the facts
or the law suggest that reasonable cause
is lacking, existing protocols require
field personnel not to make such a
finding. And the Commission’s
employees adhere to these protocols—
and their professional obligations—in
evaluating cases. For these reasons and
after carefully considering the
comments regarding this proposal, the
Commission has removed this
requirement from the final rule.

Final Regulatory Revisions

After considering all comments
received, the Commission is finalizing
the proposed rule as modified in the
discussion above.8 These changes will

8 As noted in the NPRM, the language in
§1626.12 is slightly different in some places than
the language of 1601.24 due to the different
conciliation language in the ADEA. 85 FR at 64081
n. 10. This includes the fact that the ADEA does
not require that conciliation start after a reasonable
cause finding, so the provisions in 1601.24 that are
dependent on a reasonable cause finding are not
found in §1626.12. See 29 U.S.C. 626(d)(2). A letter
from former employees of the Commission took
issue with the Commission using the phrase
““allegations” in the ADEA portion of this rule. The
reason that Commission used the phrase
‘““allegations” instead of referencing a reasonable
cause finding is because the ADEA section that
describes the Commission’s conciliation obligations

bring more clarity, transparency, and
consistency to the conciliation process.
They will encourage more respondents
to participate and the Commission to
better articulate it positions at the outset
of conciliation. The final rule sets out
procedures that will support the
Commission’s ability to meet statutory
obligations to attempt to conciliate, i.e.,
to “tell the employer about the claim—
essentially, what practice has harmed
which person or class—and provide the
employer with an opportunity to
discuss the matter in an effort to achieve
voluntary compliance.” Mach Mining,
575 U.S. at 488. As the Court noted,
conciliations “necessarily involve
communication between parties,
including the exchange of information
and views.” Id. This final rule ensures
that the Commission’s exchange of
information occurs in an open,
transparent manner. These changes
should make the conciliation process
more successful and, in so doing,
enhance the Commission’s fulfilment of
its mission to eliminate unlawful
discrimination in employment.

Regulatory Procedures
Executive Order 12866

This rule has been determined to be
significant under E.O. 12866 by the
Office of Management and Budget
because it raises novel legal or policy
issues arising out of legal mandates or
the President’s priorities. The rule will
not have an annual effect on the
economy of $100 million or more, nor
will it adversely affect the economy in
any material way. Thus, it is not
economically significant for purposes of
E.O. 12866 review. However, the rule
will have many benefits as
demonstrated by the following cost-
benefit analysis.

The rule imposes no direct costs on
any third parties and only imposes
requirements on the EEOC itself. The
rule, if implemented, will likely require
the EEOC to conduct training of staff to
ensure that it is complying with the new
regulation. While these changes and
training would likely be absorbed
within the Commission’s normal
operating expenses, any additional
expenses that the agency would incur
could be offset by cost savings derived
from these changes. For example,
charging parties often file Freedom of
Information Act (FOIA) requests with
the Commission after receiving a “right
to sue notice” in order to receive the
charge file. If more cases are resolved in
conciliation, these cases would not

is not dependent on a reasonable cause finding,
unlike Title VII. See 29 U.S.C. 626(d)(2).

result in right to sue notices and the
Commission would receive fewer FOIA
requests, resulting in cost savings for the
government.

Furthermore, while the parties
ultimately determine whether a
conciliation agreement is reached, if the
Commission is able to conciliate more
cases successfully, it will benefit
employees, employers, and the economy
as a whole. With respect to employees,
an increase in successful conciliations
will result in more employees receiving
remedies for the discrimination they
suffered within an accelerated
timeframe. Many employees who
receive reasonable cause findings are
unable to obtain any relief without
conciliation because they do not pursue
litigation for fiscal, emotional, or other
reasons, or even if they do pursue
litigation, ultimately do not attain relief.
Even employees who ultimately would
otherwise be successful in litigation
may benefit from a conciliation because
they would then receive remedies
sooner and avoid the time, cost, stress,
and uncertainty of litigation.

Employers will also benefit from the
EEOC conciliating cases more
successfully. In some cases,
conciliations may provide an
opportunity for employers to more
quickly correct any discriminatory
conduct or policies and seek
compliance assistance from the EEOC.
Additionally, while employers pay
$45,466 9 on average to settle cases in
conciliation, they will save time,
resources, and money by avoiding (often
costly and lengthy) litigation. It is
difficult to quantify the average cost of
litigating an employment discrimination
case for an employer because the cost of
a case depends on several factors, such
as the complexity of the case, length of
the litigation, and the jurisdiction in
which it is litigated.10

The stage at which litigation
concludes has a large effect on litigation
costs—attorneys’ fees and other
litigation expenses are significantly
higher for cases that go through trial, as

9 This was the average for fiscal year 2019.

10 This analysis focuses only on an employer’s
litigation costs because most plaintiff-side attorneys
use contingency-fee arrangements for pursuing
claims, in which the attorney receives a portion of
the recovery and charges little or nothing if no
recovery is obtained. See Martindale-Nolo Research,
Wrongful Termination Claims: How Much Does a
Lawyer Cost? (Nov. 14, 2019), available at https://
www.lawyers.com/legal-info/labor-employment-
law/wrongful-termination/wrongful-termination-
claims-how-much-does-a-lawyer-cost.html (noting
that 75% of plaintiffs lawyers in employment
litigation use contingency fee arrangements and
another 15% use a combination of a contingency fee
and hourly rate). Thus, more frequent conciliation
will save litigation costs for those few plaintiffs
who pay their attorneys an hourly rate.


https://www.lawyers.com/legal-info/labor-employment-law/wrongful-termination/wrongful-termination-claims-how-much-does-a-lawyer-cost.html
https://www.lawyers.com/legal-info/labor-employment-law/wrongful-termination/wrongful-termination-claims-how-much-does-a-lawyer-cost.html
https://www.lawyers.com/legal-info/labor-employment-law/wrongful-termination/wrongful-termination-claims-how-much-does-a-lawyer-cost.html
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opposed to those that end in summary
judgment. For example, in 2013, one
experienced defense attorney estimated
that the average attorney’s fees for
employers for cases that end in
summary judgment was between
$75,000 and $125,000; while cases that
go to trial average between $175,000 and
$250,000 in fees.! Factoring for
inflationary changes in legal fees, the
present value of those costs is closer to
$83,000 to $139,000 for cases ending in
summary judgment and $195,000 to
$279,000 for cases that end after a
trial.12 Taking the middle of each range
in present value results in average costs
of $111,000 for cases ending in
summary judgment and $237,000 for
cases that end after trial. The
Commission recognizes that many
employers will find these fee estimates
to be low, but because there is
insufficient, publicly available data for
calculating the amount that employers
have expended in defending against a
charge through conciliation 3 and
which otherwise would be subtracted
for purposes of this analysis, the
Commission believes such a
conservative estimate is appropriate.
To determine the average amount
spent on attorney’s fees, the
Commission also must consider the
number of cases that were the subject of

11John Hyman, How Much Does it Cost to Defend
an Employment Lawsuit, in Workforce, (May 14,
2013), available at https://www.workforce.com/
news/how-much-does-it-cost-to-defend-an-
employment-lawsuit.

12 These calculations were made using the
Department of Labor Bureau of Labor Statistics’s
(BLS) Consumer Price Index calculator, available at
https://www.bls.gov/data/inflation_calculator.htm.
These increases are likely conservative, as they are
similar to increases in legal service costs over a
shorter time frame. Historical data for the BLS
Producer Price Index for Legal Services in the Mid-
Atlantic region, available at https://www.bls.gov/
regions/mid-atlantic/data/producerpriceindexlegal
us_table.htm, reveals that average costs for
employment and labor legal services increased from
100 in December 2014 (the earliest data available)
to 109.9 in April 2020 (the most recent non-
“preliminary” data), an increase of approximately
10%. Similarly, the U.S. Department of Justice’s
USAO Attorney’s Fees Matrix, which only measures
the change in fees between 2015-2020 across the
legal field, reveals a roughly 12% change in hourly
rate for the most experienced attorneys in the
District of Columbia. See https://www.justice.gov/
usao-dc/page/file/1305941/download.

13 “There do not appear to be any reliable
statistics on the percentage of employers who
retained outside counsel to defend charges filed
with the EEOC.” Philip J. Moss, The Cost of
Employment Discrimination Claims, 28 Maine Bar
J. 24, 25 (Winter 2013). Supposing ‘“‘conservatively”
that 50% of employers relied on outside counsel at
an hourly rate averaging $250 (in 2013) and
invested 20 hours in cases during the EEO process,
Id., employers would average $2,500 in legal costs
during the EEO process ($250 x 20 hours x 0.5),
which in present value would average $2,792. The
costs for employers who use in-house counsel or
human resource professionals to handle their EEOC
charges are more difficult to quantify.

conciliation that are either resolved at
summary judgment or proceed to trial.
The majority of cases of employment
discrimination are not tried.* Some
studies suggest that two-thirds or more
of employment discrimination lawsuits
that are filed in court end in summary
judgment.15 Those statistics, however,
include cases filed in court after the
EEOC dismissed the charge without a
reasonable cause determination. In
conciliation cases, by contrast, the
EEOC has conducted an investigation
and found reasonable cause to conclude
that discrimination may have occurred.
The Commission believes it is
reasonable to assume that more of these
latter cases will survive summary
judgment. With this assumption, the
average litigation cost for employers is
$174,000.16

Resolving more cases through
conciliation will be beneficial to the
economy as a whole because the
litigation costs that the parties save can
be put towards more productive uses,
such as expanding businesses and
hiring more employees. It is difficult to
quantify how many cases in which the
Commission finds reasonable cause end
up being litigated in court because, if
the EEOC decides to not litigate the
case, the Commission does not track
lawsuits filed by private plaintiffs. The
Commission believes that cases in
which the EEOC found reasonable cause
are the most likely to be litigated by a
private plaintiff because the EEOC has
already determined that there is

14Paul D. Seyfarth, Efficiently and Effectively
Defending Employment Discrimination Cases, 63
AmJur Trials 127, § 81 (Supp. 2020) (“It is an
undeniable fact that most employment
discrimination cases do not get tried; they are either
settled or disposed of via summary judgment.”).

15 Charlotte S. Alexander, Nathan Dahlberg, Anne
M. Tucker, The Shadow Judiciary, 39 Rev. of Lit.
303 (2020) (Table 3) (finding that among summary
judgment motions in employment cases handled by
magistrate judges in the Northern District of
Georgia, 78% are granted in part or in full); Deborah
Thompson Eisenberg, Stopped at the Starting Gate:
The Overuse of Summary Judgment in Equal Pay
Cases, 57 N.Y. L. Sch. L. Rev. 815, 817 (2012/2013)
(finding that approximately two-thirds of all equal
pay act cases end at the summary judgment stage).

16 Average summary judgment fees ($111,000) +
average trial fees ($237,000)/2 = $174,000. This
figure is within the range of other estimates for
average attorney fee costs. See AmTrust Financial,
Employment Practices Liability (EPLI) Claims
Trends, Stats & Examples, available at https://
amtrustfinancial.com/blog/insurance-products/top-
trends-employment-practices-liability-claims
(asserting that attorney fee costs in 2018 averaged
$160,000, which in present value would amount to
$167,000); Moss, supra note 7 (citing Blasi and
Doherty, California Employment Discrimination
Law and its Enforcement: The Fair Employment
and Housing Act at $0, UCLA-RAND Center for
Law and Public Policy (2010)) (estimating costs to
employers in state-level employment
discrimination cases in California in 2010 at
$150,000, which taken to present value would
average approximately $180,000).

reasonable cause to believe that the case
has merit. While not all cases in which
reasonable case is found and
conciliation is unsuccessful are
litigated, there is reason to believe that
a significant portion are. The
Commission itself files lawsuits in
roughly 10% of the cases in which
reasonable cause is found and
conciliation is not successful.1? It is
reasonable to believe that private
plaintiffs file lawsuits in at least an
additional 40% of cases, so that overall
half the cases in which reasonable cause
is found, but conciliation is
unsuccessful, end up being litigated in
court,18

Using the numbers above, if the
Commission successfully conciliated
only 100 more cases each year, that
would save the economy over $4
million in litigation costs.1®

Therefore, the Commission’s rule,
which establishes basic information
disclosure requirements that will make
it more likely that employers have a
better understanding of the EEOC’s
position in conciliation and, thus, make
it more likely that the conciliation will
be successful, will result in significant
economic benefits when it is
successfully implemented.

Executive Order 13771

This rule is not expected to be an E.O.
13771 regulatory action because it will
not impose total costs greater than $0.
As described above, the Commission’s
rule will result in more successful
conciliations and therefore, overall cost
reduction, so this is considered a
deregulatory action. Details on the
expected impacts of the rule can be
found in the Commission’s analysis
above.

17 For fiscal year 2019, the Commission filed 157
lawsuits. EEOC Litigation Statistics, https://
www.eeoc.gov/statistics/eeoc-litigation-statistics-fy-
1997-through-fy-2019. Overall, in fiscal year 2019,
there were 1,427 cases in which the Commission
found reasonable cause but conciliation was
unsuccessful. https://www.eeoc.gov/statistics/all-
statutes-charges-filed-eeoc-fy-1997-fy-2019.

18 To give some sense of the scope of cases,
federal courts reported that 42,053 ““Civil Rights”
cases were filed in federal court during the most
recent year. https://www.uscourts.gov/sites/default/
files/data_tables/fcms_na_distprofile0630.2020.pdf.
While not all these civil rights cases involve
employment discrimination, and this number
would include cases where a private plaintiff filed
suit after the EEOC did not find reasonable cause,
it illustrates that the assumption—that half of the
roughly 1,400 cases in which conciliation is
unsuccessful end up in court—is likely a low
estimate.

19100 successful conciliations x $45,466 (average
conciliation for fiscal year 19) = $4,546,600.
However, this number is offset by the litigation
costs saved in 50 cases (assuming half the cases
would have ended in in litigation): 50 x $174,000
= $8,700,000. $8,700,000 — $4,546,600 = $4,153,400
in savings for every 100 cases that are conciliated.


https://amtrustfinancial.com/blog/insurance-products/top-trends-employment-practices-liability-claims
https://amtrustfinancial.com/blog/insurance-products/top-trends-employment-practices-liability-claims
https://amtrustfinancial.com/blog/insurance-products/top-trends-employment-practices-liability-claims
https://www.uscourts.gov/sites/default/files/data_tables/fcms_na_distprofile0630.2020.pdf
https://www.uscourts.gov/sites/default/files/data_tables/fcms_na_distprofile0630.2020.pdf
https://www.workforce.com/news/how-much-does-it-cost-to-defend-an-employment-lawsuit
https://www.workforce.com/news/how-much-does-it-cost-to-defend-an-employment-lawsuit
https://www.workforce.com/news/how-much-does-it-cost-to-defend-an-employment-lawsuit
https://www.bls.gov/regions/mid-atlantic/data/producerpriceindexlegal_us_table.htm
https://www.bls.gov/regions/mid-atlantic/data/producerpriceindexlegal_us_table.htm
https://www.bls.gov/regions/mid-atlantic/data/producerpriceindexlegal_us_table.htm
https://www.eeoc.gov/statistics/eeoc-litigation-statistics-fy-1997-through-fy-2019
https://www.eeoc.gov/statistics/eeoc-litigation-statistics-fy-1997-through-fy-2019
https://www.eeoc.gov/statistics/eeoc-litigation-statistics-fy-1997-through-fy-2019
https://www.eeoc.gov/statistics/all-statutes-charges-filed-eeoc-fy-1997-fy-2019
https://www.eeoc.gov/statistics/all-statutes-charges-filed-eeoc-fy-1997-fy-2019
https://www.justice.gov/usao-dc/page/file/1305941/download
https://www.justice.gov/usao-dc/page/file/1305941/download
https://www.bls.gov/data/inflation_calculator.htm
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Paperwork Reduction Act

This rule contains no new
information collection requirements
subject to review by the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

Regulatory Flexibility Act

The Commission certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities
because it applies exclusively to
employees and agencies of the federal
government and does not impose a
burden on any business entities. For this
reason, a regulatory flexibility analysis
is not required.

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local, or tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any one year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Congressional Review Act

While the Commission believes the
rule is a rule of agency procedure that
does not substantially affect the rights or
obligations of non-agency parties and,
accordingly, is not a “rule” as that term
is used by the Congressional Review Act
(Subtitle E of the Small Business
Regulatory Enforcement Fairness Act of
1996), it will still follow the reporting
requirement of 5 U.S.C. 801. This is not
a “major rule” as the term is defined in
5 U.S.C. 804(2).

List of Subjects in 29 CFR Parts 1601
and 1626

Administrative practice and
procedure, Equal Employment
Opportunity.

For the Commission.

Janet Dhillon,
Chair.

For the reasons set forth in the
preamble, the Commission amends 29
CFR parts 1601 and 1626 as follows:

PART 1601—PROCEDURAL
REGULATION

m 1. The authority citation for part 1601
continues to read as follows:
Authority: 42 U.S.C. 2000e to 2000e—17;

42 U.S.C. 12111 to 12117; 42 U.S.C. 2000ff
to 2000ff-11.

m 2. Amend § 1601.24 by adding
paragraphs (d), (e), and (f) to read as
follows:

§1601.24 Conciliation: Procedure and
authority.
* * * * *

(d) In any conciliation process
pursuant to this section, after the
respondent has agreed to engage in
conciliation, the Commission will:

(1) To the extent it has not already
done so, provide the respondent with a
written summary of the known facts and
non-privileged information that the
Commission relied on in its reasonable
cause finding, including identifying
known aggrieved individuals or known
groups of aggrieved individuals for
whom relief is being sought, unless the
individual(s) has requested anonymity.
In the event that it is anticipated that a
claims process will be used
subsequently to identify aggrieved
individuals, to the extent it has not
already done so, identify for respondent
the criteria that will be used to identify
victims from the pool of potential class
members. In cases in which that
information does not provide an
accurate assessment of the size of the
class, for example, in harassment or
reasonable accommodation cases, the
Commission shall provide more detail
to respondent, such as the identities of
the harassers or supervisors, if known,
or a description of the testimony or facts
we have gathered from identified class
members during the investigation. The
Commission will disclose the current
class size and, if class size is expected
to grow, an estimate of potential
additional class members to the extent
known;

(2) To the extent it has not already
done so, provide the respondent with a
written summary of the Commission’s
legal basis for finding reasonable cause,
including an explanation as to how the
law was applied to the facts. In
addition, the Commission may, but is
not required to, provide a response to
the defenses raised by respondent;

(3) Provide the respondent with the
basis for monetary or other relief,
including the calculations underlying
the initial conciliation proposal and an
explanation thereof in writing. A
written explanation is not required for
subsequent offers and counteroffers;

(4) If it has not already done so, and
if there is a designation at the time of
the conciliation, advise the respondent
in writing that the Commission has
designated the case as systemic, class, or
pattern or practice as well as the basis
for the designation; and

(5) Provide the respondent at least 14
calendar days to respond to the

Commission’s initial conciliation
proposal.

(e) The Commission shall not disclose
any information pursuant to paragraph
(d) of this section where another federal
law prohibits disclosure of that
information or where the information is
protected by privilege.

(f) Any information the Commission
provides pursuant to paragraph (d) of
this section to the Respondent, except
for information about another charging
party or aggrieved individual, will also
be provided to the charging party, upon
request. Any information the
Commission provides pursuant to
paragraph (d) of this section about an
aggrieved individual will also be
provided to the aggrieved individual,
upon request.

PART 1626—PROCEDURES—AGE
DISCRIMINATION IN EMPLOYMENT
ACT

m 1. The authority citation for part 1626
continues to read as follows:

Authority: Sec. 9, 81 Stat. 605, 29 U.S.C.
628; sec. 2, Reorg Plan No. 1 of 1978, 3 CFR,
1978 Comp., p. 321.

m 2. Revise §1626.12 to read as follows:

§1626.12 Conciliation efforts pursuant to
section 7(d) of the Act.

(a) Upon receipt of a charge, the
Commission shall promptly attempt to
eliminate any alleged unlawful practice
by informal methods of conciliation,
conference, and persuasion. Upon
failure of such conciliation the
Commission will notify the charging
party. Such notification enables the
charging party or any person aggrieved
by the subject matter of the charge to
commence action to enforce their rights
without waiting for the lapse of 60 days.
Notification under this section is not a
Notice of Dismissal or Termination
under §1626.17.

(b) In any conciliation process
pursuant to this section the Commission
will:

(1) If it has not already done so,
provide the respondent with a written
summary of the known facts and non-
privileged information that form the
basis of the allegation(s), including
identifying known aggrieved
individuals or known groups of
aggrieved individuals, for whom relief is
being sought, but not if the individual(s)
has requested anonymity. In the event
that it is anticipated that a claims
process will be used subsequently to
identify aggrieved individuals, if it has
not already done so, identify for
respondent the criteria that will be used
to identify victims from the pool of
potential class members;
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(2) If it has not already done so,
provide the respondent with a written
summary of the legal basis for the
allegation(s). In addition, the
Commission may, but is not required to
provide a response to the defenses
raised by respondent;

(3) Provide a written basis for any
monetary or other relief including the
calculations underlying the initial
conciliation proposal, and an
explanation thereof. A written
explanation is not required for
subsequent offers and counteroffers;

(4) If it has not already done so,
advise the respondent in writing that
the Commission has designated the case
as systemic, class, or pattern or practice,
if the designation has been made at the
time of the conciliation, and the basis
for the designation; and

(5) Provide the respondent at least 14
calendar days to respond to the
Commission’s initial conciliation
proposal.

(c) The Commission shall not disclose
any information pursuant to paragraph
(b) of this section where another federal
law prohibits disclosure of that
information or where the information is
protected by privilege.

(d) Any information the Commission
provides pursuant to paragraph (b) of
this section to the respondent, except
for information about another charging
party or aggrieved individual, will also
be provided to the charging party, upon
request. Any information the
Commission provides pursuant to
paragraph (b) of this section to the
respondent about an aggrieved
individual will be provided to the
aggrieved individual, upon request.

m 3. Amend § 1626.15 by adding a new
sentence to the end of paragraph (d) to
read as follows:

§1626.15 Commission enforcement.
* * * * *

(d) * * * Any conciliation process
under this paragraph shall follow the
procedures as described in § 1626.12.
* * * * *

[FR Doc. 2021-00701 Filed 1-13-21; 8:45 am]
BILLING CODE 6570-01-P

POSTAL SERVICE
39 CFR Part 233

Inspection Service Authority; Civil
Monetary Penalty Inflation Adjustment

AGENCY: Postal Service™,
ACTION: Interim final rule.

SUMMARY: This document updates postal
regulations by implementing inflation

adjustments to civil monetary penalties
that may be imposed under consumer
protection and mailability provisions
enforced by the Postal Service pursuant
to the Deceptive Mail Prevention and
Enforcement Act and the Postal
Accountability and Enhancement Act.
These adjustments are required under
the Federal Civil Penalties Inflation
Adjustment Act of 1990, as amended by
the Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015. This document includes the
adjustments for 2021 for statutory civil
monetary penalties subject to the 2015
Act.

DATES: Effective date: January 14, 2021.

FOR FURTHER INFORMATION CONTACT:
Steven Sultan, (202) 268-7385,
SESultan@uspis.gov.

SUPPLEMENTARY INFORMATION: The
Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015 (2015 Act), Public Law 114-74,
129 Stat. 584, amended the Federal Civil
Penalties Inflation Adjustment Act of
1990 (1990 Act), Public Law 101-410,
104 Stat. 890 (28 U.S.C. 2461 note), to
improve the effectiveness of civil
monetary penalties and to maintain
their deterrent effect. Section 3 of the
1990 Act specifically includes the Postal
Service in the definition of “agency”
subject to its provisions.

Beginning in 2017, the 2015 Act
requires the Postal Service to make an
annual adjustment for inflation to civil
penalties that meet the definition of
““civil monetary penalty” under the
1990 Act. The Postal Service must make
the annual adjustment for inflation and
publish the adjustment in the Federal
Register by January 15 of each year.
Each penalty will be adjusted as
instructed by the Office of Management
and Budget (OMB) based on the
Consumer Price Index (CPI-U) from the
most recent October. OMB has
furnished detailed instructions
regarding the annual adjustment for
2021 in memorandum M—-21-10,
Implementation of Penalty Inflation
Adjustments for 2021, Pursuant to the
Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015 (December 23, 2020), https://
www.whitehouse.gov/wp-content/
uploads/2020/12/M-21-10.pdf. This
year, OMB has advised that an
adjustment multiplier of 1.01182 will be
used. The new penalty amount must be
rounded to the nearest dollar.

The 2015 Act allows the interim final
rule and annual inflation adjustments to
be published without prior public
notice or opportunity for public
comment.

Adjustments to Postal Service Civil
Monetary Penalties

Civil monetary penalties may be
assessed for postal offenses under
sections 106 and 108 of the Deceptive
Mail Prevention and Enforcement Act,
Public Law 106-168, 113 Stat. 1811,
1814 (see, 39 U.S.C. 3012(a), (c)(1), (d),
and 3017 (g)(2), (h)(1)(A)); and section
1008 of the Postal Accountability and
Enhancement Act, Public Law 109-435,
120 Stat. 3259-3261 (see, 39 U.S.C. 3018
(c)(1)(A)). The statutory civil monetary
penalties subject to the 2015 Act and the
amount of each penalty after
implementation of the annual
adjustment for inflation are as follows:

39 U.S.C. 3012(a)—False
Representations and Lottery Orders

Under 39 U.S.C. 3005(a)(1)—(3), the
Postal Service may issue administrative
orders prohibiting persons from using
the mail to obtain money through false
representations or lotteries. Persons who
evade, attempt to evade, or fail to
comply with an order to stop such
prohibited practices may be liable to the
United States for a civil penalty under
39 U.S.C. 3012(a). The regulations
implemented pursuant to this section
currently impose a $73,951 penalty for
each mailing less than 50,000 pieces,
$147,899 for each mailing of 50,000 to
100,000 pieces, and $14,791 for each
additional 10,000 pieces above 100,000
not to exceed $2,957,993. The new
penalties will be as follows: A $74,825
penalty for each mailing less than
50,000 pieces, $149,647 for each mailing
of 50,000 to 100,000 pieces, and $14,966
for each additional 10,000 pieces above
100,000 not to exceed $2,992,956.

39 U.S.C. 3012(c)(1)—False
Representation and Lottery Penalties in
Lieu of or as Part of an Order

In lieu of or as part of an order issued
under 39 U.S.C. 3005(a)(1)—(3), the
Postal Service may assess a civil
penalty. Currently, the amount of this
penalty, set in the implementing
regulations to 39 U.S.C. 3012(c)(1), is
$36,975 for each mailing that is less
than 50,000 pieces, $73,951 for each
mailing of 50,000 to 100,000 pieces, and
an additional $7,395 for each additional
10,000 pieces above 100,000 not to
exceed $1,478,996. The new penalties
will be $37,412 for each mailing that is
less than 50,000 pieces, $74,825 for each
mailing of 50,000 to 100,000 pieces, and
an additional $7,482 for each additional
10,000 pieces above 100,000 not to
exceed $1,496,478.


https://www.whitehouse.gov/wp-content/uploads/2020/12/M-21-10.pdf
https://www.whitehouse.gov/wp-content/uploads/2020/12/M-21-10.pdf
https://www.whitehouse.gov/wp-content/uploads/2020/12/M-21-10.pdf
mailto:SESultan@uspis.gov
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39 U.S.C. 3012(d)—Misleading
References to the United States
Government; Sweepstakes and
Deceptive Mailings

Persons may be liable to the United
States for a civil penalty under 39 U.S.C.
3012(d) for sending certain deceptive
mail matter described in 39 U.S.C.
3001((h)—(k), including:

¢ Solicitations making false claims of
Federal Government connection or
approval;

¢ Certain solicitations for the
purchase of a product or service that
may be obtained without cost from the
Federal Government;

e Solicitations containing improperly
prepared ‘“‘facsimile checks”; and

¢ Certain solicitations for “skill
contests” and “sweepstakes” sent to
individuals who, in accordance with 39
U.S.C. 3017(d), have requested that such
materials not be mailed to them.

Currently, under the implementing
regulations, this penalty is not to exceed
$14,791 for each mailing. The new
penalty will be $14,966.

39 U.S.C. 3017(g)(2)—Commercial Use
of Lists of Persons Electing Not To
Receive Skill Contest or Sweepstakes
Mailings

Under 39 U.S.C. 3017(g)(2), the Postal
Service may impose a civil penalty
against a person who provides
information for commercial use about
individuals who, in accordance with 39
U.S.C. 3017(d), have elected not to
receive certain sweepstakes and contest
information. Currently, this civil
penalty may not exceed $2,957,993 per
violation, pursuant to the implementing
regulations. The new penalty may not
exceed $2,992,956 per violation.

39 U.S.C. 3017(h)(1)(A)—Reckless
Mailing of Skill Contest or Sweepstakes
Matter

Currently, under 39 U.S.C.
3017(h)(1)(A) and its implementing
regulations, any promoter who
recklessly mails nonmailable skill
contest or sweepstakes matter may be
liable to the United States in the amount
of $14,791 per violation for each mailing
to an individual. The new penalty is
$14,966 per violation.

39 U.S.C. 3018(c)(1)(A)—Hazardous
Material

Under 39 U.S.C. 3018(c)(1)(A), the
Postal Service may impose a civil
penalty payable into the Treasury of the
United States on a person who
knowingly mails nonmailable hazardous
materials or fails to follow postal laws
on mailing hazardous materials.
Currently, this civil penalty is at least
$320, but not more than $127,525 for

each violation, pursuant to the
implementing regulations. The new
penalty is at least $324, but not more
than $129,032 for each violation.

List of Subjects in 39 CFR Part 233

Administrative practice and
procedure, Banks, Banking, Credit,
Crime, Infants and children, Law
enforcement, Penalties, Privacy,
Seizures and forfeitures.

For the reasons set out in the
preamble, the Postal Service amends 39
CFR part 233 as follows:

PART 233—INSPECTION SERVICE
AUTHORITY

m 1. The authority citation for part 233
continues to read as follows:

Authority: 39 U.S.C. 101, 102, 202, 204,
401, 402, 403, 404, 406, 410, 411, 1003,
3005(e)(1), 3012, 3017, 3018; 12 U.S.C. 3401—
3422; 18 U.S.C. 981, 983, 1956, 1957, 2254,
3061; 21 U.S.C. 881; Pub. L. 101—410, 104
Stat. 890 (28 U.S.C. 2461 note); Pub. L. 104—
208, 110 Stat. 3009; Secs. 106 and 108, Pub.
L. 106-168, 113 Stat. 1806 (39 U.S.C. 3012,
3017); Pub. L. 114-74, 129 Stat. 584.

§233.12 [Amended]

m2.In §233.12:

m a. In paragraph (a), remove “$73,951”
and add in its place “$74,825", remove
“$147,899” and add in its place
$149,647”, remove “$14,791” and add
in its place “$14,966”, and remove
“$2,957,993” and add in its place
“$2,992,956”.

m b. In paragraph (b), remove “$36,975”
and add in its place “$37,412”, remove
“$73,951” and add in its place
“$74,825”, remove “$7,395” and add in
its place “$7,482”, and remove
“$1,478,996"" and add in its place
“$1,496,478”.

m c. In paragraph (c)(4), remove
““$14,791” and add in its place
“$14,966".

m d. In paragraph (d), remove
““$2,957,993” and add in its place
“$2,992,956”.

m e. In paragraph (e), remove “$14,791”
and add in its place “$14,966".

m f. In paragraph (f), remove “$320” and
add in its place “$324” and remove
“$127,525” and add in its place
“$129,032”.

Joshua Hofer,

Attorney, Federal Compliance.

[FR Doc. 2021-00447 Filed 1-13-21; 8:45 am]
BILLING CODE 7710-12-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 405

[CMS-3372-F]

RIN 0938—-AT88

Medicare Program; Medicare Coverage
of Innovative Technology (MCIT) and

Definition of “Reasonable and
Necessary”

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule.

SUMMARY: This final rule establishes a
Medicare coverage pathway to provide
Medicare beneficiaries nationwide with
faster access to new, innovative medical
devices designated as breakthrough by
the Food and Drug Administration
(FDA). The Medicare Coverage of
Innovative Technology (MCIT) pathway
will result in 4 years of national
Medicare coverage starting on the date
of FDA market authorization or a
manufacturer chosen date within 2
years thereafter. This rule also
implements regulatory standards to be
used in making reasonable and
necessary determinations under section
1862(a)(1)(A) of the Social Security Act
(the Act) for items and services that are
furnished under Part A and Part B.

DATES: This final rule is effective on
March 15, 2021.

FOR FURTHER INFORMATION CONTACT:
Tamara Syrek Jensen and JoAnna
Baldwin, (410) 786—2281 or
CAGinquiries@cms.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The Department is committed to
ensuring Medicare beneficiaries have
access to new cures and technologies
that improve health outcomes. Section 6
of the October 3, 2019 Executive Order
13890 (E.O. 13890) ‘“‘Executive Order on
Protecting and Improving Medicare for
Our Nation’s Seniors,” 1 directs the
Secretary to “propose regulatory and
sub-regulatory changes to the Medicare
program to encourage innovation for
patients” including by “streamlining the
approval, coverage, and coding
process”.2 The E.O. 13890 explicitly

1Executive Order on Protecting and Improving
Medicare for Our Nation’s Seniors, available at
https://www.whitehouse.gov/presidential-actions/
executive-order-protecting-improving-medicare-
nations-seniors/.

21d.


https://www.whitehouse.gov/presidential-actions/executive-order-protecting-improving-medicare-nations-seniors/
https://www.whitehouse.gov/presidential-actions/executive-order-protecting-improving-medicare-nations-seniors/
https://www.whitehouse.gov/presidential-actions/executive-order-protecting-improving-medicare-nations-seniors/
mailto:CAGinquiries@cms.hhs.gov
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includes making coverage of
breakthrough medical devices “widely
available, consistent with the principles
of patient safety, market-based policies,
and value for patients.” 3 The E.O. also
directs the Secretary to “clarify the
application of coverage standards.” 4

Consistent with these directives, we
proposed to create a new coverage
pathway for breakthrough devices,
which we are calling Medicare Coverage
of Innovative Technology (MCIT). This
pathway will accelerate the coverage of
new, innovative breakthrough devices to
Medicare beneficiaries. We also
proposed to codify the term “reasonable
and necessary” to provide greater
certainty to stakeholders seeking
coverage for innovative items and
services and to ensure that this
substantive legal standard is codified.

The MCIT coverage pathway is
specifically for Medicare coverage of
devices that are designated as part of the
Food and Drug Administration’s (FDA)
Breakthrough Devices Program
(hereafter referred to as “breakthrough
devices”) and are FDA market
authorized. FDA’s Breakthrough Devices
Program is for certain medical devices,
device-led combination products, and
can include lab tests.? The MCIT
pathway would be voluntary and device
manufacturers would notify CMS if they
want to utilize this coverage option.

We proposed that National Medicare
coverage under the MCIT pathway
could begin immediately upon the date
of FDA market authorization (that is, the
date the medical device receives
Premarket Approval (PMA); 510(k)
clearance; or the granting of a De Novo
classification request) for the
breakthrough device or on the date
designated by the manufacturer within
any point during the four year eligibility
period for coverage under MCIT. This
coverage can occur unless the device
does not have a Medicare benefit
category or is otherwise excluded from
coverage by statute (that is, the
Medicare statute does not allow for
coverage of the particular device.) This
coverage pathway delivers on the
Administration’s commitment to give
Medicare beneficiaries access to the
newest innovations on the market,
consistent with the statutory definitions
of Medicare benefits. Because Medicare
is a defined benefit program, devices
that do not fit within the statutory
definitions may not be considered for
MCIT. As an example, medical

31d.

41d.

5Food and Drug Administration, Breakthrough
Devices Program Guidance for Industry and Food
and Drug Administration Staff, available at: https://
www.fda.gov/media/108135/download.

equipment for home use by the
beneficiary must be durable (that is,
withstand repeated use) for it to be
coverable by Medicare (as defined in
statutes and regulations by the
Secretary).

The Secretary has authority to
determine whether a particular medical
item or service is ‘‘reasonable and
necessary”” under section 1862(a)(1)(A)
of the Act. (See Heckler v. Ringer, 466
U.S. 602, 617 (1984).) When making
coverage determinations, our policies
have long considered whether the item
or service is safe and effective, not
experimental or investigational, and
appropriate. (For more information see
the January 30, 1989 notice of proposed
rulemaking (54 FR 4307)). These factors
are found in Chapter 13 of the Medicare
Program Integrity Manual (PIM) at
section 13.5.4—Reasonable and
Necessary Provisions in LCDs as
instructions for Medicare contractors.®
We proposed to codify in regulations
the Program Integrity Manual definition
of “reasonable and necessary”” with
modifications, including to add a
reference to Medicare patients and a
reference to commercial health insurer
coverage policies. We proposed that an
item or service would be considered
‘“reasonable and necessary” if it is—(1)
safe and effective; (2) not experimental
or investigational; and (3) appropriate
for Medicare patients, including the
duration and frequency that is
considered appropriate for the item or
service, in terms of whether it is—

e Furnished in accordance with
accepted standards of medical practice
for the diagnosis or treatment of the
patient’s condition or to improve the
function of a malformed body member;

e Furnished in a setting appropriate
to the patient’s medical needs and
condition;

e Ordered and furnished by qualified
personnel;

e One that meets, but does not
exceed, the patient’s medical need; and

o At least as beneficial as an existing
and available medically appropriate
alternative.

We also proposed that an item or
service would be “appropriate for
Medicare patients’”” under (3) if it is
covered in the commercial insurance
market, except where evidence supports
that there are clinically relevant
differences between Medicare
beneficiaries and commercially insured
individuals. An item or service deemed
appropriate for Medicare coverage based
on commercial coverage would be

6 https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/
pim83c13.pdf.

covered on that basis without also
having to satisfy the previously listed
bullets. We believed this definition
would be a significant step in meeting
the E.O.’s discussion of the need to
bring clarity to coverage standards.
Stakeholders have expressed interest in
codifying a definition of “‘reasonable
and necessary’’ for many years.

A. Statutory Authority

As stated in the previous section, we
proposed to codify the PIM’s definition
of reasonable and necessary with a
modification to the appropriateness
factor to allow CMS to refer to
commercial coverage. We will finalize
in regulation the factors we have
historically used in making ‘‘reasonable
and necessary’’ determinations under
section 1862(a)(1)(A) of the Act, with a
modification, discussed below, to factor
(3) to determine whether an item or
service is appropriate based, in
prescribed circumstances, on coverage
in the commercial market. In general,
this section of the Act permits Medicare
payment under part A or part B for any
expenses incurred for items or services
that are reasonable and necessary for the
diagnosis or treatment of illness or
injury or to improve the functioning of
a malformed body member. Thus, with
some exceptions, section 1862(a)(1)(A)
of the Act requires that an item or
service be “reasonable and necessary”’
to be covered by Medicare. The courts
have recognized that the Secretary has
significant authority to determine
whether a particular item or service is
“reasonable and necessary,” and that
the statute affords broad discretion to
interpret this term (Heckler v. Ringer,
466 U.S. 602, 617 (1984). See also, Yale-
New Haven Hospital v. Leavitt, 470 F.3d
71, 84 (2d Cir. 2006); Kort v. Burwell,
209 F. Supp. 3d 98, 110 (D. D.C. 2016)
(The statute vests substantial authority
in the Secretary.)) In regard to the MCIT
coverage pathway, we proposed
national Medicare coverage for
breakthrough devices that are FDA
market-authorized and used consistent
with the FDA approved or cleared
indication for use (also referred to as the
“FDA-required labeling”’).” This device
coverage under the MCIT pathway is
reasonable and necessary for a duration
of time under section 1862(a)(1)(A) of
the Act because the device has met the
very unique criteria of the FDA
Breakthrough Devices Program.

7FDA Guidance for Industry, “Medical Product
Communications That Are Consistent With the
FDA-Required Labeling—Questions and Answers”,
available at https://www.fda.gov/media/133619/
download.


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/pim83c13.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/pim83c13.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/pim83c13.pdf
https://www.fda.gov/media/108135/download
https://www.fda.gov/media/108135/download
https://www.fda.gov/media/133619/download
https://www.fda.gov/media/133619/download
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B. FDA Breakthrough Devices Program

Under the MCIT coverage pathway,
CMS will coordinate with FDA and
manufacturers as medical devices move
through the FDA regulatory processes
for breakthrough device designation and
market authorization to ensure seamless
Medicare coverage after market
authorization unless CMS determines
those devices do not have a Medicare
benefit category. The Breakthrough
Devices Program is an evolution of the
Expedited Access Pathway Program and
the Priority Review Program (section
515B of the Federal Food, Drug, and
Cosmetic Act (FD&C Act)), 21 U.S.C.
360e-3; see also final guidance for
industry entitled, “Breakthrough
Devices Program,” https://www.fda.gov/
downloads/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/UCM581664.pdf).

The FDA’s Breakthrough Devices
Program is not for all new medical
devices; rather, it is only for those that
the FDA determines meet the standards
for breakthrough device designation. In
accordance with section 3051 of the 21st
Century Cures Act (21 U.S.C. 360e-3),8
the Breakthrough Devices Program is for
medical devices and device-led
combination products that meet two
criteria. The first criterion is that the
device provide for more effective
treatment or diagnosis of life-
threatening or irreversibly debilitating
human disease or conditions. The
second criterion is that the device must
satisfy one of the following elements: It
represents a breakthrough technology;
no approved or cleared alternatives
exist; it offers significant advantages
over existing approved or cleared
alternatives, including additional
considerations outlined in the statute; or
device availability is in the best interest
of patients (for more information see 21
U.S.C. 360e-3(b)(2)). These criteria
make breakthrough designated devices
unique among all other medical
devices.® The parameters of the
breakthrough devices program focus on
innovations for patients, in turn, MCIT,

8 21st Century Cures Act, available at https://
www.congress.gov/114/plaws/publ255/PLAW-
114publ255.pdf; see FDA Guidance for Industry
and Food and Drug Administration Staff,
Breakthrough Devices Program available at https://
www.fda.gov/medical-devices/how-study-and-
market-your-device/breakthrough-devices-program.

9FDA does not publish a list of breakthrough
designated or breakthrough designated and
subsequently market authorized devices. However
if a breakthrough device gains market authorization
through a PMA only, then the summary of safety
and effectiveness data (SSED) will contain a
reference for the breakthrough designation. This is
not true for De Novos which have been granted or
cleared 510(k)’s. In consideration of that approach,
this notice of public rulemaking does not contain
such lists.

focuses on these breakthrough devices
consistent with E.O. 13890 and in order
to streamline coverage of innovative
medical devices. We note that the FDA’s
guidance stresses the need for
breakthrough devices to still meet the
statutory standard of reasonable
assurance of safety and effectiveness at
the time of approval, meaning that a
device which receives FDA
breakthrough designation automatically
satisfies factor (1) of our reasonable and
necessary definition.

C. Current Medicare Coverage Pathways

Currently, we utilize several coverage
pathways for items and services, which
includes medical devices. None of the
coverage pathways described in this
section offer immediate, predictable
coverage concurrently with FDA market
authorization like the proposed MCIT
pathway would do. We summarize the
other coverage pathways here to provide
context for MCIT.

» National Coverage Determinations
(NCDs): Section 1862(1)(6)(A) of the Act
defines the term national coverage
determination as ‘“‘a determination by
the Secretary with respect to whether or
not a particular item or service is
covered nationally under this title.” In
general, NCDs are national policy
statements published to identify the
circumstances under which particular
items and services will be considered
covered by Medicare. Traditionally,
CMS relies heavily on health outcomes
data to make NCDs. Most NCDs have
involved determinations under section
1862(a)(1)(A) of the Act, but NCDs can
be made based on other provisions of
the Act, and includes a determination
that the item or service under
consideration has a Medicare benefit
category. The NCD pathway, which has
statutorily prescribed timeframes,
generally takes 9 to 12 months to
complete.10

¢ Local Coverage Determinations
(LCDs): Medicare contractors develop
LCDs based on section 1862(a)(1)(A) of
the Act that apply only within their
geographic jurisdictions. (Sections
1862(1)(6)(B) and 1869(f)(2)(B) of the
Act.) MAGs will not need to develop
LCDs for breakthrough devices when
they are nationally covered through
MCIT. Manufacturers declining to
participate in the MCIT pathway may
still seek LCDs from the MACs during
and after the four year eligibility period,
using the current process.

The MACs follow specific guidance
for developing LCDs for Medicare
coverage in the CMS Program Integrity
Manual, and in some instances, an LCD

10 Section 1869(f)(4) of the Act.

can also take 9 to 12 months to develop
(MACGCs must finalize proposed LCDs
within 365 days from opening per
Chapter 13—Local Coverage
Determinations of the (PIM) 13.5.1). We
note that the MCIT pathway does not
alter the existing coverage standards in
Chapter 13—Local Coverage
Determinations of the PIM.11 That
chapter will continue to be used, to the
extent consistent with other parts of this
final rule, in making determinations
under section 1862(a)(1)(A) of the Act.

¢ Claim-by-claim Adjudication: In the
absence of an NCD or LCD, MACs
would make coverage decisions under
section 1862(a)(1)(A) of the Act and may
cover or not cover items and services on
a claim-by-claim basis. The majority of
claims are handled through the claim
adjudication process.

e Clinical Trial Policy (CTP) NCD
310.1: The CTP pathway can be used for
coverage of routine care items and
services (but generally not the
technology under investigation) in a
clinical study that is supported by
certain Federal agencies. The CTP
coverage pathway was developed in
2000.12 This coverage pathway has not
generally been utilized by device
manufacturers because they usually
seek coverage of the device, which is
not included in the CTP pathway.

e Parallel Review: Parallel Review is
a mechanism for FDA and CMS to
simultaneously review the submitted
clinical data to help decrease the time
between FDA’s approval of a premarket
application or granting of a de novo
classification and the subsequent CMS
NCD. Parallel Review has two stages: (1)
FDA and CMS meet with the
manufacturer to provide feedback on the
proposed pivotal clinical trial within
the FDA pre-submission process; and (2)
FDA and CMS concurrently review (“in
parallel”) the clinical trial results
submitted in the PMA, or De Novo
request. FDA and CMS independently
review the data to determine whether it
meets their respective Agency’s
standards and communicate with the
manufacturer during their respective
reviews. This program is most
successful for devices that have a
significant amount of clinical evidence.
(Candidates for parallel review are not
be appropriate for simultaneous MCIT
consideration.)

11 CMS Program Integrity Manual, Chapter 13
Local Coverage Determinations, available at https://
www.cms.gov/Regulations-and-Guidance/
Guidance/Manuals/downloads/pim83c13.pdf.

12CMS, National Coverage Determination for
Routine Costs in Clinical Trials available at https://
www.cms.gov/medicare-coverage-database/details/
ncd-details.aspx?NCDId=1&fromdb=true.
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In contrast to these other coverage
pathways, MCIT is readily available to
provide immediate national coverage for
new breakthrough devices with a
Medicare benefit category as early as the
same date as FDA market authorization.
The MCIT pathway can support
manufacturers that are interested in
combining coverage with their own
clinical study to augment clinical
evidence of improved health outcomes,
particularly for Medicare patients.

Comment: Many commenters
generally supported the MCIT concept,
expressing that it would result in faster
and more consistent access to newly
authorized technologies for Medicare
beneficiaries. Those commenters
recognized that immediate coverage of
newly FDA market-authorized
breakthrough technologies via the
pathway would avoid the ambiguity and
possible inconsistency of claim-by-
claim coverage by the MACs as well as
the delays inherent in either the LCD or
NCD pathways. Commenters suggested
that MCIT will bring closer alignment of
FDA and CMS decision-making, and
would help to more closely coordinate
coverage, coding and payment
functions. Those who were supportive
also stated their belief that the proposal
would promote innovation; decrease
uncertainty and delays in coverage;
improve FDA—CMS coordination; and
improve beneficiary access to cutting-
edge treatments. Many commenters
expressed support for the MCIT
proposal in principle but nonetheless
requested important clarifications or
expressed significant reservations about
specific elements.

Some commenters did not believe that
the proposed MCIT pathway was
necessary because existing coverage
pathways provide a sufficient
mechanism for coverage of newly FDA
market authorized items and services.
One commenter expressed concern that
the MCIT pathway may undermine or
circumvent existing pathways. A few
commenters recommended that
coverage for breakthrough technologies
should be left to MAC discretion
because they retain considerable
flexibility to cover new technologies
and can adjust coverage policy as new
evidence emerges. Other commenters
discussed the parallel review and
Coverage with Evidence Development
(CED) programs (CED is a paradigm
whereby CMS issues an NCD to cover
items and services on the condition that
they are furnished in the context of
approved clinical studies or with the
collection of additional clinical data).
The commenters stated that the parallel
review program may shorten the time
between FDA market authorization and

coverage, but is generally more
appropriate for items and services
where there is relatively greater clinical
evidence than under the breakthrough
device pathway. For topics where there
is less evidence on safety and efficacy
available, such as newly FDA market
authorized breakthrough technologies,
they asserted the CED pathway is more
appropriate. A few commenters
recommended that instead of
establishing the MCIT pathway, more
resources should be applied to existing
pathways to allow CMS to conduct
expeditious review of a larger number of
topics.

Response: CMS agrees that coverage
of breakthrough devices through the
MCIT pathway will accelerate access to
items and services that address
important unmet needs, as well as help
CMS work more closely with FDA. We
do not believe that simply devoting
more resources to the existing coverage
pathways will yield the synergy with
FDA we anticipate will be created from
the MCIT pathway. With the exception
of claim-by-claim coverage, both LCDs
and NCDs are subject to statutory
timeframes and require considerable
CMS resources to complete. This
includes policy analysts,
epidemiologists, physicians, data
analysts and additional supporting staff
in addition to contract money that is
required to host meetings of the
Medicare Evidence Development and
Coverage Advisory Committee and
commission external technical
assessments. There are many steps
outlined in Chapter 13 of the PIM
regarding the process for attaining an
LCD, and this process must be repeated
in each MAC jurisdiction. The MCIT
pathway will increase Medicare
beneficiary access to newly FDA
market-authorized treatments, for which
similar devices may not exist and which
improve health outcomes for patients,
simplify and accelerate the process to
gain coverage, and eliminate geographic
variations in coverage that may occur
for treatments covered on a claim-by-
claim basis. Support for further
innovation is a secondary benefit of the
MCIT coverage pathway. We also agree
with commenters that the parallel
review program or CED may not be
available to innovators under all
circumstances, or may not be the most
appropriate pathway for their
circumstances, which is in part why we
are making the MCIT pathway available
as another route to CMS coverage. We
remind commenters that coverage under
MCIT is provisional, and that once
MCIT coverage expires, our standard
definition of reasonable and necessary

as modified in this rulemaking, will be
applied to determine whether and when
to cover these devices.

We do not agree that the MCIT
pathway will undermine or circumvent
existing pathways. Only breakthrough
devices will be eligible for the MCIT
pathway. Sec. 515B(c) of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act) (21 U.S.C. 360e-3(c)) states that a
request for a breakthrough device
designation may be made at any time
prior to the submission of an
application for premarket approval,
approval under Sec. 510(k) of the FD&C
Act (21 U.S.C. 360(k)), or approval
under a de novo marketing
authorization. Because requesting a
breakthrough device designation
presumes an application for approval
under one of these three pathways, the
MCIT pathway depends on, and does
not undermine, these three avenues for
FDA approval. We also do not agree that
coverage for breakthrough technologies
should be left to MAC discretion. The
MCIT pathway will provide innovators
greater certainty of initial Medicare
coverage.

Comment: We solicited comments in
the MCIT proposed rule on whether the
MCIT pathway should also include
diagnostics, drugs and/or biologics that
utilize breakthrough or expedited
approaches at the FDA (for example,
Breakthrough Therapy, Fast Track,
Priority Review, Accelerated Approval)
or all diagnostics, drugs, and/or
biologics. Some commenters expressed
support for changing the way innovative
technologies without FDA breakthrough
device designation are covered by
Medicare. These commenters pointed
out that there may be innovative
technologies which they believe ought
to be covered by Medicare that choose
not to use FDA’s breakthrough device
pathway or may be an innovative
technology that may not qualify for the
designation. One commenter suggested
that CMS should preclude MACGCs from
non-covering these technologies. Other
commenters suggested non-
breakthrough devices, drugs, and
biologics should be eligible for an MCIT
type of coverage pathway because non-
breakthrough items and services also
improve patient health outcomes. One
commenter recommended that CMS be
able to include non-breakthrough
devices based on agency discretion as to
when beneficiaries should have
expedited access to an item or service.

In response to the question CMS
posed about whether MCIT should
include diagnostics, drugs, and
biologics that use the breakthrough or
other expedited FDA pathways,
commenters provided varied
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suggestions. Some commenters offering
general support of the MCIT program
stated that the MCIT program should be
limited, as we proposed, to technologies
that are designated by the FDA as
breakthrough devices. Some of these
commenters supported their position by
suggesting that device coverage lags
further behind that of drugs and
biologics and; therefore, devices are
more in need of a program like MCIT.
There were specific requests for CMS to
include humanitarian use devices.
Other commenters suggested that
innovative devices using FDA
Investigational Device Exemption (IDE)
Category B designation should be
eligible for MCIT.

Response: We appreciate that
commenters shared their interest in
CMS providing a pathway for non-
breakthrough designated devices, and
we share their interest in furthering
innovation. Noting that, as stated in our
proposed rule, E.O. 13890 makes
explicit mention of medical devices in
its directive, we have heard concerns
from stakeholders that there is more
uncertainty surrounding coverage of
devices than for other items and
services, such as drugs and biologics.
For this reason, our proposal centered
on breakthrough designated devices,
since we believed that this was the area
with the most immediate need,
particularly in light of the unique FDA
criteria for breakthrough designation
status. We agree with commenters that
we should undertake efforts to promote
innovation across all items and services
which could potentially be covered
under Medicare. However, because we
have consistently heard from
stakeholders about the need for more
rapid approval of breakthrough devices
in particular, E.O. 13890 explicitly
mentions devices, and because the
immediate opportunity is to align with
the FDA'’s breakthrough device
designation, we are not expanding
beyond breakthrough devices for the
final rule. As the MCIT pathway
develops and proves successful, we may
consider expanding its application to
other items and services, including
Category B IDE and HUD devices in
future rulemaking.

Comment: Some commenters asserted
that FDA market authorization of
breakthrough devices should suffice to
establish that they are safe and effective.
Other commenters argued further that
establishment of safety and effectiveness
is within the exclusive purview of the
FDA, and no additional evidence should
be required to meet the CMS reasonable
and necessary evidence standard.

Response: We agree that
establishment of safety and effectiveness

is generally within the purview of the
FDA under its statute, but not all items
and services that may be covered under
Medicare are regulated by the FDA.

Comment: A significant number of
commenters noted that some
breakthrough devices have no clinical
data at the time of FDA market
authorization, and many breakthrough
devices lack data on patients older than
65, patients with disabilities, and
patients with end stage renal disease,
which poses some uncertainty about the
FDA'’s ability to gauge safety and
efficacy in the context of the Medicare
population. There was also concern
expressed about how the Medicare
population is often excluded from
clinical trials due to age and health
status. Numerous commenters noted
that the FDA frequently extends market
authorization after reviewing short-term
clinical studies with the proviso that
ongoing data collection in the post-
market authorization period is required
to establish long-term durability of
treatment effect. Furthermore,
commenters cited evidence that FDA
mandated post-market studies are not
reliably completed and asserted that
explicit assessment of safety and
effectiveness in Medicare beneficiaries
is essential. Several commenters
provided specific examples of FDA
market authorized devices that failed to
demonstrate benefit when subjected to
post-market clinical study.

Response: FDA assessments of safety
and efficacy are general
characterizations of a product. It is
always up to an individual, in
consultation with their physician, to
determine whether an item or service is
best applied to their individual health
circumstances. Given this fact, we
believe that current FDA requirements
for demonstrating safety and efficacy are
sufficient in determining whether to
grant coverage to a breakthrough device
under MCIT. We also note that our rule
provides for the termination of MCIT
coverage in instances where a medical
device safety communication or
warning letter is issued by the FDA, or
if the FDA revokes market authorization
for a device. We believe that these
provisions will help protect beneficiary
safety while ensuring that beneficiaries
have more rapid access to new and
innovative technology.

Additionally, in our proposed rule,
we recognized that breakthrough
devices are those that HHS has
determined may provide better health
outcomes for patients facing life-
threatening or irreversibly debilitating
human disease or conditions. We
believe that a device meeting these
criteria, once also FDA market

authorized, is “‘reasonable and
necessary”’ for purposes of Medicare
coverage. The MCIT pathway
establishes rapid coverage of
breakthrough devices because existing
coverage pathways do not provide
immediate, national Medicare coverage.
We believe this policy will provide a
balance of ensuring rapid adoption of
breakthrough devices, which by
definition provide more effective
treatment or diagnosis for life
threatening or debilitating conditions,
while benefitting beneficiaries. We do
not agree that automatic coverage for
other FDA approved products under
section 1862(a)(1)(A) is warranted
because by definition, breakthrough
devices are those for which no approved
alternative exists or that offer significant
advantages over existing approved or
cleared alternatives (21 U.S.C. 360e—
3(b)(2)). Because other alternatives exist
for conditions that can be treated with
non-breakthrough devices, the urgency
to provide coverage for these items and
services on a provisional basis is not as
great. In addition, we believe other
avenues exist for non MICT eligible
items and services to expeditiously gain
coverage. For example, FDA has special
procedures in place to grant fast track
designation for certain new drugs, and
other types of new drugs are eligible for
a separate breakthrough therapy
designation (not to be confused with the
breakthrough device designation for
which this rule makes MCIT coverage
available). Furthermore, the need for
certainty in this regard is not as high as
compared to breakthrough devices
because, the FDA only grants
breakthrough designation to devices
where no approved or cleared
alternatives exist and device availability
is in the best interests of patients.

D. MCIT Pathway

We proposed that the MCIT pathway
would provide immediate national
coverage for breakthrough devices
beginning on the date of FDA market
authorization and continue for up to 4
years, unless we determine the device
does not have a Medicare benefit
category as determined by us as part of
the MCIT pathway process. The MCIT
pathway is voluntary (that is,
manufacturers would affirmatively opt-
in), and would be initiated when a
manufacturer notifies CMS of its
intention to utilize the MCIT pathway.
(This notification process is described
further in section III. of this final rule).
We would subsequently coordinate with
the manufacturer regarding steps that
need to be taken for MCIT
implementation purposes. The
frequency of subsequent engagement
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will be largely driven by whether the
manufacturer has questions for CMS, or
CMS and FDA. The timing of coverage
will be left to the manufacturer’s
discretion provided they request to
enter the MCIT pathway within the four
year timeframe for which they would be
eligible to participate. Engagements can
take place in the form of in-person
meetings, phone calls, emails, etc. We
intend to put devices that are covered
through the MCIT pathway on the CMS
website so that all stakeholders will be
aware of what is covered through the
MCIT pathway. This measure was
completely supported by the public
comments. Manufacturers of
breakthrough devices will not be
obligated or mandated by CMS to
conduct clinical studies during coverage
under the proposed MCIT pathway.
However, we sought comment as to
whether CMS should require or
incentivize manufacturers to provide
data about outcomes or should be
obligated to enter into a clinical study
similar to CMS’s Coverage with
Evidence Development (CED)
paradigm.13 We are aware some
manufacturers may be required by the
FDA to conduct post market data
collection as a condition of market
authorization, and nothing in this
proposed rule would alter that FDA
requirement. Manufacturers are
encouraged to develop the clinical
evidence base needed for one of the
other coverage pathways after the MCIT
pathway ends. This evidence is
encouraged not only for CMS and
commercial health insurer coverage
policies but also to better inform the
clinical community and the public
generally about the risks and benefits of
treatment. CMS encourages early
manufacturer engagement, both before
and after FDA market authorization, for
manufacturers to receive feedback from
CMS on potential clinical study designs
and clinical endpoints that may produce
the evidence needed for a definitive
coverage determination after MCIT. This
feedback would not involve CMS
predicting specific coverage or non-
coverage.

In order to further the goals of E.O.
13890, CMS proposed to rely on FDA’s
breakthrough device designation and
market authorization of those devices to
define the universe of devices eligible
for MCIT, except for those particular
devices CMS determines do not have a
Medicare benefit category or are

13CMS, Guidance for the Public, Industry, and
CMS Staff Coverage with Evidence Development,
available at https://www.cms.gov/medicare-
coverage-database/details/medicare-coverage-
document-details.aspx?MCDId=27.

statutorily excluded from coverage
under Part A or Part B. We proposed to
establish a four year time limit on how
long a breakthrough device can be
eligible for MCIT (that is, considered a
breakthrough device for coverage
purposes). The 4 year coverage period is
particularly important for manufacturers
of breakthrough devices that choose to
further develop the clinical evidence
basis on which the FDA granted
marketing authorization. From our
experience with clinical studies
conducted as part of an NCD, 4 years is
approximately the amount of time it
takes to complete a study.

At the end of the 4-year MCIT
pathway, coverage of the breakthrough
device would be subject to one of these
possible outcomes: (1) NCD (affirmative
coverage, which may include facility or
patient criteria); (2) NCD (non-coverage);
or (3) MAC discretion (claim-by-claim
adjudication or LCD). Manufacturers
that are interested in a NCD are
encouraged to submit a NCD request
during the third year of MCIT to allow
for sufficient time for NCD
development. We sought public
comment on whether CMS should open
a national coverage analysis if a MAC
has not issued an LCD for a
breakthrough device within 6 months of
the expiration date of the 4-year MCIT
period.

We sought public comment on the
proposed MCIT pathway, the
considerations described, whether any
of the existing coverage pathways
should be modified to achieve the goals
set out by the E.O., and solicited
alternatives to these proposals. We
specifically sought public comment on
whether the MCIT pathway should also
include diagnostics, drugs and/or
biologics that utilize breakthrough or
expedited approaches at the FDA (for
example, Breakthrough Therapy, Fast
Track, Priority Review, Accelerated
Approval 14) or all diagnostics, drugs
and/or biologics. We sought data to
support including these additional item
categories in the MCIT pathway. Also,
we specifically sought manufacturer
input on whether an opt-in or opt-out
approach would work best for utilizing
the MCIT pathway. We believe
manufactures will welcome this new
coverage pathway. We want to preserve
manufacturers’ business judgment and
not assume which Medicare coverage
pathway a given manufacturer of a
breakthrough device would prefer (if
any). Therefore, we proposed an opt-in

14 Fast Track, Breakthrough Therapy, Accelerated
Approval, Priority Review, available at https://
www.fda.gov/patients/learn-about-drug-and-device-
approvals/fast-track-breakthrough-therapy-
accelerated-approval-priority-review.

approach with an email to CMS to
indicate affirmative interest in coverage.
We expressed interest in whether an
opt-out approach would be less
burdensome for stakeholders. We
encouraged public comment on a
process for stakeholders to opt-out of
MCIT that would not be burdensome.
Also, we sought public comment on
whether, once a manufacturer has
opted-out of coverage, it can
subsequently opt-in to MCIT.

Comment: The majority of comments
generated by our questions concern
issuing an NCD at the end of the four
year period did not support CMS
automatically opening an NCD if MACs
had not issued an LCD after 6 months.
One commenter stated that the 6 month
timing was arbitrary with another stated
that 6 months would not be enough time
for MACs to perform a comprehensive
analysis as data may not be fully
available or there may be LCDs in-
process at the 6 month mark. Many
manufacturers cited the desire for
flexibility in the timing of requesting an
NCD and some specifically cited
support for claim by claim adjudication
by the MACs and believe that FDA
approved or cleared indications will be
covered by MACs on a claim by claim
basis. Some commenters did not want
automatic LCDs or NCDs but wanted
assurance that absent those mechanisms
the MACs would, on a claim by claim
basis, cover MCIT graduated
technologies consistent with their FDA
approved or cleared indications. A few
commenters supported some version of
a process by which an NCD would
automatically be triggered including
that the manufacturer would be required
to submit an NCD request during year 3
of MCIT coverage and requiring the
NCD to be complete by the end of year
4. A few commenters expressed general
concern for potential uncertainty among
patients and providers regarding
whether MCIT coverage of a device
would continue past year 4. One
commenter noted that submission of
requests for NCDs and LCDs are not
restricted to manufacturers, anyone can
submit a request.

Response: We appreciate commenters’
input. We agree that manufacturers
should have flexibility in timing their
request for an NCD under MCIT so that
they can adequately prepare to market
the device and satisfy consumer
expectations. We further believe that
flexibility in the case of timing for the
development of LCDs and NCDs would
be in the best interest of beneficiaries,
manufacturers and providers. We
believe that there will be situations in
which not enough evidence will be
available on which an LCD or NCD can
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be made and claim by claim
adjudication is most appropriate, if even
temporarily while the data continues to
be developed. A 6-month timeframe
may not be appropriate in all situations
so this one size fits all approach to
trigger an NCD at 6 months after the
close of the 4 year MCIT coverage
period is not flexible enough to account
for the various levels of evidence that
may be available. We are not able to
require MAGs to adjudicate claims for a
particular result, this merely sidesteps
the NCD process. However, we note that
manufacturers and providers can
discuss technologies with the clinical
staff and medical directors working for
each MAC. We also appreciate and are
sensitive to the concern over the
continuity of care for patients who are
using breakthrough devices and find it
important to state that beneficiaries with
a device covered under MCIT will
continue coverage of any routine
services or complications related to that
device beyond the 4-year period of
MCIT coverage. After considering the
comments, we are not making any
changes in the final rule with respect to
the possible outcomes at the end of the
4-year MCIT pathway, which are: (1)
NCD (affirmative coverage, which may
include facility or patient criteria); (2)
NCD (non-coverage); or (3) MAC
discretion (claim-by-claim adjudication
or LCD). Manufacturers that are
interested in a NCD are encouraged to
submit a NCD request during the third
year of MCIT to allow for sufficient time
for NCD development. CMS will not
automatically open a national coverage
analysis within six months of the
expiration four year MCIT period.

Comment: CMS received
overwhelming support from
commenters in favor of the voluntary,
opt-in model of MCIT as proposed
because it allows manufacturers to use
their judgment in determining whether
to participate. Some of the commenters
who supported opting-in also added
that communicating with CMS for entry
into the MCIT program would be
beneficial for both parties by
encouraging discussion about the
technology, coding, payment, and the
evidentiary expectations after 4 years of
coverage under MCIT. Another
commenter indicated that opting-in
would not be burdensome and would
not likely be a deterrent to MCIT
participation. A small number of
commenters were in favor of automatic
participation in MCIT unless a
manufacturer chose to opt-out. One of
these commenters cited the likelihood
of administrative errors that could occur
which could delay opting-in and would

inadvertently exclude a manufacturer
from MCIT.

Response: We agree with commenters
that supported the voluntary, opt-in
model for the MCIT program. Of the
commenters that had concerns, we
believe their concerns will be addressed
by finalizing that manufacturers may
opt-into MCIT using no more than an
email from the manufacturer to CMS
indicating a desire to opt-in and the
requested start date of MCIT coverage.
We believe that this should ensure a
simple engagement with CMS to opt and
will limit burden and improve
collaboration with CMS. Commenters
who expressed support for the opt-in
model spoke to increased collaboration
with CMS. Commenters who supported
the opt-out method in order to limit
administrative burden and confusion
will be pleased by the simplicity of and
public information available for the
process of opt-in. Manufacturers may
request to opt-in any time during the
first 2 years in which they are eligible
to participate in MCIT, however, the
four year coverage period begins the day
the breakthrough devices receives FDA
authorization. A more complete
discussion including summary of
comments and responses on the four-
year coverage period and when it begins
appears later in this rule.

II. Provisions of Proposed Regulations
and Analysis of and Responses to
Public Comments

A. Defining “Reasonable and
Necessary”

As described in section I. of this final
rule, the Secretary has authority to
determine the meaning of “reasonable
and necessary”’ under section
1862(a)(1)(A) of the Act. We proposed to
codify the longstanding Program
Integrity Manual definition of
“reasonable and necessary” into our
regulations at 42 CFR 405.201(b), with
modification. Under the current
definition, an item or service is
considered ‘‘reasonable and necessary”
if it is (1) safe and effective; (2) not
experimental or investigational; and (3)
appropriate, including the duration and
frequency that is considered appropriate
for the item or service, in terms of
whether it is—

e Furnished in accordance with
accepted standards of medical practice
for the diagnosis or treatment of the
patient’s condition or to improve the
function of a malformed body member;

e Furnished in a setting appropriate
to the patient’s medical needs and
condition;

e Ordered and furnished by qualified
personnel;

¢ One that meets, but does not
exceed, the patient’s medical need; and

e At least as beneficial as an existing
and available medically appropriate
alternative.

In addition to codifying the
previously discussed criteria, we
proposed to include a separate basis
under which an item or service would
be appropriate under (previously stated)
(3) that is based on commercial health
insurers’ coverage policies (that is, non-
governmental entities that sponsor
health insurance plans). We proposed
the commercial market analysis would
be initiated if an item/service fails to
fulfill the existing factor (3) criteria
defining appropriate for Medicare
patients but fulfills (1) safe and effective
and (2) not experimental or
investigational. We believed that this
approach would be in line with E.O.
13890 that directs us to make
technologies “widely available,
consistent with the principles of patient
safety, market-based policies, and value
for patients.” Under this separate basis,
we proposed that an item or service
would satisfy factor (3) if it is covered
under a plan(s) coverage policy if
offered in the commercial insurance
market, unless evidence supports that
differences between Medicare
beneficiaries and commercially insured
individuals are clinically relevant.
Under our proposal, we would exclude
Medicaid managed care, Medicare
Advantage, and other government
administered healthcare coverage
programs from the types of coverage
CMS would consider, as these enrollees
are not in the commercial market. In the
following paragraphs, we sought
comment on this proposal and on how
best to implement this mechanism.

We solicited comments on the
following:

e Sources of data that could be used
to implement this policy, and whether
CMS should make this information
public and transparent.

e Appropriate source(s) for these
coverage policies and the best way to
determine which commercial plan(s) we
would rely on for Medicare coverage.

e Whether beneficiaries, providers,
innovators, or others wishing to gain
coverage for an item or service should
demonstrate that the item or service is
covered by at least one commercial
insurance plan policy. If they could
provide CMS with evidence of
commercial coverage or if CMS or its
MAG:s identify such coverage from its
review of compilations of health
insurance offerings or data from other
sources, CMS would consider factor (3)
to be satisfied.
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e Whether we should limit our
consideration of commercial plan
offerings or covered lives to a subset of
the commercial market in the interest of
simplicity, including looking at
geographic subsets, subsets based on
number of enrollees, subsets based on
plan type (HMO, PPO, etc.), or other
subsets of plans—including utilizing a
singular plan.

e Whether, given considerations such
the variation and distribution of
coverage policies and access to
innovations, we should only cover an
item or service if it is covered for a
majority, or a different proportion such
as a plurality, of covered lives amongst
plans or a majority, plurality, or some
other proportion of plan offerings in the
commercial market. (A plan offering is
a contract an insurer offers to its
enrollees, and a single insurance
company may provide many different
offerings).

We recognized that plan offerings may
impose certain coverage restrictions on
an item or service, e.g. related to clinical
criteria, disease stage, or number and
frequency of treatment. We proposed,
when coverage is afforded on the basis
of commercial coverage, we would
adopt the least restrictive coverage
policy for the item or service amongst
the offerings we examine. However,
given potential unreasonable or
unnecessary utilization, we also
solicited comment on whether we
should instead adopt the most
restrictive coverage policy. We further
considered a variation whereby, if
coverage restrictions are largely similar
and present across the majority of
offerings, CMS would adopt these in its
coverage policies. We sought comment
on whether, if we were to take this
approach, we should instead use a
proportion other than a majority, as low
as any offering and as high as all
offerings, as a sufficient threshold. As a
final variation, we proposed we could
defer, in the absence of an NCD or
national policy, to the MAG:s to tailor
the restrictions on coverage based on
what they observe in the commercial
market, just as we rely on MACs with
regards to the current definition.

We further solicited comment on
whether to grant coverage for an item or
service to the extent it meets the first
and second factors and the commercial
coverage basis for the third factor.
Under this approach, we would only
use the current definition of
“appropriate” from the current PIM
when the exception for clinically
relevant differences between Medicare
beneficiaries and commercially insured
individuals applies (or if the
commercial coverage basis is

determined by a proportion like a
majority and there is insufficient
commercial coverage information
available). We noted that referring to
commercial coverage in this way may
expand or narrow the circumstances
under which we would cover a
particular item or service and; therefore,
solicited comment on whether, under
such an approach, we should
grandfather our current coverage
policies for items and services. We also
emphasized that the MACs would
continue to make judgements in
evaluating individual claims for
reimbursement, such that a decision by
CMS that an item or service is
reasonable and necessary in general
does not mean that it is reasonable and
necessary in all circumstances with
respect to individual claims for
reimbursement.

We sought public comment on the
most appropriate source(s) for these
coverage policies. Further, we proposed
each MAC would be responsible for
reviewing commercial offerings to
inform their LCDs or claim by claim
decisions, which would include
individual medical necessity decisions.
We proposed that we may also allow the
MAG:s to develop approaches to address
any or all of the considerations as
previously outlined, parallel to their
current practice of making coverage
decisions in the absence of an NCD or
national policy. We solicited comment
on the best role of the MACs, along
these lines or otherwise. We also
solicited comment on whether the
discretion to use the current criteria in
the PIM when there is evidence to
believe Medicare beneficiaries have
different clinical needs should be
exercised through the NCD process or in
other ways, as well as what quantum of
evidence should be sufficient.

In sum, we proposed to define the
term ‘“‘reasonable and necessary’’ based
on the factors currently found in the
PIM, plus an alternative basis for
meeting factor (3) based on any coverage
in the commercial market. We also
solicited comment on an alternative
under whether an item or service
satisfies the commercial coverage basis
for factor (3) is determined by how it is
treated across a majority of covered lives
amongst commercial plan offerings, as
well as an alternative whereby an item
or service would be appropriate for
Medicare patients to the extent it is
covered in the commercial market.
When evidence supports that
differences between Medicare
beneficiaries and commercially insured
individuals are clinically relevant, we
proposed we would rely on the criteria
in the current PIM. In the proposed, we

stated we would continue relying on
local administration of the program by
MAG s (including coverage on a claim by
claim basis and LCDs) and maintain our
discretion to issue NCDs based on the
final rule.

We solicited comment on the
proposed definition of reasonable and
necessary, and the previously outlined
alternatives, as well as other
mechanisms or definitions we could
establish for the term “reasonable and
necessary’”’, and the merits and
drawbacks associated with each,
including the potential impact on
Medicare program expenses or
complexity. We proposed to finalize any
variation or outgrowth of the policies
described in the proposal, or some
combination of these options in lieu of
or in conjunction with the proposed
definition.

“Reasonable and Necessary” Definition

Comment: CMS received many
comments requesting that the agency
not finalize the reasonable and
necessary definition in regulation.
These commenters point out the
Medicare has not codified the definition
since the program was established.
Some commenters recognized that the
longstanding reasonable and necessary
definition in the Program Integrity
Manual is understood by stakeholders,
including CMS, however, they believed
that retaining this definition only in
sub-regulatory guidance will allow for
greater flexibility.

Response: We disagree with those
commenters that opposed the agency
issuing a final rule codifying long-
standing agency policies with
modifications. When we establish
substantive legal standards governing
the scope of benefits, payment for
services, or the eligibility of individuals,
entities, or organizations definition that
is currently in CMS manuals will not
change how CMS is implementing
reasonable and necessary currently.
Adding it to furnish or receive services,
the Medicare statute generally requires
that the Secretary establish those
policies by regulation. Although it is
true that regulations cannot be changed
as quickly as other policies, the public
benefits by having the opportunity to
participate in the rulemaking and the
resulting policies will have the force of
law and provide greater stability. In
addition, issuing regulations in these
circumstances is consistent with the
Supreme Court’s decision in Azarv.
Allina Health Services, 139 S. Ct. 1804
(2019). Thus, we believe it is
appropriate to establish the reasonable
and necessary criteria in regulations,
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and will not adopt the commenters’
suggestion.

Comment: Commenters questioned
whether the reasonable and necessary
definition would apply to items and
services beyond devices.

Response: Yes, the reasonable and
necessary definition applies to all items
and services Medicare covers under Part
A and Part B. This includes, but may
not be limited to, drugs, devices and
biologics. Medicare Advantage plans are
required to offer coverage of these items
and services on terms at least as
permissive as those adopted by fee for
service Medicare under this policy.

Comment: CMS received a few
comments regarding broadening the
definition of reasonable and necessary
to include prevention and screening
items and services.

Response: We are not adopting this
suggestion because Congress has made
express exceptions to 1862(a)(1)(A) in
order to provide Medicare coverage for
covers. Because those services are based
on statutory authorities. CMS has
already issue specific regulations for
those services, it is not necessary or
appropriate to amend the regulations
defining reasonable and necessary to
include preventive measures.

Safe and Effective

Comment: Several comments stated
that CMS should further define what it
means by “safe and effective.” For
example, one commenter recommend
that evidence-based guidelines that
should be considered for meeting the
safe and effective criteria. In addition,
we had other comments state that FDA
market authorization should meet the
safe and effective criterion. However,
other commenters state that there are
items and services not regulated by the
FDA; therefore, CMS should not further
define this criterion to FDA-market
authorization/approval.

Response: The requirement of safe
and effective is a long-standing part of
the definition of reasonable and
necessary. CMS believes the long-
standing factor is an appropriate starting
point for a definition, with minor
technical changes as proposed and then
finalized in this rule.

Comment: CMS should establish its
own stand-alone criteria that allows for
“investigational and experimental”
treatment to be deemed to be reasonable
and necessary.

Response: CMS has stand-alone
criteria that allows for coverage of
certain investigational and experimental
items and services. CMS covers certain
Investigational Device Exemptions (IDE)
devices under 42 CFR 405 Subpart B).
In addition, CMS also covers certain

investigational items under the Clinical
Trial Policy (see https://www.cms.gov/
medicare-coverage-database/details/
nca-details.aspx?NCAId=186&bc=AAg
AAAAAAAAAE).

Appropriate for Medicare Patients

Comment: Commenters requested
more clarification on how the
appropriateness criteria may be applied.
For example, one commenter requested
CMS further explain “at least as
beneficial.” Another commenter
requested clarification regarding
appropriate setting.

Response: Because this is a long-
standing definition and we are not
making significant changes, we believe
implementation will have no effect on
its application to claim-by-claim
adjudication, LCDs or NCDs. We also
note that all NCDs and LCDs must go
through a transparent process that
includes opportunities for full
stakeholder engagement when applying
the reasonable and necessary definition
criteria, including “at least as
beneficial.”

Comment: A few commenters
requested that CMS update the
appropriateness standard that states,

. . . furnished in accordance with
accepted standards of medical practice
for the diagnosis or treatment of the
patient’s condition or to improve the
function of a malformed body member”
to include additional criteria such as
improve, maintain, or prevent.

Response: This long-standing
definition allows flexibility and
consistency to Medicare coverage
process. By continuing to use the long-
standing definition, there should not be
any changes to its applicability when
making coverage determinations. We
note that prevention is addressed in
statute and regulation elsewhere (see
1861(ddd) and 42 CFR 410.64). Further,
under 1862(a)(1)(A), the statute states
“diagnosis or treatment of illness or
injury or to improve the functioning of
a malformed body member.” The long-
standing definition, while not a direct
quote, uses the same terms in the
statute.

Comment: Some public commenters
suggested that MACs must maintain
flexibility for determining what is
appropriate on case-by-case basis,
because this factor turns on particular
medical facts. They suggested that
finalizing the regulatory proposal could
mean patients with rare conditions are
overlooked because “appropriate for
Medicare patients” means decisions are
not individualized.

Response: We appreciate commenters’
feedback. We agree that the appropriate
factor is made based on the

consideration of specific facts and that
MAGCs should continue to adjudicate
individual claims to ensure that they are
reasonable and necessary, in the
absence of a NCD. We also agree that it
is important to consider whether an
item or service is reasonable and
necessary when making NCDs that often
apply to a particular patient population.
Because it is the same long-standing
definition, we do not believe the
application of reasonable and necessary
determinations on a case-by-case
determination, LCDs or NCDs will
change. Specifically, for treatments for
rare diseases. The application of
appropriateness for a small population
may be best addressed as a claim-by-
claim decision that takes into
consideration the individual patient’s
clinical situation. The MAC will
continue to have the flexibility to decide
the best approach to coverage on a local
level.

Comment: One commenter stated that
the definition of appropriateness for
Medicare beneficiaries should ensure all
beneficiaries are considered—not just
the aged.

Response: We thank commenters for
their input. We agree that it is important
to consider the entire Medicare
population, including beneficiaries
younger than age 65, when deciding
whether an item or service is reasonable
and necessary.

(3) Commercial Insurer Policy
Utilization

Comment: Commenters point out that
review of commercial insurer policies to
be the sole determinant of appropriate
coverage is a “substantial policy
change” and needs more stakeholder
input. The commenters state that the
proposal is vague, stated over 25
questions, and provided little detail to
support framework. Commenters
questioned why CMS would need to
codify this when the agency has already
used its authority to look to commercial
policies. One commenter outlined
several questions CMS should ask the
public to ensure we have appropriate
stakeholder input and information
before finalizing a definition.

Response: At this time, we are not
codifying the proposed modification to
the PIM definition that allows
commercial insurers to be the sole
determinant. As some commenters
pointed out CMS currently has the
authority and has exercised this
authority in the past to review
commercial insurer policies as part of
the NCD development process.
However, we are including regulatory
language that will give CMS clear
authority to review the majority of
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commercial insurers in the event that an
item or service does not meet the
appropriateness criteria that is long
established policy. As part of CMS’
consideration, if Medicare coverage is
different than the majority of
commercial insurers, CMS will include
in the national or local coverage
determination its reasoning for different
coverage. To ensure there is adequate
public input, CMS has committed not
later than 12 months after the effective
date of this rule, CMS will publish for
public comment draft methodology by
which commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

Comment: Some commenters
suggested that if CMS were to adopt a
review of commercial insurer policies it
should not be based on a single
commercial policy, but a majority of
commercial payers or use the most
restrictive policy in the commercial
market. Commenters also stated that
commercial insurance policies vary
widely and CMS could use any of the
policies, including the most restrictive.
The commenters continued that CMS
should only adopt a commercial insurer
policy if it expands coverage.

Response: To ensure there is adequate
public input on which commercial
insurers are appropriate and to what
extent, CMS has committed not later
than 12 months after the effective date
of this rule, it will publish draft
methodology by which commercial
insurer’s policies are determined to be
relevant based on the measurement of
majority of covered lives.

Comment: A few commenters
suggested that if CMS were to finalize
the reasonable and necessary definition
that includes consideration of
commercial insurer policies, that CMS
should consider the model CMS
currently uses for compendia (https://
www.cms.gov/Medicare/Coverage/
CoverageGenlInfo/compendia) to
determine which commercial insurers to
include.

Response: We appreciate the idea and
agree that more stakeholder engagement
is needed. Therefore, CMS has
committed not later than 12 months
after the effective date of this rule, it
will establish the methodology by
which commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

Comment: A commenter asked why
the Agency would assess the
appropriateness of a service, find it
lacking, but then decide to move
forward with affirmative coverage
because somewhere out in the private

insurance landscape the service is
covered. This approach would create
new areas of important conflicts of
interest between manufacturers and
payers that would be difficult to
monitor.

Response: As the commenter stated,
CMS will review commercial insurers
only in the event it does not meet the
appropriateness criteria. We believe it is
important to ensure that we have
evaluated all relevant evidence. To
ensure we have full stakeholder
engagement before we evaluate all
commercial insurer policies, we will
issue a sub-regulatory guidance for the
public to comment. Further, CMS has
committed to publish this no later than
12 months after the effective date of this
rule. The guidance will establish the
methodology by which commercial
insurer’s policies are determined to be
relevant based on the measurement of
majority of covered lives.

Comment: Several commenters noted
that commercial insurers typically
consider other factors such as cost-
effectiveness of items or services in
making coverage determinations;
whereas, CMS does not. There is no
single standard for commercial payer
coverage policies which could create
significant challenges in applying a
commercial payer analysis to an item or
service to determine coverage, including
some commercial insurers may use
Medicare coverage policies as part of its
coverage. Commenters wanted to know
how CMS will weigh and use these
commercial analyses to determine
coverage. These same commenters
wanted that methodology to be
transparent and public.

Response: We agree. After further
analyzing the definition along with the
public comments it would be
challenging to fully implement this part
of the reasonable and necessary
definition without further engagement
with stakeholders. CMS has committed
not later than 12 months after the
effective date of this rule, it will
establish the methodology by which
commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

Comment: Commenters noted that,
rather than include commercial payer as
a separate criteria in the reasonable and
necessary definition, CMS should
review commercial policies as part of
the established NCD/LCD development
process to ensure beneficiaries have
access to items and services.

Response: We agree. CMS currently
may consult commercial insurer
policies as part of the NCD and LCD
process and we have further committed

to establish the methodology by which
commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

Comment: CMS received many
comments that if we adopted
commercial insurer policies as part of
the reasonable and necessary definition
that transparency would be extremely
important in the policies we reviewed.
Many commenters stated that
commercial insurers’ coverage policies
are not public or transparent. The
commenters stated that the public must
have access to the scientific basis of
commercial payers’ coverage decisions,
including sources of data and the data
itself.

Response: We agree transparency is
an important aspect of the coverage
process. After reviewing the public
comments, we recognized that
implementation of inclusion of
commercial payers would be
challenging. Therefore, a transparent
analysis of commercial insurers will be
part of the NCD and LCD process, which
includes public comment period of at
least 30 days.

Comment: If the reasonable and
necessary definition is finalized with
the commercial insurer policy
provision, commenters were concerned
it will cede essential government
decisions to commercial insurers.

Response: We appreciate the
comment. Based on comments, we are
finalizing a definition that requires CMS
to explain why it would not follow a
commercial insurer. This will be added
to the NCD and LCD process to allow for
a stakeholder engagement during the
public comment period. In addition, as
mentioned in previous responses, CMS
committed not later than 12 months
after the effective date of this rule, to
establish the methodology by which
commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

Commercial Insurer Policy—Universe
and Analysis

Comment: CMS received a wide
variety of comments regarding which
commercial insurers we should review
for consideration. The comments ranged
from supporting any single plan to
working with both national and local
health care management groups who
have a stake in the various regions to a
plurality of plans to commercial
insurance changes too rapidly and
should not be considered. We also
received a few comments to include
government insurance plans. A few
larger insurers stated that it used fully
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insured commercial plans and not
administrative services only (ASO)
commercial plans.

Response: For reasons noted above
including concerns there is not enough
information or specificity regarding the
commercial insurer criteria, we have
committed to issuing standards on what
types of commercial insurers should
CMS consider for making NCDs and
LCDs.

Evidence That Supports Clinically
Relevant Differences

Comment: Commenters suggested that
CMS provide greater specificity
regarding its standard for determining
when there are “clinically relevant
differences between Medicare
beneficiaries and commercially insured
individuals.” Commenters
recommended a variety of factors to
consider. A commenter also stated there
likely are not clinical differences in the
need for DME and medical supplies
between the privately insured and
Medicare beneficiaries.

Response: We have removed this
criteria from the final definition.

Grandfathering

Comment: A few comments stated
that CMS should grandfather
established NCDs and LCDs that have
already been subject to notice,
stakeholder comment, and evidence
review from any coverage restrictions
stemming from incorporation of
commercial coverage policies. Another
comment stated that CMS should
grandfather existing NCDs/LCDs and
policies generated through negotiated
rulemaking.

Response: CMS does not intend to
revise its LCDs and NCDs. We believe
initially that definition is the familiar
and will not require CMS to revise its
coverage decisions. As we write the
standards for establishing the
methodology by which commercial
insurer’s policies are determined to be
relevant based on the measurement of
majority of covered lives, we will
consider how these standards may effect
coverage at that time.

Appeals Process

Comment: Several commenters
requested that a new appeals process be
developed that allows a beneficiary or
provider to use a commercial policy as
part of their evidence that an item or
service is reasonable and necessary, and
then require the MAC to afford this
policy significant weight as part of its
review on reconsideration. Another
commenter requested clarification on
how the newly codified reasonable and
necessary definition will be used for

appeals. Another commenter stated that
CMS would need a transparent and
accelerated process to appeal coverage
policies and articles.

Response: We thank commenters for
their input. We added in the final rule
that commercial insurer coverage may
be used as part of the evidence during
an appeal. Nothing in this rule changes
the process to appeal a claim.

Final Action: We are finalizing our
proposal with modification to define the
term ‘“‘reasonable and necessary’’ based
on the factors currently found in the
PIM. Further, for national and local
coverage determinations, which have
insufficient evidence to meet the long-
standing appropriateness criteria, CMS
will consider coverage to the extent the
item or services are covered by a
majority of commercial insurers. To
ensure there is adequate stakeholder
engagement on the standards, CMS
committed, not later than 12 months
after the effective date of this rule, it
will establish the methodology by
which commercial insurer’s policies are
determined to be relevant based on the
measurement of majority of covered
lives.

This definition is effective 60 days
after publication of this final rule in the
Federal Register.

B. Application of the ““Reasonable and
Necessary’”’ Standard to the MCIT
Pathway

We proposed that, under the MCIT
pathway, an item or service that
receives a breakthrough device
designation from the FDA would be
considered ‘‘reasonable and necessary”
under section 1862(a)(1)(A) of the Act
because breakthrough devices have met
the FDA’s unique breakthrough devices
criteria, and they are innovations that
serve unmet needs. While other devices
are still considered new to the market,
for example, PMAs and even some
510(k)s, the devices designated by the
FDA as breakthrough are representative
of true innovations in the marketplace.
This application of the “reasonable and
necessary’’ standard in this way would
ensure that the MCIT pathway can
provide a fast-track to Medicare
coverage of innovative devices that may
more effectively treat or diagnose life-
threatening or irreversibly debilitating
human disease or conditions.

MCIT would provide by providing
national Medicare coverage for devices
receiving the FDA breakthrough device
designation, which are FDA market-
authorized and used consistent with the
FDA approved or cleared indication for
use (also referred to as the “FDA

required labeling”),? so long as the
breakthrough device is described in an
appropriate Medicare benefit category
under Part A or Part B and is not
specifically excluded by statute. We
believe the criteria for qualification as a
breakthrough device, as defined in
section 515B(b) of the Food, Drug and
Cosmetic Act (21 U.S.C. 360e-3(b)) is
sufficient to satisfy the elements of the
“reasonable and necessary’’ standard.
The first breakthrough device
designation criterion is that a device
must “provide for more effective
treatment or diagnosis of life-
threatening or irreversibly debilitating
human disease or conditions’ (21 U.S.C.
360e—3(b)(1)). The second criterion is
that the device must satisfy one of the
following elements: It represents a
breakthrough technology; there are no
approved or cleared alternatives; it
offers significant advantages over
existing approved or cleared
alternatives, including additional
considerations outlined in the statute; or
availability of the device is in the best
interest of patients (21 U.S.C. 360e—
3(b)(2)). Thus, breakthrough devices are
those that HHS has determined may
provide better health outcomes for
patients facing life-threatening or
irreversibly debilitating human disease
or conditions. We believe that a device
meeting these criteria, once also FDA
market authorized, is “reasonable and
necessary” for purposes of Medicare
coverage.

We recognize that the FDA market
authorization of breakthrough devices
warrants immediate coverage under the
“reasonable and necessary” clause in
section 1862(a)(1)(A) of the Act. We
previously stated that FDA
determinations were not controlling
determinations for Medicare coverage
purposes under section 1862(a)(1)(A) of
the Act. (For more information see the
January 30, 1989 Federal Register (54
FR 4307) (“FDA approval for the
marketing of a medical device will not
necessarily lead to a favorable coverage
recommendation . . . ”) and the August
7, 2013 Federal Register (78 FR 48165)
(“However, FDA approval or clearance
alone does not entitle that technology to
Medicare coverage.””). Under the
Secretary’s authority to interpret section
1862(a)(1)(A) of the Act (supra section
I.A.), we are revising our interpretation
of the statute because of the practical
concerns that our current standards
have delayed access to a unique set of

15FDA Guidance for Industry, “Medical Product
Communications That Are Consistent with the
FDA—Required Labeling—Questions and
Answers”, available at https://www.fda.gov/media/
133619/download.
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innovative devices that FDA has found
to be safe and effective, and we believe
are ‘‘reasonable and necessary”’ for
purposes of Medicare coverage.

In light of E.O. 13890, the Secretary
has determined that application of the
current standards for making
“reasonable and necessary”’
determinations may take too long
following FDA market authorization of
breakthrough devices. More
importantly, the existing standard has
not always provided Medicare
beneficiaries access to certain
breakthrough medical devices when
needed to improve health outcomes. We
proposed that breakthrough devices per
se meet the reasonable and necessary
standard in order to increase access and
to reduce the delay from FDA market
authorization to Medicare coverage.

Comment: We received a few
comments supporting that FDA-
designated breakthrough devices should
meet the reasonable and necessary
definition under the MCIT pathway.

Response: We appreciate the
comments. Under the Secretary’s
authority to interpret section
1862(a)(1)(A) of the Act (supra section
I.A.), we are revising our interpretation,
we are finalizing this rule as proposed,
FDA-designated breakthrough devices
are considered reasonable and necessary
for purposes of MCIT.

Comment: We received a comment
that stated reasonable and necessary
should apply to any FDA breakthrough
device regardless of entry into MCIT.

Response: We disagree, qualification
as a breakthrough device, as defined in
section 515B(b) of the Food, Drug and
Cosmetic Act (21 U.S.C. 360e-3(b)) is
sufficient to satisfy the elements of the
“reasonable and necessary’’ standard.
The first breakthrough device
designation criterion is that a device
must ‘“provide for more effective
treatment or diagnosis of life-
threatening or irreversibly debilitating
human disease or conditions” (21 U.S.C.
360e—3(b)(1)). The second criterion is
that the device must satisfy one of the
following elements: It represents a
breakthrough technology; there are no
approved or cleared alternatives; it
offers significant advantages over
existing approved or cleared
alternatives, including additional
considerations outlined in the statute; or
availability of the device is in the best
interest of patients (21 U.S.C. 360e—
3(b)(2)). Thus, breakthrough devices are
those that HHS has determined may
provide better health outcomes for
patients facing life-threatening or
irreversibly debilitating human disease
or conditions. We believe that a device
meeting these criteria, once also FDA

market authorized, is “reasonable and
necessary”’ for purposes of Medicare
coverage.

Comment: Commenters expressed
concern that MCIT eligibility will be
based on commercial payer policies.

Response: MCIT eligibility is not
based on commercial payer policies. It
is solely based on the eligibility criteria
outlined in the rule.

Final Action: After consideration of
the public comments we received, we
are finalizing this policy as proposed.

C. MCIT Pathway

We proposed the MCIT pathway to
deliver on the Administration’s
commitment to provide access to
breakthrough devices to Medicare
beneficiaries. The MCIT pathway
provides up to 4 years of national
coverage to newly FDA market
authorized breakthrough devices. We
are aware that this coverage may also
facilitate evidence development on
devices for the Medicare population
because manufacturers can gather
additional data on utilization of the
device during the MCIT coverage
period.

1. Definitions

In § 405.601(a), we proposed that the
MCIT pathway is voluntary.
Operationally, we proposed that
manufacturers of breakthrough devices
notify CMS of their intention to elect
MCIT shortly after receiving notice from
the FDA of being granted the
breakthrough device designation.
Ideally, this notification would be sent
to CMS within 2 weeks of receiving
breakthrough designation. However,
entities will not be penalized for
notifying CMS after that time.
Alternatively, submitting a notification
to CMS shortly before or concurrently
with the date of the FDA marketing
application submission should also
afford CMS sufficient time to
operationalize MCIT for the device. The
CMS Coverage and Analysis Group
would establish an email box for these
inquiries and notification. This
notification alerts CMS to offer guidance
to manufacturers about the MCIT
pathway and point to resources for
coding and payment, which are key
conversations to effectuate coverage
upon FDA market authorization. We
intend to utilize the existing coverage
implementation processes to be
prepared to offer coverage immediately
upon the FDA market authorization
when requested by the manufacturer.

In §405.601(b), we proposed the
following definitions for the purposes of
42 CFR part 405. We proposed to define
“breakthrough device” as a medical

device that receives such designation by
the FDA (section 515B(d)(1)) of the
FD&C Act (21 U.S.C. 360e-3(d)(1)). We
also proposed to define, for the sake of
clarity in the rule that the acronym
MCIT stands for Medicare Coverage of
Innovative Technology.

Comment: We received a few
comments requesting that we not
finalize MCIT and do not include drugs
and biologics until there is evidence of
a gap in coverage. The commenters
suggested including drugs and biologics
would require separate rulemaking and
need to consider other FDA pathways
(e.g., accelerated approval, priority
review vouchers, orphan drug
designation).

Response: The final MCIT rule will
not include drugs or biologics. The final
rule will only include FDA-designated
breakthrough devices as defined by the
FDA (section 515B(d)(1) of the FD&C
Act (21 U.S.C. 360e-3(d)(1)).

Comment: We received several
comments that support the definition of
breakthrough devices. These comments
stated that it “allows Medicare to focus
resources and seems to be a reasonable
filter to prevent overutilization of the
pathway.”

Response: We appreciate the
comment.

Comment: We received several
comments requesting clarification of
whether FDA-designated breakthrough
devices that are clinical diagnostic lab
tests or non-implanted devices are
considered eligible for the MCIT
pathway.

Response: Any medical device that
receives such designation by the FDA
(section 515B(d)(1) of the FD&C Act (21
U.S.C. 360e-3(d)(1)) and meets the other
criteria outlined in this rule is eligible
for the MCIT pathway. This includes
any clinical lab diagnostic test,
including in-vitro diagnostics, and
devices that are not implanted, as long
as it meets the MCIT eligibility criteria
as outlined at § 405.603.

Comment: Some commenters stated
that the greater predictability afforded
by the MCIT pathway would decrease
reimbursement risk and increase both
manufacturer and investor interest in
developing new and innovative
therapies. Several commenters stated
that investors perceive reimbursement
risk as a greater threat to innovation
than technology, regulatory, or clinical
risks. Some commenters asserted that
the MCIT pathway would make it easier
for innovators to raise funds necessary
for development and refinement of new
technologies (e.g., artificial kidney).
However, some commenters argued that
the MCIT pathway could give specific
technologies an unfair advantage that
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would be unavailable to subsequent
market entrants, thereby paradoxically
decreasing innovation and market
competition. As a modification to the
proposed MCIT rule, some commenters
suggested that CMS cover iterative
refinements of the same breakthrough
device for the duration of the original
device’s MCIT term. Some commenters
also suggested coverage under the MCIT
pathway for similar but unrelated
breakthrough and non-breakthrough
designated devices of the same type and
indication for the balance of the first
device’s MCIT term. Other commenters
proposed that new market entrants that
are very similar to a breakthrough
device should each receive the full four
years of MCIT coverage.

Response: CMS agrees that the MCIT
pathway is likely to promote
development and refinement of
innovative technologies and support
medical advancement. CMS also agrees
that iterative refinements of devices are
common following FDA market
authorization. These often represent
material improvements, and Medicare
beneficiaries should have access to the
improved version of the predicate
breakthrough device. In practice, many
of these device refinements are market
authorized through a supplement to the
initial FDA PMA submission and would
therefore remain eligible for coverage
through the MCIT pathway for the
duration of the original devices MCIT
coverage period.

CMS disagrees that the MCIT pathway
provides an unfair advantage to a single
device, or that it impedes market
competition. The FDA defines
breakthrough technologies in section
515B(b) of the FD&C Act (21 U.S.C.
360e—3(b)) as those (1) that provide for
more effective treatment or diagnosis of
life-threatening or irreversibly
debilitating human disease or
conditions; and (2)(A) that represent
breakthrough technologies; (B) for
which no approved or cleared
alternatives exist; (C) that offer
significant advantages over existing
approved or cleared alternatives,
including the potential, compared to
existing approved alternatives, to reduce
or eliminate the need for
hospitalization, improve patient quality
of life, facilitate patients’ ability to
manage their own care (such as through
self-directed personal assistance), or
establish long-term NCD definition,
FDA breakthrough-designated devices
address an unmet need, and subsequent
devices do not enjoy the same
prioritized review process or
breakthrough designation because there
is an existing approved or cleared
alternative. CMS similarly would not

extend automatic coverage to
subsequent similar devices because
there would no longer be an unmet need
in the market. Subsequent similar FDA
market-authorized devices will benefit
from any evidence generated through
MCIT coverage of the predicate device.
Please explain that although not
automatically covered under the
regulation, contractors could make a
favorable coverage decision if a claim is
submitted.

Comment: Several commenters
requested that CMS include devices that
meet the “spirit of breakthrough”
regardless of whether the device applied
or received the FDA breakthrough
designation. Examples commenters gave
were second-to-market or subsequent
technologies of the same type, even for
the same indication or subsequent-to-
market non-breakthrough designated
technologies that fall under the same
class or category as the breakthrough
technology and approved for the same
indication. Commenters stated that
competing devices from other
manufacturers that are not breakthrough
devices could be caught in a precarious
limbo, at least for a time. At least one
commenter, submitted a description of
its device and how it meets the spirit of
the FDA breakthrough designation.

Response: If the device meets the
eligibility criteria as outlined in
§405.603, it is eligible for the MCIT
pathway. Outside of that designation,
CMS is not expanding the eligibility for
MCIT. We will, of course, consider
whether the subsequent devices satisfy
the reasonable and necessary criteria if
a claim is submitted for review.

Comment: We received comments
supporting expansion of MCIT to
include diagnostic
radiopharmaceuticals, combination drug
or devices (device or drug-led), drugs,
biologics and other technologies. At
least one commenter wanted CMS to
specifically include pain management
and antimicrobial therapies. Another
commenter stated that certain cellular
and tissue-based wound care products
(CTPs) do not require the traditional
FDA PMA, BLA and 510k processes, but
rather are regulated by the FDA under
Section 361 as HCT/Ps.

Response: Any medical device that
receives such designation by the FDA
(section 515B(d)(1)) of the FD&C Act (21
U.S.C. 360e—3(d)(1)) and meets the other
criteria outlined in this rule is eligible
for the MCIT pathway. We received
mixed public comments on expanding
beyond devices and have determined to
finalize the proposed rule which only
includes devices that meet the criteria
proposed. We need to provide a
rationale not to extend automatic

coverage further in light of the language
in the Executive Order. We don’t
provide reasons to support the
conclusion.

Comment: A few commenters
requested that CMS include screening
tests and preventive screening tests.

Response: Screening and prevention
tests have a unique statutory authorities
and are not covered based on
1862(a)(1)(A). These items and services
fall outside the scope of this rule.
Medicare has separate regulations for
screening and preventive services that
have been codified primarily in 42 CFR
part 410, subpart B.

Comment: We had several
commenters request CMS to create new
benefit categories or make a
determination that an item or service
(e.g., software, digital technologies) falls
within a benefit category.

Response: Decisions regarding
specific items and services and the
relevant benefit categories are outside
the scope of this rule. For more
information on benefit category
determinations see the CMS Innovator’s
Guide to Navigating Medicare (https://
www.cms.gov/medicare/coverage/
councilontechinnov/downloads/
innovators-guide-master-7-23-15.pdf).

Comment: The Executive Order was
interpreted too narrow. The commenter
stated that MCIT should not be tied to
the FDA breakthrough device definition
but should include other CMS-
recognized innovative non-breakthrough
technologies (e.g., technologies eligible
for New Technology Add-on Payment or
Transitional Pass-through Payment). To
aid in operationalizing this, commenter
recommend that CMS consider
preventing MACs from denying
coverage of innovative non-
breakthrough technologies that meet
predetermined criteria.

Response: At this time, CMS will
finalize its proposed definition of any
medical device that receives such
designation by the FDA (section
515B(d)(1) of the FD&C Act (21 U.S.C.
360e—3(d)(1)) and meets the other
criteria outlined in this rule is eligible
for the MCIT pathway. We received
mixed public comments on expanding
beyond devices and have determined to
finalize the proposed rule which only
includes devices. At this time, MACs
retain the ability to make coverage
determinations through current
processes of either an LCD or claim by
claim adjudication.

Comment: Commenters requested that
MCIT include IDEs involving
breakthrough devices.

Response: Investigation Device
Exemptions (IDEs) are devices defined
at 42 CFR 405 Subpart B. IDE devices


https://www.cms.gov/medicare/coverage/councilontechinnov/downloads/innovators-guide-master-7-23-15.pdf
https://www.cms.gov/medicare/coverage/councilontechinnov/downloads/innovators-guide-master-7-23-15.pdf
https://www.cms.gov/medicare/coverage/councilontechinnov/downloads/innovators-guide-master-7-23-15.pdf
https://www.cms.gov/medicare/coverage/councilontechinnov/downloads/innovators-guide-master-7-23-15.pdf
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are not FDA market authorized or
cleared (often referred to as premarket
devices). Any IDE device FDA-
designated as breakthrough device is
eligible for MCIT when it is FDA
authorized for marketing The MCIT
pathway begins no earlier than the date
the breakthrough device receives FDA
market authorization, or the date
requested by the manufacturer,
provided the requested date is within
the four year window for MCIT
eligibility.

Comment: CMS should continue
working to expand to a wider range of
innovative medical devices (outside of
breakthrough designation).

Response: We appreciate the
comment. CMS continues to review its
coverage pathways to find appropriate
efficiencies.

Comment: CMS should expand MCIT
to include humanitarian use devices.
Commenter asserted they approved
through an FDA expedited program to
get technology to patients with rare
conditions.

Response: At this time, we are not
expanding the MCIT pathway beyond
the proposed rule. This includes any
medical device that receives such
designation by the FDA (section
515B(d)(1) of the FD&C Act (21 U.S.C.
360e—3(d)(1)) and meets the other
criteria outlined in this rule is eligible
for the MCIT pathway.

Comment: If CMS chooses to retain
the fifth criteria proposed in Section
405.603(e), then we would ask that the
agency clarify that ineligibility is tied to
an absolute national non-coverage
determination.

Response: Upon receiving notification
by a manufacturer of interest in MCIT,
CMS will determine if there is an
existing NCD on point. While possible,
it is unlikely that there is pre-existing,
explicit non-coverage NCD given the
breakthrough nature of eligible devices.

Comment: Patient preference should
be considered when qualifying devices
for MCIT. Commenter gave the example
of non-invasive medical devices
(including focused ultrasound) that may
be strongly preferred by patients.

Response: Any medical device that
receives such designation by the FDA
(section 515B(d)(1) of the FD&C Act (21
U.S.C. 360e-3(d)(1)) and meets the other
criteria outlined in this rule is eligible
for the MCIT pathway. FDA takes
patient preference under consideration
as they make market authorization
decisions.

After consideration of the public
comments we received, we are
finalizing our proposed definition of
breakthrough devices.

2. MCIT Pathway Device Eligibility

In § 405.603(a) we proposed that the
pathway is available to devices that
meet the definitions proposed in
§405.601. Based on the explicit mention
of devices in E.O. 13890 and our
interaction and feedback from
stakeholders who expressed their
concern that there is more uncertainty
of coverage for devices than for other
items and services (for example,
diagnostics, drugs and biologics), the
proposed policy is for devices only.

We proposed in §405.603(b) that the
breakthrough devices that received FDA
market authorization no more than 2
calendar years prior to the effective date
of this subpart (the date the final rule is
finalized) and thereafter will be eligible
for coverage for claims submitted on or
after the effective date of this rule.
Claims for breakthrough devices with
dates of service that occurred before the
effective date of this rule will not be
covered claims through MCIT.
Breakthrough devices market authorized
prior to the effective date of this rule
will not be eligible for all 4 years of
coverage. For these “lookback” devices,
the 4-year period starts on the date of
FDA market authorization. We proposed
that if a manufacturer initially chooses
to not utilize the MCIT pathway, and
then chooses to do so some time after
the breakthrough device’s market
authorization, coverage still only lasts 4
years from the date of FDA market
authorization. We sought comment on
this eligibility criterion for devices and
specifically the 2 year lookback.

Comment: Almost all commenters
were supportive of a lookback period.
Many agreed with a two year interval.

A few commenters suggested a four year
lookback or unlimited to the start of the
Breakthrough Devices Program.

Response: We appreciate the
comments. We proposed a two year
lookback to try to maximize the benefit
of the MCIT rule. We believe this
interval includes the recent period that
presented the greatest initial confusion
and uncertainty for manufacturers of
innovative devices before the MCIT
rule. We agree with commenters that the
lookback period is important to launch
the rule with highest impact.
Considering comments, we believe that
a two year lookback remains appropriate
and maintains efficiency at start up. For
breakthrough devices older than 2 years,
it is possible that other coverage
pathways such as LCDs or NCDs may
have been developed and coverage
concerns have been addressed. Potential
overlap of coverage policies would
hinder implementation. In addition, the
majority of breakthrough devices were

approved in the past 2 years since the
program was authorized in 2017 (final
agency guidance issued in December
2018 (available at: https://www.fda.gov/
media/108135/download). We note that
the lookback period is a one-time
occurrence since there will not be a
need for a lookback period for
breakthrough devices approved going
forward once the MCIT rule is effective.

We proposed in §405.603(c) that to be
part of the MCIT pathway, the device
must be used according to its FDA
approved or cleared indication for use.
We proposed that the device is only
covered for use consistent with its FDA
approved or cleared indication for use
because that is the indication and
conditions for use that were reviewed
by the FDA and authorized for
marketing. Data are unlikely to be
available to support uses extending
beyond the FDA required labeling for
breakthrough devices on the date of
marketing authorization. Use of the
device for a condition or population that
is not labeled (‘“‘off-label”’) will not be
covered as that use would not be FDA
authorized. We specifically sought
comment on whether off-label use of
breakthrough devices should be covered
and, if so, under what specific
circumstances and/or evidentiary
support.

Comment: Most commenters agreed
with the inclusion of the FDA required
indication. A number of commenters
noted that off indication or off label uses
should be included under MCIT as well.
Some commenters raised concern for
on-indication use of breakthrough
devices because the devices are so new
to market.

Response: We appreciate the
comments. Consistent with the
breakthrough device designation, we
specified the FDA required indication
(on-indication) for MCIT. We did not
specifically provide automatic coverage
for off-indication or off-label uses in the
proposed MCIT rule, but we do not
preclude possible coverage under other
coverage mechanisms, such as through
the claims process. However, we note
that in general there is typically little
clinical evidence to support off-label
uses of new technology. We are aware
that concerns for on-indication use of
breakthrough devices were reiterated in
recent published articles (Neumann and
Chambers. Health Affairs, 12/02/2020;
Bach. New York Times, 12/01/2020).

Comment: Commenters noted that the
FDA label indication only is not
sufficient since other factors have
important roles in determining positive
outcomes from device therapy such as
physician training and experience and
facility capabilities and experience.


https://www.fda.gov/media/108135/download
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Federal Register/Vol. 86, No. 9/ Thursday, January 14, 2021/Rules and Regulations

3001

Response: We appreciate the
comments and agree. We proposed
provider and facility requirements in
the proposed reasonable and necessary
definition (please say what they were
and where they are addressed in other
comments) and finalize these
requirements to maximize positive
health outcomes for the Medicare
population. We will look to the
appropriate sources for provider and
facility requirements for
implementation purposes.

Comment: Commenters noted that
new FDA approved indications should
be included.

Response: We appreciate the
comments and agree. We recognize that
new FDA approved indications for a
breakthrough device could be added
during the MCIT period. We believe the
new FDA required indication would
also meet the MCIT definition and
would be eligible for the duration of the
breakthrough device MCIT period.

In §405.603(d) and (e), we
additionally proposed limitations to
what is coverable under the Act. In
§405.603(e), we proposed that if CMS
has issued an NCD on a particular
breakthrough device, that breakthrough
device is not eligible for MCIT. We
proposed this because, once the device
has been reviewed by CMS for the FDA
required approved or cleared indication
for use; CMS has made a coverage
determination based on the available
evidence for that technology. We believe
this would happen rarely because
breakthrough devices are new
technologies that are not likely to have
been previously reviewed through the
NCD process. In § 405.603(f), we
acknowledge that devices in the MCIT
pathway may be excluded due to statute
or regulation (for example, 42 CFR
411.15, Particular services excluded
from coverage) and, like other items and
services coverable by Medicare, the
device must fall within the scope of a
Medicare benefit category under section
1861 of the Act and the implementing
regulations. If the device does not fall
within a Medicare benefit category as
outlined in the statute and
implementing regulations, the device is
not eligible for Medicare coverage;
therefore, the device would not be
eligible for the MCIT pathway.

Comment: CMS proposed that the
breakthrough device must fall into an
existing benefit category to be included
under MCIT. Commenters supported the
benefit category designation. Several
comments recommended the inclusion
of breakthrough devices that do not fall
within an existing benefit category, for
example, digital health technologies, or

to modify existing benefit categories to
include these devices.

Response: We appreciate the
comments. However, in general, for
Medicare coverage, an item or service
must fall within an existing benefit
category. Benefit categories are generally
established by statute. CMS is unable to
create a new benefit category or alter the
language of existing benefit categories in
this rule.

After consideration of the public
comments we received, we are
finalizing the rule as proposed with
slight modification, as we indicated
with a placeholder in the proposed, to
update 405.603(b) with the latest date
for the lookback to be the date two years
prior to the effective date of the rule.

3. General Coverage of Items and
Services Under the MCIT Pathway

We proposed in § 405.605 that devices
covered under the MCIT pathway are
covered no differently from devices that
are covered outside of MCIT. In other
words, provided the items and services
are otherwise coverable (that is, not
specifically excluded and not found by
CMS to be outside the scope of a
Medicare benefit category), covered
items and services could include the
device, reasonable and necessary
surgery to implant the device, if
implantable, related care and services of
the device (for example, replacing
reasonable and necessary parts of the
device such as a battery), and coverage
of any reasonable and necessary
treatments due to complications arising
from use of the device. What the MCIT
pathway offers compared to other
pathways is predictable national
coverage simultaneous with FDA market
authorization that will generally last for
a set time period.

The proposed MCIT pathway would
support and accelerate beneficiary
access to certain innovative devices.
CMS encourages manufacturers that
have breakthrough devices covered
under MCIT to develop additional data
for the healthcare community.

Comment: Commenters questioned for
clarification of whether breakthrough
diagnostic medical tests are eligible for
MCIT.

Response: Diagnostic medical tests are
considered FDA medical devices and
fall within an existing benefit category.
Based on this categorization,
breakthrough designated diagnostic
medical tests would be eligible to be
included under MCIT.

Comment: Commenters questioned
whether breakthrough medical devices
that are approved for screening
indications, for example cancer

screening tests, would be eligible under
MCIT.

Response: We appreciate the
comments. MCIT is based on a specific
Medicare authority. Since screening
tests and preventive services have
separate and distinct statutory
authorities, items and services used for
screening and preventive services are
outside the scope of the MCIT rule.

Comment: Commenters suggested the
inclusion of medical devices approved
under different FDA designations, such
as IDE, Humanitarian Device Exemption
(HDE) and devices that have not
received the breakthrough device
designation.

Response: We appreciate the
comments. Medical devices that receive
breakthrough designation from the FDA
and meet the definition and inclusion
criteria in the final rule will be eligible
for MCIT. By the definition, non-
breakthrough devices will not be
eligible for MCIT but in general other
coverage mechanisms such as the claim
review process, NCDs, or LCDs may be
available. We note that for certain other
medical devices that have received FDA
IDE there are existing coverage
regulations (42 CFR 405 Subpart B). The
IDE regulation generally applies to
devices that have not yet received
formal FDA approval. Some
breakthrough devices may also have IDE
status and may be eligible for coverage
under the IDE regulation and also may
be subsequently eligible for coverage
under MCIT once the breakthrough
device receives FDA market
authorization.

Comment: Commenters requested
clarification of what is covered under
MCIT—the device only or the device
and the implantation of the device if
required.

Response: MCIT would cover both the
breakthrough device and the
implantation of the device. Other items
and services for the diagnosis and
treatment of the patient’s illness would
be recoverable as usual through existing
coverage regulations and policies or
when determined to be reasonable of the
local Medicare Administrative
Contractors (MACs) in the claims
appeals process. There are existing
Medicare coverage and payment
policies that also may apply to other
items and services that may be used for
treatment during hospitalizations and
complications that may arise from the
device treatment in subsequent
hospitalizations. MCIT rule does not
supersede existing coverage and
payment policies on routine and related
items and services for the diagnosis and
treatment of the patient’s illness.
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After consideration of the public
comments we received, we are
finalizing this section of the proposed
rule with only a minor textual
clarification to also include reasonable
and necessary procedures to use the
breakthrough device. The proposed text
stated only reasonable and necessary
procedures to implant the device, which
would not be representative of the
universe of breakthrough devices.

4. MCIT Pathway for Breakthrough
Devices: 4 Years of Coverage

In §405.607(a), we proposed that the
MCIT pathway for coverage would begin
on the same date the device receives
FDA market authorization. We proposed
this point in time to ensure there is no
gap between Medicare coverage and
FDA market authorization. This start
date supported the MCIT pathway’s
focus of ensuring beneficiaries have a
predictable access to new devices.

Comment: CMS proposed that MCIT
coverage would start on the day of FDA
approval of the breakthrough device and
last for 4 years. Several commenters
supported the MCIT start date as
proposed on the day of FDA approval.
A number of other commenters
recommend flexibility in the start date
to be determined by the manufacturer
since the breakthrough device may not
be immediately available in the market
on the date of FDA approval.
Commenters noted that flexibility
would allow the manufacturer time to
be fully prepared for device
dissemination with set coding, payment,
and evidence development if the
manufacturer voluntarily chooses.

Response: We appreciate comments
and agree. We recognize that not all
breakthrough devices may be
immediately available in the market on
date of FDA approval due to various
factors including production, large scale
distribution, and coding. We have
modified and, in the final rule, will
include flexibility in the start date of
MCIT to be determined by the
manufacturer within certain parameters.
We note that regardless of the date the
manufacturer selects to begin MCIT
coverage, they are eligible only during
the four year period beginning on the
date of FDA market authorization.
Therefore, if a manufacturer waits one
year after receiving FDA approval to
request MCIT coverage of an item or
service, the relevant item or service will
have three years of coverage under
MCIT. For implementation purposes,
manufacturers must inform CMS of the
desired future start date. We believe that
the clarity and transparency of MCIT
will assist manufacturers in developing
product development and deployment

plans earlier so the 4 years of MCIT can
be used more efficiently.

While we believe it is in the best
interest of the manufacturer to invoke
MCIT coverage early in the 4-year
coverage period there may be
breakthrough devices that can achieve
the desired level of evidence
development in less time. Because the
time period for evidence development is
dependent on the nature of the device
and the disease or clinical condition for
which it is intended we are comfortable
with manufacturers electing their MCIT
coverage start date (within the
parameters outlined above). We further
believe that it is counterintuitive for a
breakthrough device manufacturer to
opt-into MCIT coverage toward the end
of the 2-year opt-in window. However,
manufacturers have expressed interest
in this type of flexibility and CMS is not
in a position to predict the various
reasons a manufacturer may find
themselves in a position of needing to
wait to opt-in.

Comment: Commenters noted the
potential time delays from coverage,
coding, and payment.

Response: We appreciate the
comments and agree that enhanced
coordination of coverage, coding and
payment would be useful. While a
detailed description of coding and
payment is beyond the scope of the
MCIT rule and resides in other payment
rules, CMS, as directed by E.O. 13890,
has worked to streamline coverage,
coding, and payment. We have
established new collaborations
internally to enhance efficiency going
forward.

We proposed in §405.607(b)(1) that
the MCIT pathway for breakthrough
devices ends 4 years from the date the
device received FDA market
authorization. We proposed this 4 year
time period because it could allow
manufacturers to develop clinical
evidence and data regarding the benefit
of the use of their device in a real world
setting. For example, we believe 4 years
would allow most manufacturers
sufficient time to complete FDA
required post-approval or other real-
world data collection studies that may
have been a condition of FDA market
authorization. This assumption is based
upon our historical experience with
studies conducted through coverage
with evidence development (CED).
Many of these studies were completed
within approximately 4 years. Further,
this time period allows Medicare to
support manufacturers that, whether
required by the FDA or not, have an
interest in better understanding the
health outcomes of their device in the
Medicare population, including impacts

on patient-reported and longer-term
outcomes.

Further, in § 405.607(b) we proposed
reasons that the MCIT pathway may end
prior to 4 years. This included
circumstances whereby the device
became subject to an NCD, regulation,
statute, or if the device could no longer
be lawfully marketed.

Comment: Most commenters were
supportive of the four year period. Some
commenters suggested longer duration
up to 5 years at CMS discretion or if the
manufacturer is actively conducting a
clinical study.

Response: We appreciate the
comments and believe the 4 year
duration of MCIT continues to be an
adequate time period to foster
innovation. We recognize the
importance of continuing data
collection and evidence development
but have not mandated evidence
development. We believe, with the
transparency of MCIT, that
manufacturers will be able to
appropriately plan studies that could be
completed within 4 years. In general
evidence on improvements in health
outcomes for Medicare patients not only
would help support coverage through
other mechanisms after MCIT but also
importantly help physicians and
patients in choosing the treatment that
is best suited for the individual patient.

Comment: A large number of
respondents supported voluntary
evidence development. Many
commenters noted that the FDA already
requires post market-authorization data
collection in most cases. Many
commenters argued that manufacturers
should discuss their evidence
development plans with CMS soon after
FDA market-authorization. CMS, in
turn, should be clear and transparent
about any evidence gaps and any
additional evidence needed to reach the
reasonable and necessary threshold
required for durable coverage after
MCIT coverage ends. Commenters
suggested that CMS be more flexible in
agreeing to acceptable study designs and
outcomes, including use of real world
data. Commenters stated that
manufacturers already have
considerable incentive to meet the
reasonable and necessary standard to
assure coverage continuity after MCIT.
Some commenters objected to a one-
size-fits-all mandate for evidence
development noting a diversity of
devices come through the FDA
breakthrough program. They argued that
a voluntary evidence development
regime allows flexibility for
manufacturers to manage their own
clinical study and evidence
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development programs in line with their
goals and business needs.

A larger number of commenters
supported mandatory evidence
development. One commenter did not
support the MCIT pathway, but if
implemented, argued that mandatory
evidence development mitigates the
risks of this regulation. A number of
commenters stated that early coverage
tied to mandatory evidence
development strikes an economically
appropriate balance. Some commenters
noted that post-market clinical studies
may more efficiently capture longer-
term outcomes than within
conventional clinical studies. Several
commenters stated that mandatory
evidence development is appropriate
provided that it is efficient, streamlined,
and time-limited. Several commenters
noted that post-market evidence
development is essential for
development and refinement of clinical
practice guidelines that inform
evidence-based clinical practice. Other
commenters noted that mandatory data
collection is necessary to assure
appropriate use of technologies, and
that use without oversight could be
economically disastrous. Furthermore,
they stated that low-value practice
patterns may be very difficult to reverse
once they are established.

Response: CMS is not mandating
evidence development during MCIT
coverage. After coverage through the
MCIT pathway ends, all existing
coverage pathways will remain available
to manufacturers to establish durable
coverage. CMS will require
breakthrough devices to meet the long-
established reasonable and necessary
coverage standard, just as they would
without the MCIT pathway. CMS
anticipates that most manufacturers will
voluntarily pursue robust evidence
development to secure durable coverage
after MCIT coverage sunsets.

We are aware of stakeholders’ interest
in CMS providing detailed, specific, and
actionable guidance to manufacturers on
evidence deficits relative to the long-
established reasonable and necessary
threshold. We are considering the
feasibility of this approach. CMS notes
that the expected diversity of
breakthrough devices speaks to
flexibility in evidence development. In
some instances, manufacturers may
wish to participate in conventional
clinical studies; in others, a registry-
based clinical study may offer the most
robust and cost-efficient option.
Manufacturers may also wish to pursue
studies that rely on real-world evidence,
but they are strongly encouraged to
review these study designs with CMS.
Manufacturers are encouraged to engage

CMS soon after FDA market
authorization with an evidence
development plan that addresses any
identified evidence gaps.

CMS believes that rigorous and
publicly available evidence is necessary
to inform beneficiaries, the clinical
community, and the public about the
risks and benefits of available treatment
options. Published studies are also
necessary for breakthrough devices to be
included in evidence-based guidelines,
which feature heavily in CMS’
assessment of accepted standards of
medical practice. Therefore, CMS
requires that stakeholders publish
evidence in the peer-reviewed clinical
literature and applies rigorous
methodologic standards in evidence
review supporting local or national
coverage analyses.

Comment: As related to the ending of
MCIT, a number of commenters noted
safety concerns of breakthrough devices
over the four years. Commenters noted
the need to continue to monitor use and
outcomes and to suspend MCIT if the
FDA withdraws approval or there are
concerns with safety in post-market
data.

Response: We appreciate the
comments and agree on the need to
monitor harms.

These concerns are particularly
relevant to the suggested 4 year duration
of MCIT. We believe appropriate
mechanisms should be in place to end
automatic coverage in certain scenarios.
In general, safety is within the FDA
authority. However, there are
appropriate commonalities when the
health outcomes are higher mortality or
higher numbers of strokes or heart
attacks. Based on overall comments on
safety, we will include a mechanism in
the final rule to allow suspension or
termination of MCIT when FDA has
issued a warning letter, medical device
safety communication, or black box
warning and CMS determines that
harms outweigh benefits for Medicare
patients.

Comment: A series of comments cited
FDA guidance that the Breakthrough
Devices Program allows for greater
uncertainty of risks and benefits than
non-breakthrough approval processes
because the breakthrough devices meet
an important and unmet clinical need.
Several commenters also note that the
FDA relies more heavily on post-market
data collection for these devices, and
often breakthrough devices lack data on
long-term safety and effectiveness at the
time of FDA market authorization.
Several commenters cited evidence that
many FDA mandated post market
studies are never completed and that the
FDA safety and surveillance system is

both flawed and insufficient to assure
beneficiary safety during MCIT
coverage. One commenter noted that lax
FDA safety reporting may allow
continued CMS coverage despite
important safety problems. One
commenter suggested that CMS should
mandate safety reporting to both CMS
and the FDA Manufacturer and User
Facility Device Experience (MAUDE)
database at regular intervals as a
condition of MCIT coverage. Several
commenters suggested that CMS should
regularly review FDA safety reports for
covered breakthrough devices. Several
commenters argued that any safety
warnings or product recalls should
terminate coverage within the MCIT
coverage pathway.

One commenter noted that Medicare
beneficiaries are likely to perceive that
FDA market-authorized and CMS-
covered items or services have been
established as safe and effective.
Another commenter suggested that
Medicare beneficiaries will be unwitting
clinical trial subjects if they are treated
with a breakthrough device through the
MCIT coverage pathway. Several
commenters stated that the proposed
MCIT regulation lacks any mechanism
for stakeholder input, especially
specialty societies, into operator and
institutional requirements that protect
beneficiary safety prior to national
coverage. A large number of
commenters noted that absent
mandatory evidence development, the
MCIT regulation lacks a mechanism to
assure safety, outcomes, and quality of
care for covered breakthrough devices.
Several commenters suggested that CMS
should monitor safety events using
registries, FDA safety reports, and
claims data monitoring.

Response: The Administration is
committed to encouraging medical
innovation and to ensuring Medicare
beneficiaries have access to new cures
and technologies that improve health
outcomes. The MCIT regulation meets
this goal for FDA market-authorized
breakthrough devices. However, patient
safety is always a central concern, and
CMS agrees that the MCIT regulation
must balance early access to innovative
medical devices with strong patient
safety protections.

CMS has developed a number of
process steps to address this important
balance of access and safety. First, the
Administration has championed
transparency as a critical mechanism for
beneficiary empowerment in decision-
making about their own healthcare.
Accordingly, devices covered through
the MCIT pathway will be publicly
posted on the CMS website. We aim to
also indicate publicly available clinical
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evidence related to the device. Patients
and their clinicians are strongly
encouraged to review this information.
With access to this information, CMS
believes that patients and their
clinicians are best able to consider the
risks and benefits of innovative new
treatments in the context of their
personal health and values. Second,
CMS will continue to engage with
relevant stakeholders—notably specialty
societies with expert knowledge of the
available treatments. CMS recognizes
that these guidelines may evolve with
greater experience with breakthrough
devices and may assist CMS and
clinicians in coverage of the devices
after MCIT coverage sunsets. CMS
advises operators and institutions to
consider them carefully when offering
breakthrough devices covered through
the MCIT pathway. Third, CMS will
coordinate with the FDA to receive
regular feedback on important safety
signals and concerns. As a practical
matter, CMS will rely on existing FDA
safety and surveillance publicly
available reporting structures as an
important mechanism for identifying
safety concerns about covered
breakthrough devices. While evidence
development is voluntary,
manufacturers have strong incentives to
develop evidence that addresses any
gaps identified through engagement
with CMS at the onset of MCIT
coverage. If these gaps are insufficiently
addressed during the MCIT coverage
pathway, manufacturers may risk not
meeting the reasonable and necessary
evidentiary threshold when MCIT
coverage sunsets. Where manufacturers
voluntarily pursue evidence
development through robust clinical
registries, those data may also provide
detailed and timely data on safety of
breakthrough devices under real-world
conditions. Lastly consistent with some
suggestions from commenters, we
revised the rule to specify that coverage
of a breakthrough device through MCIT
can end if the FDA removes market
authorization of a breakthrough device
or at the discretion of the Secretary,
subsequent to an FDA medical device
safety communication or Warning Letter
about the breakthrough device.

Comment: Nearly a fifth of the
comments received on the proposed
rule were from individuals who urged
Medicare to cover artificial kidney
technology. The majority of these
comments were from people who are
affected by or care for someone affected
by a form of kidney disease and/or End
Stage Renal Disease. While some
specifically mentioned MCIT, most did
not.

Response: CMS appreciates every
comment and thanks commenters for
sharing their personal stories and how
their lives or the life of someone they
care for could be improved by coverage
of artificial kidney technology when it
becomes broadly available.

Comment: A large number of
comments addressed the issue of how
CMS should establish durable coverage
after MCIT coverage sunsets. Several
commenters acknowledged that CMS
has limited resources and cannot open
an NCD for all MCIT devices without
securing more resources in the Coverage
and Analysis Group. One commenter
warned that an excessive emphasis on
coverage review for MCIT devices could
delay consideration of important non-
breakthrough NCD requests. Several
commenters recommended that CMS be
more transparent about the existing
NCD wait list, the expected timing of
any new NCDs, and the prioritization
criteria for NCDs. They argued that
manufacturers will need this
information when considering which
pathway is best after MCIT. The largest
proportion of commenters stated that
there should not be any automatic
opening of an NCD, including if there is
no LCD by 6 months after the end of
MCIT coverage. Many commenters
believe that manufacturers should
instead have flexibility in choosing a
coverage pathway. A smaller number of
commenters recommended automatic
opening of an NCD with sufficient time
for seamless coverage after MCIT
coverage sunsets. Several of these
commented that because the MCIT
pathway establishes national coverage
that an NCD is the appropriate coverage
pathway after MCIT coverage sunsets. A
small number of commenters argued
that coverage for devices in the MCIT
pathway should continue indefinitely to
the FDA label absent an LCD or NCD
that specifically constrains coverage.

Response: As previously noted,
devices approved through the FDA
breakthrough device program may have
greater uncertainty about the risks and
benefits of treatment than non-
breakthrough devices, and they
generally lack data on long-term safety
and effectiveness at the time of FDA
market authorization. By contrast, CMS
heavily considers demonstration of
improved health outcomes in making
positive coverage determinations. All of
the conventional coverage pathways
will be available for MCIT devices after
the pathway sunsets, and our regulatory
reasonable and necessary coverage
standard will apply. Manufacturers and
stakeholders must be aware of the
important distinctions between FDA
and CMS review criteria and use the

time during the MCIT coverage pathway
to close any evidence gaps that may be
identified at the time of FDA market
authorization.

Based on the comments, we are aware
not every manufacturer wishes to
pursue the NCD coverage pathway. CMS
already publishes an NCD Wait List
(available here: https://www.cms.gov/
Medicare/Coverage/
DeterminationProcess) which is updated
every month as need be and we are
aware of stakeholder interest in
guidance on how CMS will prioritize
formal and complete NCD requests.
Additionally, CMS intends to stay
abreast of clinical evidence
development for breakthrough devices
in the MCIT pathway, and focus on
whether there is new evidence in the
published, peer-reviewed literature that
addresses gaps identified at the time of
FDA market authorization, especially
whether there is compelling evidence
that the device improves patient health
outcomes. To allow greater stakeholder
flexibility and efficient use of CMS
resources, CMS will not automatically
open a National Coverage Determination
(NCD) as a part of the MCIT coverage
pathway. As previously noted, the full
range of coverage options at the end of
the MCIT pathway includes opening an
NCD or and claim submission to a MAC.
MACs may either open Local Coverage
Determinations (LCDs) or cover the
breakthrough device on a claim-by-
claim basis after MCIT coverage sunsets.
After consideration of the public
comments we received, we are
finalizing the proposed rule and adding
modifications consistent with the safety
concerns raised by commenters. We
updated the text to allow for coverage to
end prior to 4 years at the discretion of
the Secretary subsequent to an FDA
medical device safety communication or
Warning Letter. Additionally coverage
will end if the FDA removes
authorization of a device.

Final Action

In summary, the MCIT pathway will
be voluntary for manufacturers on an
opt-in basis, and would provide
immediate or near immediate national
coverage depending upon the
manufacturer’s chosen start date. MCIT
coverage expires four years after the
date of FDA approval, irrespective of
when the manufacturer requested
activation of their MCIT coverage, at
which point, the manufacturer may
request CMS to undertake an NCD for
the breakthrough device. We sought
public comment on all of our proposals,
and have included summaries of the
comments received and the responses to
those comments in this document.
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I11. Collection of Information
Requirements

Under the Paperwork Reduction Act
of 1995, we are required to provide 60-
day notice in the Federal Register and
solicit public comment before a
collection of information requirement is
submitted to the Office of Management
and Budget (OMB) for review and
approval. In order to fairly evaluate
whether an information collection
should be approved by OMB, section
3506(c)(2)(A) of the Paperwork

Reduction Act of 1995 requires that we
solicit comment on the following issues:

¢ The need for the information
collection and its usefulness in carrying
out the proper functions of our agency.

e The accuracy of our estimate of the
information collection burden.

e The quality, utility, and clarity of
the information to be collected.

¢ Recommendations to minimize the
information collection burden on the
affected public, including automated
collection techniques.

We solicited public comment on each
of the section 3506(c)(2)(A)-required

issues for the following sections of this
document that contain information
collection requirements (ICRs).

To derive average costs, we used data
from the U.S. Bureau of Labor Statistics’
May 2018 National Occupational
Employment and Wage Estimates for all
salary estimates (https://www.bls.gov/
oes/current/oes131041.htm, released
May 2019). In this regard, the table that
follows presents the mean hourly wage,
the cost of fringe benefits (calculated at
100 percent of salary), and the adjusted
hourly wage.

TABLE 1—NATIONAL OCCUPATIONAL EMPLOYMENT AND WAGE ESTIMATES FOR MCIT

Adjusted
; Mean hourly ] .
P Occupation Fringe benefit hourly
Occupation title code wage ($/hr) wage
($/hr) ($/hn)
ComPliaNCe OFfiCEI ....viiiiiiitie et 13-1041 34.86 34.86 69.72

As indicated, we are adjusting our
employee hourly wage estimates by a
factor of 100 percent. This is necessarily
a rough adjustment, both because fringe
benefits and overhead costs vary
significantly from employer to
employer. Nonetheless, there is no
practical alternative and we believe that
doubling the hourly wage to estimate
total cost is a reasonably accurate
estimation method.

The proposed coverage pathway
allows for a voluntary participation and
therefore necessitates that
manufacturers of breakthrough devices
notify CMS of their intent to enter the
MCIT pathway. Therefore, the burden
associated with notifying CMS is the
time and effort it would take for each of
the organizations to send CMS an email
or letter. We anticipate two MCIT
pathway participants in the first year
based upon the number of medical
devices that received FY2020 NTAP and
were non-covered in at least one MAC
jurisdiction by LCDs and related
articles.

We estimate notifying CMS of intent
to participate in MCIT would involve 15
minutes at $69.72 per hour by a
compliance officer. In this regard, we
estimate 15 mins per notification at a
cost of $17.43 per organization (0.25
hours x $69.72). In aggregate, we
estimate 0.5 hours (0.25 hours x 2
submissions) at $34.86 ($17.43 x 2
submissions).

After the anticipated initial 2
submitters, over the next 3 years we
expect 3 submitters in year 2, 4
submitters in year 3, and 5 submitters in
year 4 to notify CMS of interested in the
MCIT pathway. We expect this increase
in submitters each year to level off at

this point. In this regard, we estimate
the same 0.25 hours per submission at
a cost of $17.43 per organization.
Similarly, in aggregate, we estimate, for
year 2 (0.75 hours at $52.29 an hour), for
year 3 (1.0 hour at $69.72 an hour), and
for year 4 (1.25 hours at $87.15 an hour).
The proposed requirements and
burden will be submitted to OMB under
control number 0938—-NEW.

IV. Regulatory Impact Statement

This final rule makes Medicare
coverage policy updates pursuant to the
authority at section 1862(a)(1)(A) of the
Act. We are using regulatory action per
the October 3, 2019 “Executive Order on
Protecting and Improving Medicare for
Our Nation’s Seniors” to create a swift
Medicare coverage pathway to allow
beneficiaries across the nation to access
breakthrough devices after FDA market
authorization and define ‘‘reasonable
and necessary”’.

We have examined the impact of this
final rule as required by Executive
Order 12866 on Regulatory Planning
and Review (September 30, 1993),
Executive Order 13563 on Improving
Regulation and Regulatory Review
(January 18, 2011), the Regulatory
Flexibility Act (RFA) (September 19,
1980, Pub. L. 96—-354), section 1102(b) of
the Social Security Act, section 202 of
the Unfunded Mandates Reform Act of
1995 (March 22, 1995; Pub. L. 104-4),
Executive Order 13132 on Federalism
(August 4, 1999), the Congressional
Review Act (5 U.S.C. 804(2)), and
Executive Order 13771 on Reducing
Regulation and Controlling Regulatory
Costs (January 30, 2017).

Executive Orders 12866 and 13563
direct agencies to assess all costs and

benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). A regulatory impact analysis
(RTA) must be prepared for major rules
with economically significant effects
($100 million or more in any 1 year).
This final rule reaches the economic
threshold and thus is considered a
major rule.

CMS considered several alternatives
for defining “‘reasonable and necessary.”
These alternatives included not defining
the term in regulation, define the term
as finalized in this rule (commercial
insurer coverage may be considered
under the Medicare program), and
define the term as commercial insurer
coverage being the sole determinant of
coverage under the Medicare program.
Given the direction in E.O. 13890 to
clarify standards we proposed and
finalized in regulation, the definition of
the term ‘“‘reasonable and necessary.”
The definition we are finalizing
provides consistency and flexibility
regarding the role of commercial insurer
coverage in the Medicare program and
the majority of public comments did not
support the commercial payer
alternative without more public
engagement. We believe the final rule is
consistent with what the public
requested.

The impact of defining “‘reasonable
and necessary” is hard to quantify
without knowing the specific items and
services that would be included in
future NCDs and LCDs and the criteria
that CMS will use for determining
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which commercial insurers will be
considered. Additional information
regarding which commercial insurers
and policies will be developed within
12 months of the effective date of this
rule. In order to demonstrate the
potential impact on Medicare spending,
we developed scenarios that illustrate
the impact of implementing the three
alternatives for defining ‘‘reasonable
and necessary.” The number of NCDs
and LCDs finalized in a given year can
vary and the cost of items and services
within the coverage decisions varies.
Further, while we reviewed coverage of
items and services, we did not take into
account unique Medicare rules
regarding which type of providers/
clinicians may furnish certain services,
place of service requirements, or
payment rules. Our analysis is based on
whether Medicare covered or non-
covered an item or service and whether
we could find coverage for that item or
service by any commercial insurer.
Lastly, this impact analysis is based on
the numbers of NCDs and LCDs
finalized in 2020. (See Table 2 below)

In 2020, CMS and the MAGCs finalized
3 NCDs and 31 LCDs. (This number
represents new LCDs in 2020 and made
publically available via the Medicare
Coverage Database. If more than one
MAC jurisdiction issued an LCD on the
same item or service with the same

coverage decision, only 1 of the LCDs
was included in the count.)

Of the NCDs finalized in 2020, all 3
resulted in expanded national Medicare
coverage. Because none of those NCDs
resulted in non-coverage we did not
evaluate whether commercial insurers
also covered. Therefore, based on 2020
data for NCDs only, the impact would
be $0 for all three alternatives.

Of the 31 LCDs, 27 provided Medicare
positive coverage and 4 resulted in non-
coverage. For those items and services
non-covered we identified 3 of those
items and services were covered in at
least 1 commercial insurer policy. For
these non-covered items and services
we can establish that the possible range
of the cumulative cost of covering them
could be from $0 to $3.4 billion for a
single year (based on price and
approximate Medicare beneficiary
utilization). Because our analysis looked
for any commercial insurer that covered
the item or service, the cost may be less
when utilizing commercial insurer
polices that represent a majority of
covered lives (CMS will publish draft
guidance explaining its methodology
within 12 months of the effective date
of this rule). In addition, even if a
commercial insurer covers an item or
service, for the final rule it is not a
requirement to automatically adopt the
commercial insurers’ coverage.
Therefore, not all items and services
that are non-covered by Medicare and

covered by a can be assumed covered
under this rule. Rather, commercial
insurer coverage is a factor that CMS
will take into account as part of the
body of evidence in determining
coverage through the NCD and LCDs
processes. Because not all commercial
insurer positive coverage will
necessarily transfer to Medicare
coverage and because CMS still to
define which types of commercial
insurers (based on majority of covered
lives) are relevant, we believe that
commercial insurer coverage impact is
likely much smaller, closer to 15-25%
of $3.4 billion, that is, $51-$880
million. Under the third alternative
which requires Medicare to rely on any
coverage by a commercial insurer in
order to achieve Medicare coverage, the
cost would much higher. Using the
same data for the first 2 alternatives,
there were 4 LCDs that resulted in
Medicare non-coverage, and 3
commercial insurers covered the item or
service. Assuming that for this third
assumption that Medicare must cover
these items and services, the cost to the
program could be at least $3.4 billion for
a year for the commercial insurer as sole
determinant of coverage. Because our
analysis looked for any commercial
insurer that covered the item or service,
the cost may be less when utilizing
commercial insurer polices that
represent a majority of covered lives.

TABLE 2—ILLUSTRATED IMPACT FOR THE MEDICARE PROGRAM BY DEFINITION OF REASONABLE AND NECESSARY

Estimated change in Medicare costs for the
alternatives considered

Commercial
No change f
(not Codified o
codifying a definition o o
definition) determinant
Coverage Determinations (NCDS and LCDS) .....cccccvevieriierienieeiesiesiesieseeniesseeneesseeseesneesaesseeneenns $0 $51-880 $3.4+ billion
million.

Regulatory alternatives to this final
rule for MCIT were to combine
Medicare coverage with clinical
evidence development under section
1862(a)(1)(E) of the Act, to take no
regulatory action at this time, or to
adjust the duration of the MCIT
pathway. Combining coverage with
clinical evidence development would
have met the E.O. 13890 overarching
goal of beneficiary access to
breakthrough devices. However, this
alternative did not meet the other E.O.
13890 aims of minimizing time between
FDA market authorization and Medicare
coverage and wide availability. The
timing of coverage would depend upon

the manufacturer being able to initiate a
clinical study and the wide availability
of coverage could be an issue if
providers did not have the
infrastructure necessary to participate in
the clinical study. The pathway had the
benefit of reducing the potential for
patient harm by ensuring Medicare had
clinical evidence while providing
coverage. CMS chose to not to pursue
combining coverage with evidence
development for breakthrough devices
because we wanted to meet the timing
and wide availability aims of E.O.
13890.

CMS also considered taking no
regulatory action and trying to leverage

the existing Medicare coverage
pathways or proposing subregulatory
policies to achieve the streamlined
coverage process described in E.O.
13890. We could not develop
subregulatory policies to achieve the
desired national coverage and access
envisioned in E.O. 13890 because, as
described in this preamble, the existing
coverage pathways do not consistently
provide swift, national beneficiary
access to innovative devices. As
discussed elsewhere in the preamble,
the nature of the problem being
addressed by this final rule is a
potential delay between a milestone
such as FDA market authorization and
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CMS coverage; as such, we requested
comment on a policy option of
shortening of the duration of the MCIT
pathway from the proposed 4 years to 1
year.

The impact of implementing the
MCIT pathway is difficult to determine
without knowing the specific
technologies that would be covered. In
addition, many of these technologies
would be eligible for coverage in the
absence of this rule, such as through a
local or national coverage
determination, so the impact for certain
items may be the acceleration of
coverage or adoption by just a few
months. Furthermore, some of these
devices would be covered immediately
if the MACs decide to pay for them,
which would result in no impact on
Medicare spending for devices approved
under this pathway. However, it is
possible that some of these innovative
technologies would not otherwise be
eligible for coverage in the absence of
this rule. Because it is not known how
these new technologies would otherwise
come to market and be reimbursed, it is
not possible to develop a point estimate
of the impact. In general, we believe the
MCIT coverage pathway would range in
impact from having no impact on
Medicare spending, to a temporary cost
for innovations that are adopted under
an accelerated basis.

The decision to enter the MCIT
pathway is voluntary for the
manufacturer. Because manufacturers
typically join the Medicare coverage
pathway that is most beneficial to them,
this could result in selection against the
existing program coverage pathways (to
what degree is unknown at this point).
In addition, the past trend of new
technology costing more than existing
technology could lead to a higher cost
for Medicare if this trend continued for
technologies enrolling in the MCIT

pathway. Nevertheless, new technology
may also mitigate ongoing chronic
health issues or improve efficiency of
services thereby reducing some costs for
Medicare.

In order to demonstrate the potential
impact on Medicare spending, the CMS
Office of the Actuary (OACT) developed
three hypothetical scenarios that
illustrate the impact of implementing
the proposed MCIT pathway. Scenarios
two and three assume that the device
would not have been eligible for
coverage in the absence of the proposed
rule. (See Table 2) The illustration used
the new devices that applied for a NTAP
in FY 2020 as a proxy for the new
devices that would utilize the MCIT
pathway. The submitted cost and
anticipated utilization for these devices
was published in the Federal Register.16
In addition, we assumed that two
manufacturers would elect to utilize the
MCIT pathway in the first year, three
manufacturers in the second year, four
manufacturers in the third year, and five
manufacturers in the fourth year each
year for all three scenarios. This
assumption is based on the number of
medical devices that received FY 2020
NTAP and were non-covered in at least
one MAC jurisdiction by LCDs and
related articles and our impression from
the FDA that the number of devices
granted breakthrough status is
increasing. For the first scenario, the no-
cost scenario, we assumed that all the
devices would be eligible for coverage
in the absence of the proposed rule. If
the devices received payment nationally
and at the same time then there would
be no additional cost under this
pathway. For the second scenario, the
low-cost scenario, we assumed that the
new technologies would have the
average costs ($2,044) and utilization
(2,322 patients) of similar technologies

included in the FY 2020 NTAP
application cycle. Therefore, to estimate
the first year of MCIT, we multiplied the
add-on payment for a new device by the
anticipated utilization for a new device
by the number of anticipated devices in
the pathway ($2,044 x 2,322 x 2 = $9.5
million). For the third scenario, the
high-cost scenario, we assumed the new
technologies would receive the
maximum add-on payment from the
FY2020 NTAP application cycle
($22,425) and the highest utilization of
a device (6,500 patients). Therefore, to
estimate for the first year of MCIT, we
estimated similarly ($22,425 x 6,500
patients x 2 = $291.5 million). For
subsequent years, we increased the
number of anticipated devices in the
pathway by three, four, and five in the
last two scenarios until 2024.17 In
addition to not taking into account
inflation, the illustration does not reflect
any offsets for the costs of these
technologies that would be utilized
through existing authorities nor the cost
of other treatments (except as noted). It
is not possible to explicitly quantify
these offsetting costs but they could
substantially reduce or eliminate the net
program cost. However, by assuming
that only two to five manufacturers will
elect MCIT coverage, we have implicitly
assumed that, while more
manufacturers could potentially elect
coverage under MCIT, the majority of
devices would have been covered under
a different coverage pathway. Therefore,
a substantial portion of the offsetting
costs are implicitly reflected.

Based on this analysis, there is a range
of potential impacts of the proposed
MCIT coverage pathway as shown in
Table 2. The difference between the
three estimates demonstrates how
sensitive the impact is to the cost and
utilization of these unknown devices.

TABLE 3—ILLUSTRATED IMPACT ON THE MEDICARE PROGRAM BY MCIT COVERAGE PATHWAY

Costs
(in millions)

FY 2021

FY 2022 FY 2023 FY 2024

No-cost Scenario

16 FY 2020 Hospital Inpatient Prospective
Payment System (IPPS) Proposed Rule (84 FR 19640
and 19641) (May 3, 2019) available at https://
www.govinfo.gov/content/pkg/FR-2019-05-03/pdf/
2019-08330.pdf (accessed October 17, 2019).

17 An indirect cost of the proposed rule would be
increased distortions in the labor markets taxed to
support the Medicare Trust Fund. Such distortions
are sometimes referred to as marginal excess tax
burden (METB), and Circular A—94—O0OMB'’s
guidance on cost-benefit analysis of federal
programs, available at https://www.whitehouse.gov/
sites/whitehouse.gov/files/omb/circulars/A94/
a094.pdf—suggests that METB may be valued at

............................................. $0

roughly 25 percent of the estimated transfer
attributed to a policy change; the Circular goes on
to direct the inclusion of estimated METB change
in supplementary analyses. If secondary costs—
such as increased marginal excess tax burden is, in
the case of this final rule—are included in
regulatory impact analyses, then secondary benefits
must be as well, in order to avoid inappropriately
skewing the net benefits results, and including
METB only in supplementary analyses provides
some acknowledgement of this potential imbalance.

$0 $0 $0
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TABLE 3—ILLUSTRATED IMPACT ON THE MEDICARE PROGRAM BY MCIT COVERAGE PATHWAY—Continued

Costs
(in millions)
FY 2021 FY 2022 FY 2023 FY 2024
Low-cost Scenario 9.5 23.7 42.7 66.4
High-cost Scenario 2915 728.8 1,311.9 2,040.7

We believe the assumptions used in
the three scenarios are reasonable to
show the possible wide range of impacts
for implementing this proposed
pathway, in particular for a technology
that would not have otherwise been
eligible for coverage.

Comment: A commenter supported
CMS’ assertion that new technology
may mitigate ongoing chronic health
issues or improve efficiency of services
thereby reducing some cost for
Medicare, and that incentivizing
breakthrough medical devices will lead
to both direct cost offsets (i.e., cost
savings) and indirect benefits (e.g.,
quality of life, clinical outcomes) across
multiple therapeutic areas. Another
expressed concern that funding for
MCIT will result in neutrality
adjustments across the Physician Fee
Schedule (PFS).

Response: We appreciate these
comments. Payment for Medicare
covered physician services and other
services paid under the PFS are subject
to statutorily-required budget neutrality
adjustments, determined based on the
utilization of particular services. The
RIA did not incorporate changes to PFS
as we do not expect that it is likely PFS
will require adjustment.

The RFA requires agencies to analyze
options for regulatory relief of small
entities. For purposes of the RFA, small
entities include small businesses,
nonprofit organizations, and small
governmental jurisdictions. Some
hospitals and other providers and
suppliers are small entities, either by
nonprofit status or by having revenues
of less than $7.5 million to $38.5
million in any 1 year. Individuals and
States are not included in the definition
of a small entity. We reviewed the Small
Business Administration’s Table of
Small Business Size Standards Matched
to North American Industry
Classification System (NAICS) Codes to
determine the NAICS U.S. industry
titles and size standards in millions of
dollars and/or number of employees
that apply to small businesses that
could be impacted by this rule.1® We

18 Small Business Administration, Table of Small
Business Size Standards Matched to North
American Industry Classification System (NAICS)
Codes, available at https://www.sba.gov/sites/

determined that small businesses
potentially impacted may include
surgical and medical instrument
manufacturers (NAICS code 339112,
dollars not provided/1,000 employees),
Offices of Physicians (except Mental
Health Specialists) (NAICS code
621111, $12 million/employees not
provided), and Freestanding
Ambulatory Surgical and Emergency
Centers (NAICS code 621493, $16.5
million/employees not provided).
During the first 4 years of MCIT, we
anticipate approximately 14 surgical
and medical instrument manufacturers
may participate, and based off of U.S.
Census data, the majority of this
businesses type are small businesses
with less than 1,000 employees (968 out
of 1,093 businesses have less than 500
employees).19 As such, this final rule
will impact less than 5 percent of these
businesses, and the revenue impact, if
any, would not be negative. Rather, it
would be a positive impact because
MCIT would provide Medicare coverage
(and subsequent payment) to providers
who purchase the devices from these
manufacturers. For Offices of Physicians
(except Mental Health Specialists) and
Freestanding Ambulatory Surgical and
Emergency Centers that may be
providing the breakthrough devices, the
majority are small businesses with less
than 1,000 employees (4,060 out of
4,385 and 160,367 out of 161,286 have
less than 500 employees,
respectively).20 Given that we estimate,
at most in the high-cost scenario, that
6,500 beneficiaries would utilize
breakthrough devices through MCIT per
year, and even if each beneficiary were
to access services at only one of these
small businesses (that is, no two
beneficiaries used the same office or
center), still less than 5 percent of these
small businesses would be impacted by
MCIT. As such, the revenue impact, if
any, would not be negative, rather, it

default/files/2019-08/
SBA%20Table% 200f%20Size % 20Standards_
Effective%20Aug%2019%2C%202019_Rev.pdf.
192017 County Business Patterns and 2017
Economic Census. Number of Firms, Number of
Establishments, Employment, Annual Payroll, and
Preliminary Receipts by Enterprise Employment
Size for the United States, All Industries: 2017
(release date: May 6, 2020).
20 [d.

would be a positive impact because
MCIT would provide Medicare coverage
(and subsequent payment) to providers.
Overall, this final rule results in a
payment, not a reduction in revenue.
We are not preparing a further analysis
for the RFA because we have
determined, and the Secretary certifies,
that the proposed rule and this
subsequent final rule will not have a
significant negative economic impact on
a substantial number of small entities
because small entities are not being
asked to undertake additional effort or
take on additional costs outside of the
ordinary course of business. Rather, for
small entities that develop or provide
breakthrough devices to patients, the
proposed rule and this final rule are a
means for the device to be covered
through the Medicare program, which
does not detract from revenue and could
be viewed as a positive economic
impact. With the limited information we
had to base this estimate, we solicited
public comment on improvements to
this estimate for this final rule.

After consideration of the public
comments we received, we are
finalizing the rule as proposed.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 604 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Metropolitan Statistical Area for
Medicare payment regulations and has
fewer than 100 beds. We are not
preparing an analysis for section 1102(b)
of the Act because we have determined,
and the Secretary certifies, that the
proposed rule and the final rule would
not have a significant impact on the
operations of a substantial number of
small rural hospitals because small rural
hospitals are not being asked to
undertake additional effort or take on
additional costs outside of the ordinary
course of business. Obtaining
breakthrough devices for patients is at
the discretion of providers. We are not
requiring the purchase and use of
breakthrough devices. Providers should
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continue to work with their patients to
choose the best treatment. For small
rural hospitals that provide
breakthrough devices to their patients,
this proposed rule is a means for the
device to be covered through the
Medicare program.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule whose mandates require spending
in any 1 year of $100 million in 1995
dollars, updated annually for inflation.
In 2020, that threshold was
approximately $156 million. This final
rule would have no consequential effect
on State, local, or tribal governments or
on the private sector.

Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates a
proposed rule (and subsequent final
rule) that imposes substantial direct
requirement costs on State and local
governments, preempts State law, or
otherwise has Federalism implications.
Since this final rule does not impose
any costs on State or local governments,
the requirements of Executive Order
13132 are not applicable.

Executive Order 13771 (E.O. 13771),
titled Reducing Regulation and
Controlling Regulatory Costs, was
issued on January 30, 2017. The
proposed rule, is being finalized as
proposed, and is expected to impose no
more than de minimis costs and thus be
neither an E.O. 13771 regulatory action
nor an E.O. 13771 deregulatory action.

In accordance with the provisions of
Executive Order 12866, this final rule
was reviewed by the Office of
Management and Budget.

List of Subjects in 42 CFR Part 405

Administrative practice and
procedure, Diseases, Health facilities,
Health professions, Medical devices,
Medicare, Reporting and recordkeeping
requirements, Rural areas, X-rays.

For the reasons set forth in the
preamble, the Genters for Medicare &
Medicaid Services amends 42 CFR
chapter IV as set forth below:

PART 405—FEDERAL HEALTH
INSURANCE FOR THE AGED AND
DISABLED

m 1. The authority for part 405
continues to read as follows:

Authority: 42 U.S.C. 263a, 405(a), 1302,
1320b-12, 1395x, 1395y(a), 1395ff, 1395hh,
1395kk, 1395rr, and 1395ww(k).

m 2. Section 405.201 is amended in
paragraph (b) by adding a definition for
“Reasonable and necessary” in
alphabetical order to read as follows:

§405.201 Scope of subpart and
definitions.
* * * * *

(b] * % %

Reasonable and necessary means that
an item or service is considered—

(i) Safe and effective;

(ii) Except as set forth in §411.15(0)
of this chapter, not experimental or
investigational; and

(iii) Appropriate for Medicare
patients, including the duration and
frequency that is considered appropriate
for the item or service, in terms of
whether it meets all of the following
criteria:

(A) Furnished in accordance with
accepted standards of medical practice
for the diagnosis or treatment of the
patient’s condition or to improve the
function of a malformed body member;

(B) Furnished in a setting appropriate
to the patient’s medical needs and
condition;

(C) Ordered and furnished by
qualified personnel;

(D) Meets, but does not exceed, the
patient’s medical need; and

(E) Is at least as beneficial as an
existing and available medically
appropriate alternative; or

(F) Not later than March 15, 2022,
CMS will issue draft subregulatory
guidance on the methodology of which
commercial insurers are relevant based
on the measurement of majority of
covered lives. For national and local
coverage determinations, which have
insufficient evidence to meet paragraphs
(b)(3)(i) through (v) of this section, CMS
will consider coverage to the extent the
items or services are covered by a
majority of commercial insurers. As part
of CMS’ consideration, CMS will
include in the national or local coverage
determination its reasoning for its
decision if coverage is different than the
majority of commercial insurers.

* * * * *

m 3. Subpart F, consisting of §§ 405.601—
405.607, is added to read as follows:

Subpart F—Medicare Coverage of

Innovative Technology

Sec.

405.601 Medicare coverage of innovative
technology.

405.603 Medical device eligibility.

405.605 Coverage of items and services.

405.607 Coverage period.

Subpart F—Medicare Coverage of
Innovative Technology

§405.601 Medicare coverage of innovative
technology.

(a) Basis and scope. Medicare
coverage of innovative technology
(MCIT) is a program that provides
national, time-limited coverage under

section 1862(a)(1)(A) of the Act for
certain breakthrough medical devices.
Manufacturer participation in the
pathway for breakthrough device
coverage is voluntary.

(b) Definitions. For the purposes of
this subpart, the following definitions
are applicable:

Breakthrough device means a device
that receives such designation by the
Food and Drug Administration (FDA)
(section 515B(d)(1) of the FD&C Act (21
U.S.C. 360e—3(d)(1)).

MCIT stands for Medicare coverage of
innovative technology.

§405.603 Medical device eligibility.

The MCIT pathway is available only
to medical devices that meet all of the
following:

(a) That are FDA-designated
breakthrough devices.

(b) That were FDA market authorized
on [Enter date 2 years prior to effective
date of final rule] and thereafter.

(c) That are used according to their
FDA approved or cleared indication for
use.

(d) That are within a Medicare benefit
category.

(e) That are not the subject of a
Medicare national coverage
determination.

(f) That are not otherwise excluded
from coverage through law or
regulation.

§405.605 Coverage of items and services.

Covered items and services furnished
within the MCIT pathway may include
any of the following, if not otherwise
excluded from coverage and according
to existing coverage and/or payment
policies as applicable:

(a) The breakthrough device.

(b) Any reasonable and necessary
procedures to implant and/or use the
breakthrough device.

(c) Reasonable and necessary items
and services to maintain the
breakthrough device.

(d) Related care and services for the
breakthrough device.

(e) Reasonable and necessary services
to treat complications arising from use
of the breakthrough device.

§405.607 Coverage period.

(a) Start of the period. The MCIT
pathway begins on the date requested by
the manufacturer in an email to CMS at
any time opting in to the MCIT pathway
provided the requested start date is no
earlier than—

(1) The date the breakthrough device
receives FDA market authorization; or

(2) The date requested by the
manufacturer, provided that such a date
is not later than 2 years after the date
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described in paragraph (a)(1) of this
section.

(b) End of the period. The MCIT
pathway for a breakthrough device ends
as follows:

(1) No later than 4 years from the date
the breakthrough device received FDA
market authorization.

(2) Prior to 4 years if a manufacturer
withdraws the breakthrough device
from the MCIT pathway.

(3) Prior to 4 years if the breakthrough
device becomes the subject of a national
coverage determination or otherwise
becomes noncovered through law,
regulation, or at the discretion of the
Secretary subsequent to an FDA medical
device safety communication or
Warning Letter.

(4) Prior to 4 years if the FDA removes
authorization of a device, the
breakthrough device is removed from
the MCIT pathway.

Dated: December 31, 2020.

Seema Verma,
Administrator, Centers for Medicare &
Medicaid Services.
Dated: January 5, 2021.
Alex M. Azar II,

Secretary, Department of Health and Human
Services.

[FR Doc. 2021-00707 Filed 1-12-21; 4:15 pm]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

45 CFR Part 1
[HHS-0S-2021-0001]
RIN 0991-AC18

Department of Health and Human
Services Transparency and Fairness in
Civil Administrative Enforcement
Actions

AGENCY: Office of the Secretary,
Department of Health and Human
Services.

ACTION: Final rule.

SUMMARY: The Department of Health and
Human Services is issuing regulations
promoting transparency and fairness in
civil enforcement actions. These
regulations will help to ensure that
regulated parties receive fair notice of
laws and regulations they are subject to,
and have an opportunity to contest an
agency determination prior to the
agency taking an action that has a legal
consequence.

DATES: Effective January 12, 2021.

FOR FURTHER INFORMATION CONTACT:
Brenna Jenny, Department of Health and
Human Services, 200 Independence

Avenue SW, Room 713F, Washington,
DC 20201. Email: Good.Guidance@
hhs.gov. Telephone: (202) 690—-7741.

I. Statutory and Regulatory Background

The primary legal authority
supporting this rulemaking is 5 U.S.C.
301. That provision provides that the
“head of an Executive department or
military department may prescribe
regulations for the government of his
department, the conduct of its
employees, the distribution and
performance of its business, and the
custody, use, and preservation of its
records, papers, and property.” This
statute authorizes an ““agency to regulate
its own affairs,” and issue rules, such as
this one, that are “rules of agency
organization[,] procedure or practice.”
Chrysler Corp. v. Brown, 441 U.S. 281,
309-10 (1979). Similarly, 42 U.S.C. 1302
provides that the Secretary “shall make
and publish such rules and regulations,
not inconsistent with this chapter, as
may be necessary to the efficient
administration of the functions with
which [he] is charged” under Chapter 7
of the Social Security Act. Chapter 7
contains, among other things, statutory
provisions governing Medicare,
Medicaid, and the Health Insurance
Portability and Accountability Act
(HIPAA).

The Administrative Procedure Act
(“APA”), 5 U.S.C. 551 et seq., specifies
the process by which such regulations
are promulgated. Department heads
generally must prescribe regulations
through notice-and-comment
rulemaking, but there is an exception for
“rules of agency organization,
procedure, or practice.” The
requirements for notice and comment
prior to finalization also do not apply to
regulations that involve “‘a matter
relating to agency management or
personnel.” 5 U.S.C. 553(a)(2).

Because this final rule only specifies
procedures that agency personnel must
follow or that will govern civil
enforcement actions, it is exempt from
the requirement for notice and comment
prior to finalization. In determining
whether notice-and-comment
rulemaking is required, the “critical
feature is that [the rule] covers agency
actions that do not themselves alter the
rights or interests of the parties,
although it may alter the manner in
which the parties present themselves or
their viewpoints to the agency.” Nat’]
Sec. Counselors v. CIA, 931 F. Supp. 2d
77,106-07 (D.D.C. 2013) (quoting
Batterton v. Marshall, 648 F.2d 694, 707
(D.C. Cir. 1980)). This rule is exempt
from notice and comment because it
does not “put ] a stamp of approval or
disapproval on a given type of

behavior.” Am. Hosp. Assoc. v. Bowen,
834 F.2d 1037, 1047 (D.C. Cir. 1987).
What had been a regulatory violation
prior to finalization of this rule still is;
the Department of Health and Human
Services (“HHS” or “the Department”)
is only modifying the procedures
governing civil enforcement actions and
the Department’s civil enforcement
action practices. To be sure, these
procedural modifications, like most
rules of agency procedure or personnel,
might have some impact on the public.
But agency rules that impose
“derivative,” “incidental,” or
“mechanical” burdens upon regulated
individuals are considered procedural,
rather than substantive, and are
therefore exempt from the notice-and-
comment requirement. Id. at 1051.
Moreover, to the extent this rule has
effects on the public, it only provides
additional protections to the public,
rather than depriving the public of any
rights or interests it previously had.

The APA requires that
“administrative policies affecting
individual rights and obligations be
promulgated pursuant to certain stated
procedures so as to avoid the inherently
arbitrary nature of unpublished ad hoc
determinations.” Morton v. Ruiz, 415
U.S. 199, 232 (1974). The Freedom of
Information Act amended the APA to
advance this goal, and generally
requires that agencies publish in the
Federal Register their substantive rules
of general applicability, statements of
general policy, and interpretations of
law that are generally applicable. 5
U.S.C. 552(a)(1)(D). Unless a party has
actual and timely notice of the terms of
arule or policy, the Freedom of
Information Act generally provides that
a party may not be adversely affected by
a rule or policy required to be published
in the Federal Register that is not so
published. 5 U.S.C. 552(a)(1)(flush
language). This rule of agency procedure
ensures that HHS actions comport with
these requirements.

II. Summary of Transparency and
Fairness Regulations

To provide regulated parties with
greater transparency and fairness in
administrative actions, and consistent
with the requirements of Executive
Order 13892 of October 9, 2019,
“Promoting the Rule of Law Through
Transparency and Fairness in Civil
Administrative Enforcement and
Adjudication,” 84 FR 55239 (Oct. 15,
2019), HHS is setting forth policies that
promote transparency and fairness in
civil enforcement actions that will apply
to all divisions of HHS. The
requirements in this rule amend 45 CFR
part 1.
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This rule is one component of the
Department’s broader regulatory reform
initiative. The rule is designed to ensure
accountability, fairness of how the
Department uses guidance, proper use
of guidance documents, and
opportunities for third parties to be
heard, and to safeguard the important
principles underlying the United States
administrative law system.

A. Scope (45 CFR 1.1)

The requirements established
pursuant to this rule in §§1.2(b) and 1.6
through 1.9 apply to civil enforcement
actions by any component of the
Department. Sections 1.3 through 1.5 (as
well as the definitions in § 1.2 that were
added through the Good Guidance
Practices final rule at 85 FR 78770 (Dec.
7, 2020), and that we will recodify in
this rule at § 1.2(a)) will continue to
apply to all guidance documents until
FDA amends its good guidance practices
regulation to be consistent with the HHS
Good Guidance Practices rule, at which
point §§1.2(a) and 1.3 through 1.5 shall
apply to all divisions of HHS except
FDA.

Nothing in this rule shall apply:

e To any action that pertains to
foreign or military affairs, or to a
national security or homeland security
function of the United States (other than
procurement actions and actions
involving the import or export of
nondefense articles and services);

e To any action related to a criminal
investigation or prosecution, including
undercover operations, or any civil
enforcement action or related
investigation by the Department of
Justice, including any action related to
a civil investigative demand under 18
U.S.C. 1968;

e To any action related to detention,
seizure, or destruction of counterfeit
goods, pirated goods, or other goods that
infringe intellectual property rights;

e To any investigation of misconduct
by an agency employee or any
disciplinary, corrective, or employment
action taken against an agency
employee; or

¢ In any other circumstance or
proceeding to which application of this
order, or any part of this order, would,
in the judgment of the Secretary of HHS,
undermine the national security.

B. Definitions (45 CFR 1.2)

The definitions section at 45 CFR 1.2
is amended to include the following
definitions at paragraph (b).

Civil Enforcement Action

HHS defines “civil enforcement
action” to mean an action with legal
consequence taken by the Department

based on an alleged violation of the law.
Such actions include administrative
enforcement proceedings and
enforcement adjudication (which is the
administrative process undertaken by
any component of the Department to
resolve the legal rights and obligations
of specific parties with regard to a
particular enforcement issue pending
before it) but do not include actions
taken in the normal course of the
Department’s regulatory
communications or decision-making, for
example, decisions on product
applications (such as approvals or
denials/withdrawals of approval),
claims authorizations, responses to
citizen petitions, food or color additive
petitions, or public health notifications.

Legal Consequence

HHS defines “legal consequence” as
the result of an action that directly or
indirectly affects substantive legal rights
or obligations including by subjecting a
regulated party to potential liability in
an enforcement action. The meaning of
this term is informed by the Supreme
Court’s discussion in U.S. Army Corps
of Engineers v. Hawkes Co., 136 S. Ct.
1807, 1813-16 (2016), and includes, for
example, agency letters or orders
establishing or increasing the
probability of liability for regulated
parties in a subsequent enforcement
action, Ipsen Biopharmaceuticals, Inc.
v. Azar, 943 F.3d 953, 956 (D.C. Cir.
2019); Rhea Lana, Inc. v. Dep’t of Labor,
824 F.3d 1023, 1030 (D.C. Cir. 2016). It
does not include a warning letter or
other communication, such as one
describing inspectional observations,
that pursuant to agency policy is
intended to provide notice to a
regulated party and elicit voluntary
compliance. Such warning letters and
inspectional observations have no
immediate regulatory implications for
the entity, are an interim step in the
agency’s compliance communications
with an entity, and are not final agency
action that has legal consequences for a
party. See Orton Motor, Inc. v. HHS, 884
F.3d 1205, 1215 (D.C. Cir. 2018);
Holistic Candlers & Consumers Ass’n v.
FDA, 664 F.3d 940 (D.C. Cir. 2012); see
also Hi-Tech Pharm., Inc. v. Hahn, Civ.
No. 19-1268(RBW), 2020 WL 3498588,
*5 (D.D.C. June 29, 2020); Lystn, LLC v.
FDA, No. 19-cv—1943-PAB-KLM, 2020
WL 248962, *5 (D. Colo. Jan. 16, 2020);
Cody Labs., Inc. v. Sebelius, No. 10-CV—
00147-AB]J, 2010 WL 3119279, *11 (D.
Wyo. July 26, 2010), aff’d, 446 F. App’x
964, 969 (10th Cir. 2011); Gomperts v.
Azar, No. 1:19—cv-00345-DCN, 2020
WL 3963864, *4—5 (D. Idaho July 13,
2020).

Unfair Surprise

HHS defines “unfair surprise” to
mean a lack of reasonable certainty or
fair warning, from the perspective of a
reasonably prudent member of regulated
industry, of what a legal standard
administered by an agency requires, or
the initiation of litigation by HHS
following ““a very lengthy period of
conspicuous inaction,” in other words
deliberate inaction, suggesting the
agency previously had a different
interpretation. Christopherv.
SmithKline Beecham Corp., 567 U.S.
142, 156 (2012). However, an agency
does not create unfair surprise when it
proceeds with a new interpretation that
it established in notice-and-comment
rulemaking. See Martin v. Occupational
Safety & Health Review Comm’n, 499
U.S. 144, 158 (1991) (identifying
“adequacy of notice to regulated
parties” as one factor relevant to the
reasonableness of the agency’s
interpretation).

The definitions currently at 45 CFR
1.2 will be moved into a new paragraph
(a). All definitions at paragraph (a)
apply to all components of HHS until
FDA amends its good guidance practices
regulation, at which point the
definitions at 45 CFR 1.2(a) shall apply
to all divisions of HHS except FDA. The
definitions at § 1.2(b) will apply to all
components of the Department,
including FDA.

C. Proper Department Reliance on
Guidance Documents (45 CFR 1.6)

This rule reiterates the application of
certain existing legal principles to
HHS’s use of guidance documents:
When the Department takes a civil
enforcement action or otherwise makes
a determination based on an alleged
violation of law that has legal
consequence for a person or state, it
must allege or establish the violation of
law by applying statutes or regulations.
HHS may not use guidance documents
to impose binding requirements or
prohibitions on persons outside of the
executive branch except as authorized
by law or expressly incorporated into a
contract. Noncompliance with a
standard or practice that is not in a
statute or regulation and announced
solely in a guidance document may not
be treated as itself a violation of
applicable statutes or regulations, unless
expressly authorized by statute.

This rule also explains the
appropriate circumstances when the
Department may use a guidance
document in civil enforcement actions.
The Department may use a guidance
document to explain the legal
applicability of a statute or regulation
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with regard to prohibition of conduct,
but when it does so, HHS may only use
the guidance document to articulate the
Department’s understanding of how a
statute or regulation applies to
particular circumstances. Except when
referring to a guidance document for
historical facts, the Department may
reference a guidance document in a civil
enforcement action only if it has
notified the public of such document to
convey that understanding in advance.
The Department must notify the public
in advance of a guidance document
through publication in the Department’s
guidance repository (as described in

§ 1.4 and available at hhs.gov/guidance).

D. Fairness and Notice in Civil
Enforcement Actions and
Administrative Inspections (45 CFR 1.7)

This rule would require the
Department to only apply standards or
practices that have been publicly stated
in a manner that would not cause unfair
surprise when HHS takes a civil
enforcement action or otherwise makes
a determination based on an alleged
violation of law that has legal
consequence for a person or state,
unless a statutory exception applies.
See, e.g., 42 U.S.C. 1395hh(e). For
purposes of this regulation, the
Department would consider standards
or practices to be publicly stated if
available in paper publications or on the
internet.

HHS avoids unfair surprise not only
when it imposes penalties but also
whenever it adjudges past conduct to
have violated the law. For example, the
Department generally cannot
retroactively impose liability on a party
for conduct that violates a new agency
interpretation. But see 42 U.S.C.
1395hh(e). The Department also may
not alter its interpretation during an
adjudicative proceeding if doing so
would impose new liability on parties
who have acted in good faith on the
prior interpretation. SmithKline
Beecham, 567 U.S. at 156 & n.15.

Section 7 of Executive Order 13892
requires that each agency that conducts
civil administrative inspections must
publish a rule of agency procedure
governing such inspections, if such a
rule does not already exist. The
Department is adding a requirement at
45 CFR 1.7 that HHS shall only conduct
civil administrative inspections
according to published rules of agency
procedure. While the Administrative
Procedure Act exempts these
subsequently issued rules of agency
procedure themselves from notice-and-
comment rulemaking, see 5 U.S.C.
553(b)(3)(A), each agency must make the
rules governing its civil administrative

inspections, including audits, publicly
available and readily accessible, such as
by posting them on a website.

E. Fairness and Notice in Jurisdictional
Determinations (45 CFR 1.8)

The requirement for fairness and
notice also extends to jurisdictional
determinations. If the Department relies
on a decision previously issued by an
agency within the Department in an
agency adjudication (i.e., proceedings
before and decided by the agency),
administrative order, or agency
document to assert a new or expanded
claim of jurisdiction (e.g., a claim to
regulate a new subject matter or a new
basis for liability, or a relinquishment of
a claim of jurisdiction), the Department
must give fair notice by publishing the
initial decision in the Federal Register
or the Department’s guidance
repository. See 45 CFR 1.4. The
Department should not rely on the new
claim of jurisdiction to take a civil
enforcement action regarding conduct
that occurred before such publication. A
claim of jurisdiction is not ‘“new or
expanded” simply because it involves a
new or novel set of facts so long as it
is based on an established principle of
general applicability.

If the Department intends to rely on
a document arising out of litigation
(other than a publicly published
opinion of an adjudicator) such as a
brief, a consent decree, or a settlement
agreement, to establish jurisdiction in
future civil enforcement actions
involving persons who were not parties
to the litigation, the Department must
also publish that document in the
Federal Register or on the Department’s
guidance repository. Alongside
publication of the document, the
Department must also provide an
explanation of the document’s
jurisdictional implications. Publication
of a document discussed in this
paragraph may either be in full or by
citation, if the document is publicly
available.

HHS is also proposing that if the
Department seeks judicial deference to
its interpretation of a document arising
out of litigation (other than a publicly
published opinion of an adjudicator) in
order to establish a new or expanded
claim of jurisdiction, HHS must, before
seeking judicial deference, publish the
document or a notice of availability in
the Federal Register or on the
Department’s guidance repository, along
with an explanation of the document’s
jurisdictional implications.

F. Opportunity To Contest Agency
Determinations (45 CFR 1.9)

Providing regulated parties with the
opportunity to be heard, including
through informal oral or written
communications, prior to the
Department taking any civil
enforcement action that has legal
consequence is critical to ensuring that
the Department operates with
transparency and fairness. This rule will
require that, before any component of
the Department takes any civil
enforcement action with respect to a
particular entity that has legal
consequence for that entity—including
by issuing to such a person a notice of
noncompliance or other similar notice
that has immediate regulatory
consequence or the immediate effect of
subjecting the person to potential
liability—the Department must afford
that person an opportunity to be heard,
either orally or in writing, as deemed
appropriate at the Department’s
election. The rule will require HHS to
provide the person with its proposed
legal and factual determinations and
then give the person a reasonable
amount of time to respond to those
determinations. The specific timeframe
shall be in the discretion of the agency
but must be long enough to provide a
meaningful opportunity to be heard.
Certain circumstances may warrant a
time period of 30 days, while other
circumstances may warrant a shorter
period, such as 15 days or fewer,
particularly where existing agency
procedures already offer a shorter
period in which to respond. Unless the
Department withdraws the action, the
Department must then respond in
writing to the regulated party and
articulate the final basis for the
Department’s action. This written
response may be issued
contemporaneous to the Department
taking the action with legal
consequence. We anticipate that
generally, existing HHS procedures will
already satisfy these standards, and
where they do, those existing
procedures will continue in effect
unchanged. This rulemaking is not
intended to preempt existing rules of
agency procedure that are already
consistent with this rule. Furthermore,
where the Department takes an action
based on a predicate finding that was
reached following notice, an
opportunity to be heard, and a written
response, for example, where the
Department revokes Medicare
enrollment based on a prior exclusion or
felony conviction, these procedural
requirements are considered to have
already been satisfied.
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These procedures regarding fair notice
and an opportunity to respond would
not apply where the agency, in its
discretion, determines there is a serious
threat to health, safety, or similar
emergency, or where a statute
specifically authorizes proceedings that
are inconsistent with this section,
including proceedings without a prior
opportunity to be heard. Where such a
threat arises and a statute does not
specifically authorize proceedings
without a prior opportunity to be heard,
HHS would still provide an affected
entity with an opportunity to be heard
and a written response as soon as
practicable. In this context, a serious
threat means that, as reasonably
determined by the Department, there is
a non-negligible likelihood of the threat
materializing.

We anticipate that the exception from
§ 1.9 for actions taken in the context of
threats to health, safety, or similar
emergencies will apply broadly to
public health agencies acting in
furtherance of their missions. Actions
will be considered to fall into this
exception regardless of whether there is
a showing of actual, imminent risk or
harm, either to persons or animals. The
agency has sole discretion to determine
when an action falls into this exception.
An agency may invoke this exception
regardless of whether agency action is
taken reactively (e.g., to address an
unsafe item currently on the market) or
proactively (e.g., to enforce regulations
needed to protect public health prior to
actual exposure by the public to unsafe
items). Actions that fall into this
exception include, for example,
enforcing age restrictions or other
controls around access to certain
regulated products, enforcing
manufacturer recordkeeping or
reporting requirements, enforcing
premarket requirements where there is
an absence of or insufficient data
concerning the product, protecting
beneficiary data privacy or a federal
healthcare program beneficiary from
harm, and taking action to remove
unapproved, misbranded, or adulterated
human or animal products from the
market.

Because of this exception, the
procedures in § 1.9 generally will not
impact, for example, the administrative
detention process for foods, drugs,
devices, and tobacco products (21
U.S.C. 334(g), (h)), the detention,
refusal, and where authorized,
destruction of imported products
regulated by FDA (21 U.S.C. 381),
disqualification (21 CFR parts 56, 58,
312,511, 812), administrative detention,
recall requests, import alerts, or other
public notifications about food, drug,

device, or tobacco products, or other
actions related to investigating
adulterated or misbranded products.

These procedures would also not
apply to settlement negotiations
between agencies and regulated parties,
to notices of a prospective legal action,
where a statute specifically precludes
review of agency action, or to litigation
before courts. Examples of situations
where statutes specifically authorize
differently structured proceedings
include, but are not limited to, the
hospital cost report appeals process (42
U.S.C. 139500), the individual benefit
claims appeals process (42 U.S.C.
1395ff), and the process for the review
of disallowances of Medicaid
expenditures by the Secretary (42 U.S.C.
1316(e)). In such circumstances, the
process and substantive standards
governing review of claims arising
under a relevant statute or regulation
remain governed by those more specific
procedures. The procedures would also
not apply to any action related to a
criminal investigation or prosecution,
including undercover operations that
may be used in a criminal investigation
or prosecution, or any civil enforcement
action either related to an investigation
by the Department of Justice, or referred
to the Department of Justice.

III. Rulemaking Analyses and Notices

A. Executive Orders 12866 and 13563

Executive Order 12866, ‘‘Regulatory
Planning and Review,” and Executive
Order 13563, “Improving Regulation
and Regulatory Review,” direct agencies
to assess all costs and benefits of
available regulatory alternatives and, if
the regulation is necessary, to select
regulatory approaches that maximize
net benefits. The Department does not
believe that this rulemaking is a
significant regulatory action under these
Executive Orders. This rule describes an
update to the Department’s current
processes to ensure that it operates with
transparency and fairness. The
requirements in 45 CFR 1.6 through 1.9
relating to the proper use of guidance
documents and fairness and notice in
enforcement actions generally already
exist in law. The requirements set forth
in Section 6 of Executive Order 13892
and codified at 45 CFR 1.6 may exceed
the requirements imposed by the Due
Process clause of the Constitution and
may impose a burden by delaying the
time until HHS can take actions with
legal consequence. However, this
process will also offer important
procedural safeguards and potentially
reduce economic costs borne by
regulated entities, which will have an
opportunity to respond in writing before

the Department takes an action that has
(potentially costly) legal consequence.
The Department anticipates that the
public, and, in particular, regulated
parties, would benefit from greater
efficiencies and more transparency in
how the Department regulates,
including facilitating smoother
operations within HHS by clearly
defining how guidance can be used.

B. Executive Order 13771

This final rule is neither a regulatory
nor a deregulatory action under
Executive Order 13771, “Reducing
Regulation and Controlling Regulatory
Costs,” 82 FR 9339 (Feb. 3, 2017),
because this rule is estimated to impose
no more than de minimis costs on
regulated entities.

C. Regulatory Flexibility Act

The Department has examined the
economic implications of this rule as
required by the Regulatory Flexibility
Act (RFA), 5 U.S.C. 601 et seq. The RFA
requires an agency to describe the
impact of a rulemaking on small entities
by providing an initial regulatory
flexibility analysis, unless the agency
expects that the rule will not have a
significant impact on a substantial
number of small entities, provides a
factual basis for this determination, and
proposes to certify the statement. 5
U.S.C. 603(a), 605(b). The Department
considers a proposed or final rule to
have a significant impact on a
substantial number of small entities if it
has at least a three percent impact on
revenue on at least five percent of small
entities. The Department anticipates
that this rule will allow small entities to
operate more efficiently, by increasing
the transparency of government
regulation. As a result, the Department
has determined, and the Secretary
certifies, that this final rule would not
have a significant impact on the
operations of a substantial number of
small entities.

D. Executive Order 13132 (Federalism)

Executive Order 13132, “Federalism,”
establishes certain requirements that an
agency must meet when it promulgates
a rule that imposes substantial direct
requirement costs on State and local
governments or has Federalism
implications. The Department has
determined that this final rule will not
impose such costs or have any
federalism implications.

E. Paperwork Reduction Act of 1995

In accordance with the Paperwork
Reduction Act of 1995 and its
implementing regulations, 44 U.S.C.
3501-3521; 5 CFR part 1320, the
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Department has reviewed this rule and
has determined that it imposes no new
collections of information.

List of Subjects in 45 CFR Part 1

Guidance, Government employess.

For the reasons set forth in the
preamble, the Department of Health and
Human Services amends 45 CFR Part I
as set forth below:

PART 1—TRANSPARENCY AND
FAIRNESS IN CIVIL ADMINISTRATIVE
ENFORCEMENT AND ADJUDICATION

m 1. The authority citation for part 1
continues to read as follows:

Authority: 42 U.S.C. 1302, 5 U.S.C. 301,
551 et seq.
m 2. Section 1.1 isrevised to read as
follows:

§1.1 Scope.

Sections 1.2(a) and 1.3 through 1.5 of
this part shall apply to guidance
documents issued by all components of
the Department, until the Secretary
amends the Food and Drug
Administration’s good guidance
regulations at 21 CFR 10.115 to bring
them into conformance with the
requirements of this part, at which
point, such amended regulations shall
apply to the Food and Drug
Administration, and §§1.2(a) and 1.3
through 1.5 shall apply to all divisions
of the Department except the Food and
Drug Administration. Sections 1.2(b)
and 1.6 through 1.9 of this part shall
apply to all components of the
Department.

m 3. Section 1.2 is amended by
designating the existing text as
paragraph (a) followed by the
alphabetical ordered definitions,
revising newly designated paragraph (a)
introductory text, and adding paragraph
(b).

The revision and addition read as
follows:

§1.2 Definitions.

(a) The following definitions apply to
all components of the Department until
the Secretary amends the Food and Drug
Administration’s good guidance
regulations at 21 CFR 10.115 to bring
them into conformance with the
requirements of §§ 1.3 through 1.5 of
this part:

* * * * *

(b) The following definitions apply to
all components of the Department:

Civil enforcement action means an
action with legal consequence taken by
the Department based on an alleged
violation of the law. Such actions
include administrative enforcement

proceedings and enforcement
adjudication (which is the
administrative process undertaken by
any component of the Department to
resolve the legal rights and obligations
of specific parties with regard to a
particular enforcement issue pending
before it) but do not include actions
taken in the normal course of the
Department’s regulatory
communications or decision-making, for
example, decisions on product
applications (such as approvals, denials,
or withdrawals of approval), claims
authorizations, citizen petitions, food or
color additive petitions, or public health
notifications.

Legal consequence means the result of
an action that directly or indirectly
affects substantive legal rights or
obligations, including by subjecting a
regulated party to potential liability in
an enforcement action. This includes
agency letters or orders establishing
greater liability for regulated parties in
a subsequent enforcement action, but
excludes communications that have no
immediate regulatory implications for a
person or entity, such as letters (e.g.,
warning letters) or inspectional
observations that serve as an interim
step in the agency’s compliance
communications with a person or entity
or that are intended to encourage
voluntary compliance.

Unfair surprise means a lack of
reasonable certainty or fair warning,
from the perspective of a reasonably
prudent member of regulated industry,
of what a legal standard administered by
an agency requires.

W 4. Section 1.6 is added to read as
follows:

§1.6 Proper Department reliance on
guidance documents.

(a) Overview. A civil enforcement
action must have an appropriate legal
basis. When the Department takes a civil
enforcement action or makes a
determination based on an alleged
violation of law that has legal
consequence for a person or state, it
must allege or establish the violation of
law by applying statutes or regulations.

(b) Limitations on the use of guidance
documents. (1) The Department may not
use guidance documents to impose
binding requirements or prohibitions on
persons outside the executive branch
except as expressly authorized by law or
as expressly incorporated into a
contract.

(2) The Department may not treat
noncompliance with a standard or
practice announced solely in a guidance
document as itself a violation of
applicable statutes or regulations except
as expressly authorized by law.

(3) If the Department uses a guidance
document to explain the legal
applicability of a statute or regulation,
that document can do no more, with
respect to prohibition of conduct, than
articulate the Department’s
understanding of how a statute or
regulation applies to particular
circumstances.

(4) The Department may cite to a
guidance document in a civil
enforcement action only if it has
notified the public of such document in
advance through publication, in the
Department’s guidance repository, as
described in §1.4.

m 5. Section 1.7 is added to read as
follows:

§1.7 Fairness and notice in civil
enforcement actions and administrative
inspections.

(a) When the Department takes a civil
enforcement action, the Department
may only apply standards or practices
that have been publicly stated in a
manner that would not cause unfair
surprise.

(b) The Department must avoid unfair
surprise when it imposes penalties and
whenever it adjudges past conduct to
have violated the law.

(c) The Department shall only
conduct civil administrative inspections
according to published rules of agency
procedure.

W 6. Section 1.8 is added to read as
follows:

§1.8 Fairness and notice in jurisdictional
determinations.

(a) If the Department relies on a
decision in an agency adjudication,
administrative order, or agency
document to assert a new or expanded
claim of jurisdiction (e.g., a claim to
regulate a new subject matter or a new
basis for liability, or a relinquishment of
a claim of jurisdiction), the Department
must give fair notice by publishing the
initial decision before the conduct over
which jurisdiction is sought occurs. It
must publish the initial decision in full
or by citation, if publicly available, in
the Federal Register or the Department’s
guidance repository described in § 1.4.
A claim of jurisdiction is not “new or
expanded” simply because it involves a
new or novel set of facts so long as it
is based on an established principle of
general applicability.

(b) If the Department intends to rely
on a document arising out of litigation
(other than a publicly published
opinion of an adjudicator), such as a
brief, a consent decree, or a settlement
agreement, to establish jurisdiction in
future civil enforcement actions



Federal Register/Vol. 86, No. 9/ Thursday, January 14, 2021/Rules and Regulations

3015

involving persons who were not parties
to the litigation, the Department must—

(1) Publish that document, either in
full or by citation if publicly available,
in the Federal Register or on the
Department’s guidance repository
described in § 1.4, and

(2) Publish an explanation of the
document’s jurisdictional implications.

(c) Before seeking judicial deference
to the Department’s interpretation of a
document arising out of litigation (other
than a publicly published opinion of an
adjudicator) in order to establish a new
or expanded claim of jurisdiction in a
different case, the Department must—

(1) Publish the document or a notice
of availability in the Federal Register or
on the Department’s guidance repository
described in § 1.4, and

(2) Publish an explanation of the
document’s jurisdictional implications.
m 7. Section 1.9 is added to read as
follows:

§1.9 Opportunity to contest agency
determination.

(a) Departmental overview. Except as
provided in paragraph (c) of this
section, prior to the Department taking
any civil enforcement action with
respect to a particular entity that has
legal consequence for that entity,
including by issuing to such a person a
notice of noncompliance, or other
similar notice that has immediate
regulatory consequence, but excluding
communications that have no
immediate regulatory implications for
the entity, such as those that serve as an
interim step in the agency’s compliance
communications with the entity or that
are intended to encourage voluntary
compliance, the Department shall
provide—

(1) Written notice to the affected
entity of the initial legal and factual
determinations underpinning the initial
adverse determination;

(2) An opportunity for the affected
entity to respond in writing and, if
determined appropriate by the
Department, orally; and

(3) A written response from the
Department to the affected entity after
receiving a timely request from the
affected entity under paragraph (a)(2) of
this section.

(b) Timing and content of written
responses. (1) The Department will
select a meaningful amount of time in
which the affected entity must submit a
written response to the Department.
This writing must be submitted within
the time period specified by the
Department, unless the Department
concludes an extension is warranted,
and state the reasons for the entity’s
disagreement with the Department’s

proposed action for purposes of
requiring a response in accordance with
paragraph (a)(3) of this section.

(2) The Department’s written response
must respond to the affected entity and
articulate the basis for its final decision.
This written response may be issued
contemporaneous to the Department
taking the action with legal
consequence.

(c) Exceptions. The procedures in
paragraphs (a) and (b) of this section do
not apply where the Department, in its
discretion, determines there is a serious
threat to health, safety, or similar
emergency, or where a statute
specifically authorizes proceeding
without a prior opportunity to be heard.
In such event, HHS would still provide
an affected entity with an opportunity to
be heard and a written response as soon
as practicable. The procedures in
paragraphs (a) and (b) do not apply to
settlement negotiations between
agencies and regulated parties, to
notices of a prospective legal action, to
litigation before courts, or any action
related to a criminal investigation or
prosecution, including undercover
operations that may be used in a
criminal investigation or prosecution, or
any civil enforcement action either
related to an investigation by the
Department of Justice, or referred to the
Department of Justice.

Dated: January 7, 2021.
Alex M. Azar II,

Secretary, Department of Health and Human
Services.

[FR Doc. 2021-00592 Filed 1-12-21; 4:15 pm]
BILLING CODE 4150-26-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[MB Docket No. 20-340; RM-11865; DA 20—
1425; FRS 17287]

Television Broadcasting Services;
Minneapolis, Minnesota.

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: The Media Bureau, Video
Division (Bureau) has before it a Notice
of Proposed Rulemaking issued in
response to a petition for rulemaking
filed by Multimedia Holdings
Corporation (Multimedia), licensee of
KARE, channel 11, Minneapolis,
Minnesota, requesting the substitution
of channel 31 for channel 11 at
Minneapolis in the DTV Table of
Allotments. The Bureau had instituted a

freeze on the acceptance of rulemaking
petitions by full power television
stations requesting channel
substitutions in May 2011 and waived
the freeze to consider Multimedia’s
proposal to substitute channel 31 at
Minneapolis. TEGNA, Inc., filed
comments in support of the petition
reaffirming its commitment to applying
for channel 31. The Bureau believes the
public interest would be served by the
substitution and will permit the station
to better serve its viewers, who have
experienced reception problems with
VHF channel 11.

DATES: Effective January 14, 2021.

FOR FURTHER INFORMATION CONTACT:
Joyce Bernstein, Media Bureau, at
Joyce.Bernstein@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 20-340; RM—
11865; DA 20-1425, adopted December
2, 2020, and released December 2, 2020.
The full text of this document is
available for download at https://
www.fcc.gov/edocs. To request materials
in accessible formats for people with
disabilities (braille, large print,
electronic files, audio format), send an
email to fcc504@fcc.gov or call the
Consumer & Governmental Affairs
Bureau at 202—418-0530 (voice), 202—
418-0432 (tty).

This document does not contain
information collection requirements
subject to the Paperwork Reduction Act
of 1995, Public Law 104—-13. In addition,
therefore, it does not contain any
proposed information collection burden
“for small business concerns with fewer
than 25 employees,” pursuant to the
Small Business Paperwork Relief Act of
2002, Public Law 107-198, see 44 U.S.C.
3506(c)(4). Provisions of the Regulatory
Flexibility Act of 1980, 5 U.S.C. 601—
612, do not apply to this proceeding.

The Commission will send a copy of
this Report and Order in a report to be
sent to Congress and the Government
Accountability Office pursuant to the
Congressional review Act, see 5 U.S.C.
801(a)(1)(A).

List of Subjects in 47 CFR Part 73

Television.
Federal Communications Commission.

Thomas Horan,
Chief of Staff, Media Bureau.

Final Rule

For the reasons discussed in the
preamble, the Federal Communications
Commission amends 47 CFR part 73 as
follows:
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PART 73—Radio Broadcast Service

m 1. The authority citation for part 73
continues to read as follows:

AuthOI‘ity: 47 U.S.C. 154, 303, 334, 336,
and 339.

§73.622 [Amended]

m 2.In §73.622(i), amend the Post-
Transition Table of DTV Allotments,
under Minnesota, by removing channel
11 and adding channel 31 at
Minneapolis.

[FR Doc. 2020-27277 Filed 1-13-21; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 578

[Docket No. NHTSA-2021-0001]
RIN 2127-AM32

Civil Penalties

AGENCY: National Highway Traffic
Safety Administration (NHTSA),
Department of Transportation (DOT).
ACTION: Interim final rule; request for
comments; response to petition for
rulemaking.

SUMMARY: On October 2, 2020, NHTSA
received a petition for rulemaking from
the Alliance for Automotive Innovation
regarding when to apply an increase to
the civil penalty rate applicable to
automobile manufacturers that fail to
meet applicable corporate average fuel
economy (CAFE) standards and are
unable to offset such a deficit with
compliance credits. After carefully
considering the issues raised, NHTSA
has granted the petition and
promulgates an interim final rule
providing that the increase will go into
effect beginning in model year 2022 in
accordance with NHTSA’s December
2016 rule on the same issue, except if
the August 31, 2020 decision of the
United States Court of Appeals for the
Second Circuit in Case No. 19-2395 is
vacated. This interim final rule amends
the relevant regulatory text accordingly
and requests comment. This document
also responds to a petition for
reconsideration of NHTSA’s July 2019
rule from the Institute for Policy
Integrity at New York University School
of Law.
DATES:

Effective date: This rule is effective
January 14, 2021

Comments: Comments must be
received by January 25, 2021.

ADDRESSES: You may submit comments
to the docket number identified in the
heading of this document by any of the
following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
online instructions for submitting
comments.

e Mail: Docket Management Facility,
M-30, U.S. Department of
Transportation, West Building, Ground
Floor, Room W12-140, 1200 New Jersey
Avenue SE, Washington, DC 20590.

e Hand Delivery or Courier: U.S.
Department of Transportation, West
Building, Ground Floor, Room W12—
140, 1200 New Jersey Avenue SE,
Washington, DC, between 9 a.m. and 5
p-m. Eastern time, Monday through
Friday, except Federal holidays.

e Fax:202—-493-2251

o Instructions: NHTSA has
established a docket for this action.
Direct your comments to Docket ID No.
NHTSA-2021-0001. See the
SUPPLEMENTARY INFORMATION section on
“Public Participation” for more
information about submitting written
comments.

e Docket: All documents in the
docket are listed on the
www.regulations.gov website. Although
listed in the index, some information is
not publicly available, e.g., confidential
business information or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically through
www.regulations.gov or in hard copy at
the following location: Docket
Management Facility, M—30, U.S.
Department of Transportation, West
Building, Ground Floor, Rm. W12-140,
1200 New Jersey Avenue SE,
Washington, DC 20590. The telephone
number for the docket management
facility is (202) 366—9324. The docket
management facility is open between 9
a.m. and 5 p.m. Eastern Time, Monday

through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Michael Kuppersmith, Office of Chief
Counsel, NHTSA, email

michael kuppersmith@dot.gov,
telephone (202) 366—2992, facsimile
(202) 366—3820, 1200 New Jersey Ave.
SE, Washington, DC 20590.
SUPPLEMENTARY INFORMATION:
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A. Public Participation

NHTSA requests comment on this
interim final rule. This section describes
how you can participate in this process.

(1) How do I prepare and submit
comments?

Your comments must be written and
in English. To ensure that your
comments are correctly filed in the
Docket, please include the Docket
number NHTSA-2021-0001 in your
comments. Your comments must not be
more than 15 pages long.! NHTSA
established this limit to encourage you
to write your primary comments in a
concise fashion. However, you may
attach necessary additional documents
to your comments, and there is no limit
on the length of the attachments. If you
are submitting comments electronically
as a PDF (Adobe) file, we ask that the
documents submitted be scanned using
the Optical Character Recognition (OCR)
process, thus allowing the Agency to
search and copy certain portions of your
submissions.? Please note that pursuant
to the Data Quality Act, in order for the
substantive data to be relied upon and
used by the Agency, it must meet the
information quality standards set forth
in the OMB and Department of
Transportation (DOT) Data Quality Act
guidelines. Accordingly, we encourage
you to consult the guidelines in
preparing your comments. OMB’s
guidelines may be accessed at http://
www.whitehouse.gov/omb/fedreg/
reproducible.html. DOT’s guidelines
may be accessed at http://www.dot.gov/
dataquality.htm.

(2) Tips for Preparing Your Comments

1See 49 CFR 553.21

2 Optical character recognition (OCR) is the
process of converting an image of text, such as a
scanned paper document or electronic fax file, into
computer-editable text.


http://www.whitehouse.gov/omb/fedreg/reproducible.html
http://www.whitehouse.gov/omb/fedreg/reproducible.html
http://www.whitehouse.gov/omb/fedreg/reproducible.html
http://www.dot.gov/dataquality.htm
http://www.dot.gov/dataquality.htm
mailto:michael.kuppersmith@dot.gov
http://www.regulations.gov
http://www.regulations.gov
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When submitting comments, please
remember to:

¢ Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date and page number).

¢ Explain why you agree or disagree,
suggest alternatives, and substitute
language for your requested changes.

e Describe any assumptions and
provide any technical information and/
or data that you used.

¢ If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

e Provide specific examples to
illustrate your concerns, and suggest
alternatives.

e Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

¢ Make sure to submit your
comments by the comment period
deadline identified in the DATES section
above.

(3) How can I be sure that my
comments were received?

If you submit your comments by mail
and wish Docket Management to notify
you upon its receipt of your comments,
enclose a self-addressed, stamped
postcard in the envelope containing
your comments. Upon receiving your
comments, Docket Management will
return the postcard by mail.

(4) How do I submit confidential
business information?

If you wish to submit any information
under a claim of confidentiality, you
should submit your complete
submission, including the information
you claim to be confidential business
information (CBI), to the NHTSA Chief
Counsel. When you send a comment
containing CBI, you should include a
cover letter setting forth the information
specified in our CBI regulation.? In
addition, you should submit a copy
from which you have deleted the
claimed CBI to the Docket by one of the
methods set forth above.

To facilitate social distancing due to
COVID-19, NHTSA is treating
electronic submission as an acceptable
method for submitting CBI to the
Agency under 49 CFR part 512. Any CBI
submissions sent via email should be
sent to an attorney in the Office of Chief
Counsel at the address given above
under FOR FURTHER INFORMATION
CONTACT. Likewise, for CBI submissions
via a secure file transfer application, an
attorney in the Office of Chief Counsel
must be set to receive a notification
when files are submitted and have
access to retrieve the submitted files. At

3 See 49 CFR part 512.

this time, regulated entities should not
send a duplicate hardcopy of their
electronic CBI submissions to DOT
headquarters.

Please note that these modified
submission procedures are only to
facilitate continued operations while
maintaining appropriate social
distancing due to COVID-19. Regular
procedures for part 512 submissions
will resume upon further notice, when
NHTSA and regulated entities
discontinue operating primarily in
telework status.

If you have any questions about CBI
or the procedures for claiming CBI,
please consult the person identified in
the FOR FURTHER INFORMATION CONTACT
section.

(5) How can I read the comments
submitted by other people?

You may read the materials placed in
the docket for this document (e.g., the
comments submitted in response to this
document by other interested persons)
at any time by going to http://
www.regulations.gov. Follow the online
instructions for accessing the dockets.
You may also read the materials at the
NHTSA Docket Management Facility by
going to the street addresses given above
under ADDRESSES.

B. Statutory and Regulatory
Background

NHTSA sets ¢ and enforces ® corporate
average fuel economy (CAFE) standards
for the United States light-duty
automobile fleet, and in doing so,
assesses civil penalties against
manufacturers that fall short of their
compliance obligations and are unable
to make up the shortfall with credits
obtained for exceeding the standards.®
The civil penalty amount for CAFE non-
compliance was originally set by statute
in 1975, and beginning in 1997,
included a rate of $5.50 per each tenth
of a mile per gallon (0.1) that a
manufacturer’s fleet average CAFE level
falls short of its compliance obligation.
This shortfall amount is then multiplied
by the number of vehicles in that
manufacturer’s fleet.” The basic

449 U.S.C. 32902. The authorities vested in the
Secretary under chapter 329 of Title 49, U.S.C,,
have been delegated to NHTSA. 49 CFR 1.95(a).

549 U.S.C. 32911, 32912.

6 Credits may be either earned (for over-
compliance by a given manufacturer’s fleet, in a
given model year), transferred (from one fleet to
another), or purchased (in which case, another
manufacturer earned the credits by over-complying
and chose to sell that surplus). 49 U.S.C. 32903.

7 A manufacturer may have up to three fleets of
vehicles, for CAFE compliance purposes, in any
given model year—a domestic passenger car fleet,
an imported passenger car fleet, and a light truck
fleet. Each fleet belonging to each manufacturer has
its own compliance obligation, with the potential
for either over-compliance or under-compliance.

equation for calculating a
manufacturer’s civil penalty amount
before accounting for credits, is as
follows:

(penalty rate, in $ per 0.1 mpg per
vehicle) x (amount of shortfall, in
tenths of an mpg) x (# of vehicles
in manufacturer’s non-compliant
fleet).

Starting with model year 2011, the
CAFE program was amended by the
Energy Independence and Security Act
of 2007 (EISA) to provide for credit
transfers among a manufacturer’s
various fleets.8 Starting with that model
year, the law also provided for trading
between vehicle manufacturers, which
has allowed vehicle manufacturers the
opportunity to acquire credits from
competitors rather than paying civil
penalties for non-compliance. Credit
purchases involve significant
expenditures, and NHTSA believes that
an increase in the penalty rate would
correlate with an increase in such
expenditures.

C. Civil Penalties Inflation Adjustment
Act Improvements Act of 2015

On November 2, 2015, the Federal
Civil Penalties Inflation Adjustment Act
Improvements Act (Inflation
Adjustment Act or 2015 Act), Public
Law 114-74, Section 701, was signed
into law. The 2015 Act required Federal
agencies to make an initial “catch-up”
adjustment to the “civil monetary
penalties,” as defined, they administer
through an interim final rule and then
to make subsequent annual adjustments
for inflation. The amount of increase for
any ‘“‘catch-up” adjustment to a civil
monetary penalty pursuant to the 2015
Act was limited to 150 percent of the
then-current penalty. Agencies were
required to issue an interim final rule
for the initial “catch-up” adjustment by
July 1, 2016, without providing the
opportunity for public comment
ordinarily required under the
Administrative Procedure Act.

The Director of the Office of
Management and Budget (OMB)
provided guidance to all Federal
agencies in a February 24, 2016
memorandum.® For those penalties an
agency determined to be “civil
monetary penalties,” the memorandum
provided guidance on how to calculate

There is no overarching CAFE requirement for a
manufacturer’s total production.

8Public Law 110-140, sec. 104.

9Memorandum from the Director of OMB to
Heads of Executive Departments and Agencies,
Implementation of the Federal Civil Penalties
Inflation Adjustment Act Improvements Act of 2015
(Feb. 24, 2016), available online at https://
www.whitehouse.gov/sites/whitehouse.gov/files/
omb/memoranda/2016/m-16-06.pdf.


https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2016/m-16-06.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2016/m-16-06.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2016/m-16-06.pdf
http://www.regulations.gov
http://www.regulations.gov

3018

Federal Register/Vol. 86, No. 9/ Thursday, January 14, 2021/Rules and Regulations

the initial adjustment required by the
2015 Act. The initial catch up
adjustment is based on the change
between the Consumer Price Index for
all Urban Consumers (CPI-U) for the
month of October in the year the penalty
amount was established or last adjusted
by Congress and the October 2015 CPI-
U. The February 24, 2016 memorandum
contains a table with a multiplier for the
change in CPI-U from the year the
penalty was established or last adjusted
to 2015. To arrive at the adjusted
penalty, an agency must multiply the
penalty amount when it was established
or last adjusted by Congress, excluding
adjustments under the 1990 Inflation
Adjustment Act, by the multiplier for
the increase in CPI-U from the year the
penalty was established or adjusted as
provided in the February 24, 2016
memorandum. The 2015 Act limits the
initial inflationary increase to 150
percent of the current penalty. To
determine whether the increase in the
adjusted penalty is less than 150
percent, an agency must multiply the
current penalty by 250 percent. The
adjusted penalty is the lesser of either
the adjusted penalty based on the
multiplier for CPI-U in Table A of the
February 24, 2016 memorandum or an
amount equal to 250 percent of the
current penalty. Ensuing guidance from
OMB identifies the appropriate inflation
multiplier for agencies to use to
calculate the subsequent annual
adjustments.10

10 Memorandum from the Director of OMB to
Heads of Executive Departments and Agencies,
Implementation of the 2017 Annual Adjustment
Pursuant to the Federal Civil Penalties Inflation
Adjustment Act Improvements Act of 2015 (Dec. 16,
2016), available online at https://
www.whitehouse.gov/sites/whitehouse.gov/files/
omb/memoranda/2017/m-17-11_0.pdf;
Memorandum from the Director of OMB to Heads
of Executive Departments and Agencies,
Implementation of Penalty Inflation Adjustments
for 2018, Pursuant to the Federal Civil Penalties
Inflation Adjustment Act Improvements Act of 2015
(Dec. 15, 2017), available online at https://
www.whitehouse.gov/wp-content/uploads/2017/11/
M-18-03.pdf; Memorandum from the Director of
OMB to Heads of Executive Departments and
Agencies, Implementation of Penalty Inflation
Adjustments for 2019, Pursuant to the Federal Civil
Penalties Inflation Adjustment Act Improvements
Act of 2015 (Dec. 14, 2018), available online at
https://www.whitehouse.gov/wp-content/uploads/
2017/11/m_19_04.pdf; Memorandum from the
Acting Director of OMB to Heads of Executive
Departments and Agencies, Implementation of
Penalty Inflation Adjustments for 2020, Pursuant to
the Federal Civil Penalties Inflation Adjustment Act
Improvements Act of 2015 (Dec. 16, 2019), available
online at https://www.whitehouse.gov/wp-content/
uploads/2019/12/M-20-05.pdf; Memorandum from
the Director of OMB to Heads of Executive
Departments and Agencies, Implementation of
Penalty Inflation Adjustments for 2021, Pursuant to
the Federal Civil Penalties Inflation Adjustment Act
Improvements Act of 2015 (Dec. 23, 2020), available
online at https://www.whitehouse.gov/wp-content/
uploads/2020/12/M-21-10.pdf.

The 2015 Act also gives agencies
discretion to adjust the amount of a civil
monetary penalty by less than otherwise
required for the initial catch-up
adjustment if an agency determines that
increasing the civil monetary penalty by
the otherwise required amount will
have either a negative economic impact
or if the social costs of the increased
civil monetary penalty will outweigh
the benefits.11 In either instance, the
agency must publish a notice, take and
consider comments on this finding, and
receive concurrence on this
determination from the Director of OMB
prior to finalizing a lower civil penalty
amount.

D. NHTSA'’s Actions to Date Regarding
CAFE Civil Penalties

1. Interim Final Rule

On July 5, 2016, NHTSA published an
interim final rule, adopting inflation
adjustments for civil penalties under its
administration, following the procedure
and the formula in the 2015 Act.
NHTSA did not analyze at that time
whether the 2015 Act applied to all of
its civil penalties, instead applying the
inflation multiplier to increase all
amounts found in its penalty schemes as
a rote matter. One of the adjustments
NHTSA made at the time was raising
the civil penalty rate for CAFE non-
compliance from $5.50 to $14 starting
with model year 2015.12 NHTSA also
indicated in that interim final rule that
the maximum penalty rate that the
Secretary is permitted to establish for
such violations would increase from $10
to $25, but did not codify this change
in the regulatory text. NHTSA also
raised the maximum civil penalty for
other violations of EPCA, as amended,
to $40,000.13

2. Initial Petition for Reconsideration
and Response

The then-Alliance of Automobile
Manufacturers and the Association of
Global Automakers (since combined to
form the Alliance for Automotive
Innovation) jointly petitioned NHTSA
for reconsideration of the CAFE penalty
provisions issued in the interim final
rule.14 This petition raised concerns

11 Public Law 114-74, sec. 701(c).

1281 FR 43524 (July 5, 2016). This interim final
rule also updated the maximum civil penalty
amounts for violations of all statutes and
regulations administered by NHTSA and was not
limited solely to penalties administered for CAFE
violations.

1381 FR 43524 (July 5, 2016).

14Jaguar Land Rover North America, LLC also
filed a petition for reconsideration in response to
the July 5, 2016, interim final rule raising the same
concerns as those raised in the joint petition. Both
petitions, along with a supplement to the joint

with the significant impact that the
increased penalty rate would have on
CAFE compliance costs, which they
estimated to be at least $1 billion
annually. Specifically, this petition
identified the issue of retroactivity
(applying the penalty increase
associated with model years that have
already been completed or for which a
company’s compliance plan had already
been “‘set”); which “base year” (i.e., the
year the penalty was established or last
adjusted) NHTSA should use for
calculating the adjusted penalty rate;
and whether an increase in the penalty
rate to $14 would cause a “‘negative
economic impact.”

In response to the joint petition,
NHTSA issued a final rule on December
28, 2016.15 In that rule, NHTSA agreed
that raising the penalty rate for model
years already fully complete would be
inappropriate, given how courts
generally disfavor the retroactive
application of statutes and that doing so
could not deter non-compliance,
incentivize compliance, or lead to any
improvements in fuel economy. NHTSA
also agreed that raising the rate for
model years for which product changes
were infeasible due to lack of lead time
did not seem consistent with Congress’
intent that the CAFE program be
responsive to consumer demand.
Accordingly, NHTSA stated that it
would not apply the inflation-adjusted
penalty rate of $14 until model year
2019, as the Agency believed that would
be the first year in which product
changes could reasonably be made in
response to the higher penalty rate.

3. NHTSA Reconsideration

Beginning in January 2017, NHTSA
took a series of actions to delay the
effective date of the December 2016
final rule as it, for the first time,
assessed whether the CAFE civil penalty
rate was subject to the 2015 Act.16 As
a result of a subsequent decision of the
United States Court of Appeals for the
Second Circuit, however, that December
2016 final rule was considered to be in
force.1? That decision by the Second
Circuit did not affect NHTSA’s authority
to reconsider the applicability of the
2015 Act to the EPCA CAFE civil
penalty provision through notice-and-

petition, can be found in Docket ID NHTSA-2016—
0075 at www.regulations.gov.

1581 FR 95489 (December 28, 2016).

1682 FR 8694 []anuary 30, 2017); 82 FR 15302
(March 28, 2017); 82 FR 29009 (June 27, 2017); 82
FR 32139 (July 12, 2017).

17 Order, ECF No. 196, NRDC v. NHTSA, Case No.
17-2780 (2d Cir., Apr. 24, 2018); Opinion, ECF No.
205, NRDC v. NHTSA, Case No. 17-2780, at 44 (2d
Cir., June 29, 2018) (“The Civil Penalties Rule, 81
FR 95,489, 95,489-92 (December 28, 2016), no
longer suspended, is now in force.”).


https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2017/m-17-11_0.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2017/m-17-11_0.pdf
https://www.whitehouse.gov/sites/whitehouse.gov/files/omb/memoranda/2017/m-17-11_0.pdf
https://www.whitehouse.gov/wp-content/uploads/2017/11/M-18-03.pdf
https://www.whitehouse.gov/wp-content/uploads/2017/11/M-18-03.pdf
https://www.whitehouse.gov/wp-content/uploads/2017/11/M-18-03.pdf
https://www.whitehouse.gov/wp-content/uploads/2017/11/m_19_04.pdf
https://www.whitehouse.gov/wp-content/uploads/2017/11/m_19_04.pdf
https://www.whitehouse.gov/wp-content/uploads/2019/12/M-20-05.pdf
https://www.whitehouse.gov/wp-content/uploads/2019/12/M-20-05.pdf
https://www.whitehouse.gov/wp-content/uploads/2020/12/M-21-10.pdf
https://www.whitehouse.gov/wp-content/uploads/2020/12/M-21-10.pdf
http://www.regulations.gov
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comment rulemaking. Absent any
further action, the rate would have
increased beginning with model year
2019.18

In July 2019, NHTSA finalized a rule
determining that the 2015 Act did not
apply to the CAFE civil penalty rate. In
line with its statutory role and pursuant
to its previous guidance to all Federal
Agencies, OMB provided guidance to
NHTSA agreeing with this statutory
interpretation.1® The July 2019 rule also
stated that, in the alternative, even if the
2015 Act applied, increasing the CAFE
civil penalty rate would have a negative
economic impact. As discussed in the
July 2019 rule, OMB concurred with
this negative economic impact
determination, as required by the 2015
Act.20 In either case, NHTSA concluded
that the current CAFE civil penalty rate
of $5.50 should be retained, instead of
increasing to $14 beginning with model
year 2019.

On August 31, 2020, the United States
Court of Appeals for the Second Circuit
issued a ruling vacating the July 2019
rule and announcing that the December
2016 rule is back in force. The Second
Circuit denied panel rehearing on
November 2, 2020. NHTSA stands by
the reasoning set forth in its July 2019
rule, but recognizes that the Second
Circuit’s decision is currently binding
and remains in effect absent a Supreme
Court decision to the contrary.

E. IPI Petition for Reconsideration

On September 9, 2019, the Institute
for Policy Integrity at New York
University School of Law (IPI)
submitted a petition for reconsideration
of NHTSA'’s July 2019 final rule. IPI
argued that the rule was unreasonable
and not in the public interest for
ignoring and improperly weighing the
costs and benefits.21 IPI also alleged that
the OMB letters NHTSA relied on were
not presented for public comment,
contained factual misstatements, and
contradicted NHTSA'’s reasoning.

18 See 81 FR 95489, 95492 (Dec. 28, 2016). Civil
penalties are determined after the end of a model
year, following NHTSA’s receipt of final reports
from the Environmental Protection Agency (EPA),
i.e., no earlier than April for the previous model
year’s non-compliance. See 77 FR 62624, 63126
(Oct. 15, 2012).

19July 12, 2019 Letter from Russell T. Vought,
Acting Director of the Office of Management and
Budget, to Elaine L. Chao, Secretary of the United
States Department of Transportation, available at
Docket No. NHTSA-2018-0017—0018 (OMB Non-
Applicability Letter).

20July 12, 2019 Letter from Russell T. Vought,
Acting Director of the Office of Management and
Budget, to Elaine L. Chao, Secretary of the United
States Department of Transportation, available at
Docket No. NHTSA-2018-0017—-0019 (OMB
Negative Economic Impact Letter).

21]PI Petition, at 1-2.

Lastly, IPI challenged NHTSA’s
statutory interpretations.

F. The Alliance Petition for Rulemaking

On October 2, 2020, the Alliance for
Automotive Innovation (the Alliance)
submitted a petition for rulemaking
(Alliance Petition) to delay the
applicability of the increased $14 CAFE
civil penalty rate until model year 2022
for largely the same reasons NHTSA
relied on in the December 2016 rule.22
According to the Alliance Petition,
“Model Years 2019 and 2020 are
effectively lapsed now,” and
“[m]anufacturers are unable to change
MY 2021 plans at this point.” 23 The
Alliance argued that applying the
increased penalty to any non-
compliances that are temporally
impossible to avoid or cannot
practically be remedied does not serve
the statutory purposes of deterring
prohibited conduct or incentivizing
favored conduct. Doing so would
effectively be punishing violators
retroactively.

In addition to relying on the reasoning
of the December 2016 rule, the Alliance
Petition notes the significant economic
impact suffered by the industry due to
COVID-19. Accordingly, the Alliance
Petition also cites Executive Order
13924, requiring Federal Agencies to
take appropriate action, consistent with
applicable law, to combat the economic
emergency caused by COVID-19.24
Several individual vehicle
manufacturers submitted supplemental
information to NHTSA further
articulating the negative economic
position they are in due to COVID-19
and the potential and significant
adverse economic consequences of the
increased civil penalty rate, particularly
during this time of stress on the
industry.

G. NHTSA Response to Petitions

NHTSA granted the Alliance Petition
and commenced this rulemaking action.
Having carefully considered the issues
raised by the petitioner and other
available information, NHTSA issues
this interim final rule and requests
comment. If the August 31, 2020
decision of the United States Court of
Appeals for the Second Circuit in Case
No. 19-2395 is vacated, NHTSA’s July
2019 rule keeping the CAFE civil
penalty rate at $5.50 will be reinstated.
If that decision is not vacated, however,

22The Alliance also submitted a supplement to its

petition on October 22, 2020 (Alliance
Supplement).

23 Alliance Petition, at 4.

24 “Executive Order on Regulatory Relief to
Support Economic Recovery,” E.O. 13924 (May 19,
2020).

the CAFE civil penalty rate will increase
to $14 beginning with model year 2022,
pursuant to the 2015 Act. NHTSA will
make any subsequent annual
adjustments as necessary and
appropriate.25

Prior to granting the petition, NHTSA
had to determine whether it had
authority to issue the requested rule as
a threshold matter. NHTSA notes first
that it has authority to administer the
CAFE program.26 It is common practice
for agencies—including NHTSA—to
exercise their authority to administer
programs they oversee.2” NHTSA also

25None of the annual inflation adjustment
multipliers since the initial catch-up adjustment
has been high enough to require a subsequent
adjustment of the CAFE civil penalty rate. That is,
if the catch-up adjustment to $14 had applied
beginning in 2016, the rate would still be $14
through at least 2021.

26 See Morton v. Ruiz, 415 U.S. 199, 231 (1974)
(“The power of an administrative agency to
administer a congressionally created and funded
program necessarily requires the formulation of
policy and the making of rules to fill any gap left,
implicitly or explicitly, by Congress.”); see also
Friends of Boundary Waters Wilderness v.
Bosworth, 437 F.3d 815, 823—24 (8th Cir. 2006)
(“Agencies given the authority to promulgate a
quota are presumed to have the authority to adjust
that quota.”); S. California Edison Co. v. F.E.R.C.,
415 F.3d 17, 22—-23 (D.C. Cir. 2005) (“[O]f course,
agencies may alter regulations. Agencies may even
alter their own regulations sua sponte, in the
absence of complaints, provided they have
sufficient reason to do so and follow applicable
procedures.”); Ober v. Whitman, 243 F.3d 1190,
1194-95 (9th Cir. 2001) (indicating that agencies
have the inherent authority to exempt de minimis
violations from regulation if not prohibited by
statute); Tate & Lyle, Inc. v. C.LR., 87 F.3d 99, 104
(3d Cir. 1996) (“Inherent in the powers of an
administrative agency is the authority to formulate
policies and to promulgate rules to fill any gaps left,
either implicitly or explicitly, by Congress.”) (citing
Chevron, U.S.A., Inc. v. Nat. Res. Def. Council, Inc.,
467 U.S. 837, 843 (1984)); Fla. Cellular Mobil
Commc’ns Corp. v. F.C.C., 28 F.3d 191, 196 (D.C.
Cir. 1994) (“If an agency is to function effectively,
however, it must have some opportunity to amend
its rules and regulations in light of its experience.”);
Rainbow Broad. Co. v. F.C.C., 949 F.2d 405, 409
(D.C. Cir. 1991) (““‘Agencies enjoy wide latitude
when using rulemaking to change their own
policies and the manner by which their policies are
implemented.”); Nat. Res. Def. Council, Inc. v. Sec.
& Exch. Comm’n, 606 F.2d 1031, 1056 (D.C. Cir.
1979) (“An agency is allowed to be master of its
own house, lest effective agency decisionmaking
not occur in [alny proceeding.”).

2776 FR 22565, 22578 (Apr. 21, 2011) (“[Aln
agency may reconsider its methodologies and
application of its statutory requirements and may
even completely reverse course, regardless of
whether a court has determined that its original
regulation is flawed, so long as the agency explains
its bases for doing so.”) (citations omitted); 75 FR
6883, 6884 (Feb. 12, 2010) (“The Department [of
Labor] has inherent authority to change its
regulations in accordance with the Administrative
Procedure Act (APA).”); 64 FR 60556, 60580 (Nov.
5,1999) (NHTSA “‘believels] that nothing in [the
statute] derogates our inherent authority to make
temporary adjustments in the requirements we
adopt if, in our judgment, such adjustments are
necessary or prudent to promote the smooth and
effective achievement of the goals of the
amendments.”).
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has specific statutory authority to
administer the program 28 and possesses
the general authority—beyond its
inherent authority—to do so efficiently
and in the public interest.29 NHTSA’s
obligation to administer the CAFE
program consistent with law includes
the statutory requirement to establish
maximum feasible fuel economy
standards through a balancing of
competing factors, including economic
practicability, and to do so at least
eighteen months in advance for more
stringent standards.30 CAFE civil
penalties are merely one component of
this overall program.

Moreover, EPCA expressly details a
procedure for NHTSA, as delegated by
the Secretary, to increase the CAFE civil
penalty rate.31 EPCA’s delegation
necessarily implies that NHTSA also
has authority to oversee the
administration and enforcement of the
rate more generally.32 Indeed, NHTSA
already promulgated a similar rule in
December 2016 establishing the first
model years to which the increased
CAFE civil penalty rate would apply,
which was not challenged and has been
held to be operative twice by the Second
Circuit. The 2015 Act also applies only
to penalties that are “assessed or
enforced by an Agency pursuant to
Federal law.” 33 For the CAFE civil

28 See, e.g., 49 U.S.C. 32902, 32912. The
Secretary’s authority under EPCA is delegated to
NHTSA. 49 CFR 1.95(a), (j) (delegating authority to
NHTSA to exercise the authority vested in the
Secretary under chapter 329 of title 49 of the U.S.
Code and certain sections of the Energy
Independence and Security Act of 2007, Public Law
110-140); see also 49 CFR 1.94(c). Moreover,
NHTSA'’s regulations provide that “[t]he
Administrator may initiate any further rulemaking
proceedings that he finds necessary or desirable.”
49 CFR 553.25.

29 See 49 U.S.C. 302(a) (stating the Secretary of
Transportation is governed by the transportation
policy described in part in 49 U.S.C. 13101(b),
which provides that oversight of the modes of
transportation ““shall be administered and enforced
to carry out the policy of this section and to
promote the public interest”’); 49 U.S.C. 322(a)
(“The Secretary of Transportation may prescribe
regulations to carry out the duties and powers of the
Secretary. An officer of the Department of
Transportation may prescribe regulations to carry
out the duties and powers of the officer.”); 49
U.S.C. 105(c)(2) (directing the NHTSA
Administrator to “carry out . . . additional duties
and powers prescribed by the Secretary”); 49 CFR
1.81(a)(3) (“Except as prescribed by the Secretary of
Transportation, each Administrator is authorized to
. . . [e]xercise the authority vested in the Secretary
to prescribe regulations under 49 U.S.C. 322(a) with
respect to statutory provisions for which authority
is delegated by other sections in this part.”).

3049 U.S.C. 32902(a), (), (g)(2).

31 See 49 U.S.C. 32912(c).

32 See Thomas W. Merrill & Kristin E. Hickman,
Chevron’s Domain, 89 Geo. L.]. 833, 876 (2001)
(“All administrative agencies have certain powers
inherent in their status as units of the executive
branch; all executive officers have inherent
authority to interpret the law.” (footnote omitted)).

3328 U.S.C. 2461 note, sec. 3(2)(B).

penalty rate to be covered under the
2015 Act, NHTSA must have authority
to assess or enforce it, and thus
inevitably the authority to oversee and
administer it as appropriate. To the
extent there is any statutory ambiguity,
NHTSA is the expert agency on its
CAFE program, has been given authority
to administer the Federal fuel economy
program, and has expert authority to
interpret and apply the requirements of
EPCA and EISA, including the civil
penalty provisions.

If the August 31, 2020 decision of the
United States Court of Appeals for the
Second Circuit in Case No. 19-2395 is
vacated, NHTSA’s July 2019 rule will be
reinstated, keeping the CAFE civil
penalty rate at $5.50. But turning to the
merits of the Alliance Petition, NHTSA
will assume arguendo that the July 2019
rule remains vacated. Under those
circumstances, NHTSA agrees with the
petitioner that the reasoning of the
Agency’s December 2016 rule applies
here. As NHTSA said then, “[i]f all the
vehicles for a model year have already
been produced, then there is no way for
their manufacturers to raise the fuel
economy level of those vehicles in order
to avoid higher penalty rates for non-
compliance.” 3¢ At the time, NHTSA
noted that by November 2015, “‘nearly
all manufacturers subject to the CAFE
standards had completed both model
years 2014 and 2015, and no further
vehicles in those model years were
being produced in significant numbers.”
Likewise now, vehicles for model years
2019 and 2020 have largely if not
entirely been produced already, many
manufacturers are already selling model
year 2021 vehicles, and since some
manufacturers launch subsequent model
year vehicles as early as the spring, it is
reasonable to assume that model year
2022 vehicles will be launched in the
coming months. Applying the increased
civil penalty rate to violations in these
model years “would not result in
additional fuel savings, and thus would
seem to impose retroactive punishment
without accomplishing Congress’
specific intent in establishing the civil
penalty provision of the Energy Policy
and Conservation Act (‘EPCA’).” 35

As NHTSA explained previously, “the
purpose of civil penalties for non-
compliance is to encourage
manufacturers to comply with the CAFE
standards.” 3¢ And more generally, one

3481 FR 95489, 95490 (Dec. 28, 2016).

3581 FR 95489, 95490 (Dec. 28, 2016).

3681 FR 95489, 95490 (Dec. 28, 2016) (citing 49
CFR 578.2) (section addressing penalties states that
a “purpose of this part is to effectuate the remedial
impact of civil penalties and to foster compliance
with the law”); see generally, 49 U.S.C. 32911-
32912; United States v. General Motors, 385 F.

of the stated purposes of the 2015 Act
is to “maintain the deterrent effect of
civil monetary penalties and promote
compliance with the law.”” 37 NHTSA
agrees with the petitioner that it would
be inappropriate to apply the
adjustment to model years that could
have no deterrence effect and promote
no additional compliance with the
law.38

In addition to failing to serve the
purpose of the statutory framework and
the regulatory scheme, applying the
increased civil penalty rate to
completed or largely completed model
years would raise serious retroactivity
concerns. As NHTSA explained in the
December 2016 rule, and in various
other contexts, “[r]etroactivity is not
favored in the law.” 39 NHTSA does not
believe that it is appropriate to impose
a higher civil penalty rate for model
years when doing so would not have
incentivized improvements to fuel
economy—one of the core purposes of
EPCA.40 Moreover, as NHTSA noted in
the December 2016 rule, “[t]he decision
not to apply the increased penalties
retroactively is similar to the approach
taken by various other [Flederal
[a]lgencies in implementing the Federal
Civil Penalties Inflation Adjustment Act
Improvements Act of 2015.” 4 For
instance, a fellow DOT agency
concluded that applying an inflation
adjustment when a penalty had been
proposed but not finalized “would not
induce further compliance’”” and would

Supp. 598, 604 (D.D.C. 1974), vacated on other
grounds, 527 F.2d 853 (D.C. Cir. 1975) (“The policy
of the Act with regard to civil penalties is clearly
to discourage noncompliance”).

3728 U.S.C. 2461 note, sec. 2(b)(2).

38 NHTSA'’s proposal to retain the $5.50 rate was
published weeks before the Second Circuit’s
decision vacating the indefinite delay of the
December 2016 rule. Accordingly, manufacturers
were aware of NHTSA'’s tentative reconsideration
decision and could begin planning accordingly,
despite the December 2016 rule being in force.

3981 FR 95489, 95490 n.8 (Dec. 28, 2016). The
Supreme Court has stated that “‘congressional
enactments . . . will not be construed to have
retroactive effect unless their language requires this
result.” Landgrafv. USI Film Products, 511 U.S.
244, 280 (1994) (citing Bowen v. Georgetown
University Hospital, 488 U.S. 204, 208 (1988)).

40The 2015 Act provides that any increases to
civil monetary penalties only apply to penalties that
““are assessed after the date the increase takes
effect.” 28 U.S.C. 2461 note, sec. 6. Therefore, at a
minimum, any adjustment to the CAFE civil
penalty rate would not apply to any penalties that
have already been assessed.

41 See, e.g., Department of Justice, interim final
rule with request for comments: Civil Monetary
Penalties Inflation Adjustment, 81 FR 42491 (June
30, 2016) (applying increased penalties only to
violations after November 2, 2015, the date of the
Act’s enactment); Federal Aviation Administration,
interim final rule: Revisions to Civil Penalty
Inflation Adjustment Tables, 81 FR 43463 (July 5,
2016) (applying increased penalties only to
violations after August 1, 2016).
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thus be contrary to the goals of its
specific enforcement statute.42
Accordingly, the agency announced it
would not retroactively adjust the
proposed penalty amounts for violations
that predated the inflation adjustments.

For similar reasons—and applying the
same reasoning as in the December 2016
rule—NHTSA concludes that it would
be inappropriate to apply the increased
civil penalty rate to model year 2021 as
well. In the December 2016 rule,
NHTSA recognized the reality of the
timeline for the design, development,
and production of new vehicles:
“because of industry design,
development, and production cycles,
vehicle designs (including drivetrains,
which are where many fuel economy
improvements are made) are often fixed
years in advance, making adjustments to
fleet fuel economy difficult without a
lead time of multiple years.” 43 At the
time of the recent judicial decision
indicating that the increase would go
into effect, the industry plans for what
remains of model year 2020 and model
year 2021 were “fixed and
inalterable.” 44 Accordingly, “it is too
late at this juncture to make significant
changes to those plans and avoid non-
compliances.” 45

NHTSA'’s decision here also takes
account of the industry’s serious
reliance interests, having made design,
development, and production plans
based on the $5.50 rate. And reliance
upon that rate was reasonable, as
NHTSA reconsidered application of the
2015 Act by proposing in 2018 that the
2015 Act did not apply and finalizing
the proposal in 2019.46 The Director of
the Office of Management and Budget—
the Agency charged with overseeing
implementation of the 2015 Act—also
issued guidance concurring with
NHTSA that the 2015 Act did not apply
to the CAFE penalty rate with the final
rule, further increasing the
reasonableness of such reliance.

The Alliance Petition observes that
“[m]anufacturers long ago made their
technology choices, locked in suppliers
and production requirements,
developed credit purchase/sales
strategies, and have largely begun to
implement their planned production
runs for Model Year 2021”—all with the
$5.50 rate in effect.4” The issue of
credits is particularly noteworthy as
manufacturers can apply credits well

4281 FR 41453, 41454 (June 27, 2016) (Federal
Motor Carrier Safety Administration).

4381 FR 95489, 95490 (Dec. 28, 2016).

4481 FR 95489, 95490 (Dec. 28, 2016).

4581 FR 95489, 95490 (Dec. 28, 2016).

46 83 FR 13904 (Apr. 2, 2018); 84 FR 36007 (July
26, 2019).

47 Alliance Petition, at 4.

beyond one or two model years.
Manufacturers can choose to carry back
credits to apply to any of three model
years before they are earned or carry
them forward to apply to any of the five
model years after they are earned. With
such a long window of potential
applicability, it is likely that
manufacturers make long-term plans in
determining how to acquire and apply
credits. Increasing the rate is likely to
lead to an increase in the price of
credits, many of which have already
been planned around and negotiated
and contracted for. For example, in a
recent securities filing, Fiat Chrysler
Automobiles N.V. stated that it “has
accrued estimated amounts for any
probable CAFE penalty based on the
$5.50 rate,” but if the rate was applied
to model year 2019, “FCA may need to
accrue additional amounts due to
increased CAFE penalties and
additional amounts owed under certain
agreements for the purchase of
regulatory emissions credits” and “‘[t]he
amounts accrued could be up to €500
million [nearly $600 million].” 48 To
disregard the industry’s serious reliance
interests would be unfair and
improper.49

Accounting for the timeline of vehicle
development comports with NHTSA’s
broader approach to establishing fuel
economy standards. As NHTSA
explained in the December 2016 rule,
NHTSA “includes product cadence in
its assessment of CAFE standards, by
limiting application of technology in its
analytical model to years in which
vehicles are refreshed or redesigned.” 50
Not only does this consideration
function within the industry’s long-
established development cycle,
“NHTSA believes that this approach
facilitates continued fuel economy
improvements over the longer term by
accounting for the fact that
manufacturers will seek to make
improvements when and where they are
most cost-effective.” 51

In the December 2016 rule, NHTSA
also analogized the need to provide
appropriate lead time for an increase in
the civil penalty rate to the EPCA
provision requiring that when NHTSA
amends a fuel economy standard to
make it more stringent, NHTSA must
promulgate the standard ‘““at least 18
months before the beginning of the

48 FCA N.V. Interim Report, 6-K (Current report)
EX-99.1, at 41 (Sept. 30, 2020).

49 See, e.g., Encino Motorcars LLC v. Navarro, 136
S. Ct. 2117, 2125 (2016); FCC v. Fox Television
Stations, Inc., 556 U.S. 502, 515-16 (2009).

5081 FR 95489, 95491 (Dec. 28, 2016).

5181 FR 95489, 95491 (Dec. 28, 2016).

model year to which the amendment
applies.” 52 As NHTSA explained:

The 18 months’ notice requirement
for increases in fuel economy standards
represents a congressional
acknowledgement of the importance of
advance notice to vehicle manufacturers
to allow them the lead time necessary to
adjust their product plans, designs, and
compliance plans to address changes in
fuel economy standards. Similarly here,
affording manufacturers lead time to
adjust their products and compliance
plans helps them to account for such an
increase in the civil penalty amount. In
this unique case, the 18-month lead
time for increases in the stringency of
fuel economy standards provides a
reasonable proxy for appropriate
advance notice of the application of
substantially increased—here nearly
tripled—civil penalties.53

Similarly, EPCA provides that an
increase in the CAFE civil penalty rate
prescribed through the statutory process
can also only take effect “for the model
year beginning at least 18 months after
the regulation stating the higher amount
becomes final.” 54

As in the December 2016 rule,
NHTSA acknowledges that—while none
of the individual manufacturers that
submitted supplemental information
indicated this to be the case—it is
conceivable that some manufacturers
might be able to change production
volumes of certain lower- or higher-fuel-
economy models for model years that
have not happened yet, which could
help them to reduce or avoid CAFE non-
compliance penalties. However, NHTSA
noted then and reiterates here that
compelling such a change by
immediately adjusting the civil penalty
rate to apply to design decisions that are
already locked in would contravene a
fundamental purpose of the CAFE
program—namely, the statutory
requirement that fuel economy
standards be attribute-based and thus
responsive to consumer demand.5°
Affording some lead time to
manufacturers mitigates the concern
that manufacturers will be forced to
disregard consumer demand, for
example by having to restrict the
availability of vehicles that consumers
want.

The Alliance Petition was submitted
on October 2, 2020, and requested that
the adjustment apply beginning in
model year 2022. While NHTSA accepts
that the petitioner believes that timeline
provides a sufficient and reasonable

5249 U.S.C. 32902(a)(2
5381 FR 95489, 95491
54 See 49 U.S.C. 32912
55 See 49 U.S.C. 32902

Dec. 28, 2016).
(1)D).
(3).

c)
b)
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lead time under the circumstances for
its industry members to adjust
reasonably to the increased penalty rate
and, in this interim final rule, postpones
the increased rate until that model year,
NHTSA also seeks comment on whether
it should provide 18 months of lead
time before the increase becomes
effective. Since NHTSA treats model
years as commencing in October of the
calendar year prior to the model year, an
18-month lead time would have the $14
penalty rate apply to the 2023 model
year under this approach. Such an
approach would be consistent with the
December 2016 rule’s application of the
adjustment beginning in model year
2019.

NHTSA also recognizes the significant
negative economic consequences caused
by the global outbreak of COVID-19. On
May 19, 2020, President Trump issued
Executive Order (E.O.) 13924,
“Regulatory Relief to Support Economic
Recovery,” ordering agencies to address
the economic emergency caused by the
pandemic “by rescinding, modifying,
waiving, or providing exemptions from
regulations and other requirements that
may inhibit economic recovery,
consistent with applicable law and with
protection of the public health and
safety, with national and homeland
security, and with budgetary priorities
and operational feasibility.” 56 Where
such measures are made temporarily,
agencies must evaluate whether those
measures would “promote economic
recovery if made permanent.”

The Alliance Petition provided
information about the significant
negative economic impact on the
automotive sector caused by COVID-19.
All domestic auto factories were closed
by April 2020, for the first time since
World War II, for approximately eight
weeks.57 One analyst described the
second quarter of 2020 as “likely to be
the toughest in modern history” for the
automotive sector, as companies
“grappled with close to a zero revenue
environment for a few months.” 58
Market projections as of September 2020
indicate that domestic vehicle sales for
all of 2020 will be down by as much as

5685 FR 31353, 31354 (May 22, 2020).

57 Alliance Petition, at 5 (citing ALLIANCE FOR
AUTOMOTIVE INNOVATION, READING THE
METER: SEPTEMBER 30, 2020, https://
www.autosinnovate.org/wp-content/uploads/2020/
10/Meter-State-of-the-Industry-9-30-2020.pdf at
page 16).

58 Alliance Petition, at 5 (citing Michael Wayland,
Five Things Investors are Watching as GM and Ford
Report Coronavirus-Ravaged Earnings, CNBC (July
28, 2020 8:27 a.m.), https://www.cnbc.com/2020/
07/28/what-to-watch-for-as-gm-and-ford-report-
coronavirus-ravaged-earnings.html).

26 percent from 2019.5° And beyond the
immediate economic hit, this negative
economic impact is expected to have
effects beyond 2020. One market analyst
predicts that the auto sector recovery
will take several years and that the
market will not reach the sales that were
previously projected for 2020 until at
least 2025.6° The analyst also notes that
because of the COVID-19 effects on
sales and revenue, manufacturers have
been forced to delay capital-intensive
product actions to conserve resources,
with the greatest impact to showrooms
in calendar years 2023 and 2024.51
NHTSA also received information
from five individual vehicle
manufacturers supplementing the
Alliance Petition: Mercedes-Benz AG,
Jaguar Land Rover North America, LLC,
FCA US LLC, Ford Motor Company, and
Ferrari North America, Inc.62 Each cited
the ongoing pandemic in concluding
that applying the increased CAFE civil
penalty rate prior to model year 2022
would present a substantial hardship.
Mercedes-Benz indicated that since
March of this year, it has experienced
pandemic-related disruption of supply
chains, production, and work force,
which has caused unforeseen financial
loss for the company and has created a
tenuous financial climate. Jaguar Land
Rover indicated that due to the
pandemic, it had to close showrooms
and manufacturing plants, and pause
engineering work for months, resulting
in reduced sale revenue and the
prevention of investment in future fuel-
efficient technology product programs.
FCA and Ford detailed similar negative
economic impacts to their companies.
Each company argued that a decision to
apply the civil penalty of $14 vehicles
prior to MY 2022 would only aggravate
their financial hardships during this
economic emergency. These economic
consequences are on top of those
NHTSA already projected for the
increase from $5.50 to $14, including
the significant increase in costs to
manufacturers, increased

59 Alliance Petition, at 5 (citing ALLIANCE FOR
AUTOMOTIVE INNOVATION, READING THE
METER: SEPTEMBER 23, 2020, https://
www.autosinnovate.org/wp-content/uploads/2020/
09/Meter-State-of-the-Industry-9-23-2020.pdf at
pages 2-3).

60 Alliance Petition, at 5 (citing IHS MARKIT, IHS
MARKIT MONTHLY AUTOMOTIVE UPDATE—
AUGUST 2020 (Aug. 14, 2020)).

61 Alliance Petition, at 5 (citing ITHS MARKIT,
AUTOMOTIVE COVID-19 RECOVERY SERIES:
THE OEM LANDSCAPE—FOCUS ON US (Sept. 8,
2020)).

62 The companies have requested confidential
treatment for some of the business information
included in each of their individual submissions,
pursuant to 49 CFR part 512. The publicly available
portions of their submissions can be found in the
docket for this action at www.regulations.gov.

unemployment, adverse effects on
competition, and increases in
automobile imports.53 And these
impacts come at a time where NHTSA
data shows that the number of fleets
with credit shortfalls has substantially
increased, while the number of fleets
generating credit surpluses has
decreased, indicating that more
manufacturers—particularly domestic
manufacturers—are expected to need to
pay penalties going forward.6¢ The
financial burden on domestic
manufacturers is exacerbated by the
statutory prohibition against the use of
credits acquired by another automaker
or transferred from another fleet to offset
any non-compliance with the domestic
passenger car minimum standard.65
Manufacturers have already begun to
realize this impact: One manufacturer
paid over $77 million in civil penalties
for failing to meet the minimum
domestic passenger car standard for
model year 2016 and over $79 million
in model year 2017, the highest civil
penalties assessed in the history of the
CAFE program. Ferrari stated that
applying the $14 rate before model year
2022 would save no fuel, instead
serving only as a wealth transfer to the
manufacturers that have surplus CAFE
credits. Other facets of the CAFE
program, such as credit transfer caps,
credit adjustment factors, availability
and price of tradeable credits, and credit
banking, are causing similar economic
pressures. 66

Based on the available information,
NHTSA believes that applying the
adjustment to the CAFE civil penalty
rate beginning in model year 2019 “may
inhibit economic recovery,” while
applying the adjustment beginning in
model year 2022 is an appropriate
action to take “for the purpose of
promoting job creation and economic
growth.” 67

If the August 31, 2020 decision of the
United States Court of Appeals for the
Second Circuit in Case No. 19-2395 is
vacated, NHTSA’s July 2019 rule will be
reinstated, keeping the CAFE civil
penalty rate at $5.50. Regardless,
NHTSA will continue to apply the $5.50
civil penalty rate for violations that
occur prior to model year 2022. If the
July 2019 rule remains vacated, per the
Second Circuit’s ruling, the rate will be
adjusted to $14 beginning in model year
2022 under this interim final rule for all
of the foregoing reasons. And if

6384 FR 36007, 36023-36029 (July 26, 2019).

6484 FR 36007, 36029 (July 26, 2019); see also
Alliance Supplement, at 1-2.

6584 FR 36007, 36029 (July 26, 2019); 49 U.S.C.
32903(f)(2), (g)(4); 49 CFR 536.9.

66 See Alliance Supplement, at 2—4.

6785 FR 31353, 31354 (May 22, 2020).
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NHTSA'’s determination in the July 2019
rule that the CAFE civil penalty rate is
not a “civil monetary penalty” under
the 2015 Act is not restored, NHTSA
expects to make subsequent annual
adjustments to the rate as appropriate,
pursuant to the 2015 Act and in
accordance with EPCA and EISA.68 As
it did in the December 2016 rule,
“NHTSA believes this approach
appropriately harmonizes the two
congressional directives of adjusting
civil penalties to account for inflation
and maintaining attribute-based,
consumer-demand-focused standards,
applied in the context of the
presumption against retroactive
application of statutes’”” and particularly
“in the unique context of multi-year
vehicle product cycles.” 69

Either the Second Circuit’s vacatur of
the July 2019 final rule or the
promulgation of this interim final rule is
sufficient to render IPI’s petition for
reconsideration of the July 2019 final
rule moot, since NHTSA’s July 2019
final rule is no longer operative. To the
extent that the petition is not moot, it is
denied. As IPI noted, many of the
arguments raised in its petition were
already presented to NHTSA in its
comments to the April 2018 NPRM.70
NHTSA adequately responded to these
comments in the July 2019 final rule
and reaffirms those points here.7! In
accord with OMB’s government-wide
guidance on implementing the statute,
NHTSA sought clarifying guidance from
OMB and, as required by the 2015 Act,
NHTSA requested OMB’s concurrence
in its “negative economic impact”
determination. OMB’s interpretations
were consistent with those presented in
NHTSA’s NPRM, on which IPI
commented. And OMB’s guidance did
not contain any material misstatements
that undercut NHTSA’s determinations
in the July 2019 final rule.

H. Interim Final Rule and Public
Comment

Pursuant to the 2015 Act and 5 U.S.C.
553(b)(3)(B), NHTSA finds that good
cause exists for immediate
implementation of this interim final rule
without prior notice and comment
because it would be impracticable to
delay publication of this rule for notice
and comment, public comment is
unnecessary, and doing so is in the
public interest. As explained above,
manufacturers have a compelling need

68 See Public Law 114-74, Sec. 701(b)(2).

6981 FR 95489, 95491 (Dec. 28, 2016).

70IPI Petition, at 2.

71 See, e.g., 84 FR 36007, 36016, 36023, 36030
(July 26, 2019); see also 49 CFR 553.35(c) (‘“The
Administrator does not consider repetitious
petitions.”).

for ample advance notice of an increase
to the CAFE civil penalty rate in order
to modify their design, development,
and production plans accordingly, in
order for the inflation adjustment to
have its statutorily-intended effect, and
as a matter of fairness. It would be
impracticable to follow notice-and-
comment procedures, further delaying a
decision on when the rate should be
adjusted. That would leave in place an
increased rate applicable to model years
2019 and 2020, which are complete, as
well as model year 2021, which is
underway. To the extent any
manufacturers would have been able to
adjust their production volumes in
response to an increased penalty rate,
NHTSA cannot effectively compel them
to do so because it would disregard
consumer demand, in contravention of
NHTSA’s statutory duties. Thus, there is
good cause for an immediate effective
date to avoid any retroactive application
of an increased rate to model years for
which manufacturers could not plan to
accommodate.

Public comment is also unnecessary.
The 2015 Act provides that the first
adjustment shall be made through an
interim final rulemaking. Because this
action is establishing the parameters of
NHTSA'’s first adjustment of the CAFE
civil penalty rate, NHTSA is utilizing
the process provided by the 2015 Act.
NHTSA also notes that pursuant to the
2015 Act, its initial catch-up adjustment
was promulgated through an interim
final rule without public comment and,
more significantly, the December 2016
rule on which this action is largely
based was also promulgated without
public comment.

The public interest also counsels
towards NHTSA'’s issuance of an
interim final rule. As discussed above,
the automotive industry has faced
unprecedented economic challenges
arising from the COVID-19 national
emergency situation.”2 The entire
manufacturing base was effectively shut
down mere months ago, and the
industry still faces severe supply chain
constraints that have reduced
automobile production. Similarly, the
general economic difficulties facing the
nation have significantly reduced
vehicle sales, reducing revenue for
manufacturers. Applying the adjustment
to the CAFE civil penalty rate beginning
in model year 2019 will result in serious

72 See “‘Proclamation on Declaring a National
Emergency Concerning the Novel Coronavirus
Disease (COVID-19) Outbreak,” Presidential
Proclamation 9994 (Mar. 13, 2020), available online
at https://www.whitehouse.gov/presidential-
actions/proclamation-declaring-national-
emergency-concerning-novel-coronavirus-disease-
covid-19-outbreak/.

harm, including increased penalties for
manufacturers with no corresponding
societal gain and could very well inhibit
economic recovery by reducing the
capital manufacturers would have to
invest in their product. Applying the
adjustment beginning in model year
2022 is an appropriate action to take to
avoid serious harm and “for the purpose
of promoting job creation and economic
growth.” 73

Issuing an interim final rule now
while the COVID-19 emergency is
ongoing is particularly in the public
interest, and consistent with the
Executive order to promote the
economic recovery. For these reasons,
NHTSA finds that notice-and-comment
before the interim final rule is
promulgated would be impracticable, is
unnecessary in this situation, and is
contrary to the public interest. NHTSA
is nonetheless providing an opportunity
for interested parties to comment on the
interim final rule.”4

For these reasons, the Agency has also
determined that it has good cause under
5 U.S.C. 553(d)(3) and 5 U.S.C. 808(2) to
issue this rule with an immediate
effective date. In addition, a delayed
effective in not required under 5 U.S.C
553(d)(2) because it “‘relieves a
restriction” by allowing additional time
before the higher penalty rate begins to

apply.
I. Rulemaking Analyses and Notices

1. Executive Order 12866, Executive
Order 13563, and DOT Regulatory
Policies and Procedures

NHTSA has considered the impact of
this rulemaking action under Executive
Order 12866, Executive Order 13563,
and the Department of Transportation’s
regulatory policies and procedures. This
rulemaking document has been
considered a “significant regulatory
action” under Executive Order 12866.
NHTSA also believes that this
rulemaking is “‘economically
significant,” as the Agency believes that
the difference in the amount of penalties
received by the government as a result
of this rule, classified as ‘“‘transfers,” are
likely to exceed $100 million in at least
one of the years affected by this
rulemaking. As noted above, the Agency
believes this rule will have a limited
effect, in any, on the composition of the
fleet, as model years 2019 and 2020 are
complete and model year 2021 is

7385 FR 31353, 31354 (May 22, 2020).

74 Shortly prior to publication of this interim final
rule, NHTSA received two letters regarding this
rulemaking. Both letters are included in the docket
for this matter and will be treated as comments for
appropriate consideration.


https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
https://www.whitehouse.gov/presidential-actions/proclamation-declaring-national-emergency-concerning-novel-coronavirus-disease-covid-19-outbreak/
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already well under way.”5 If the August
31, 2020 decision of the United States
Court of Appeals for the Second Circuit
in Case No. 19-2395 is not vacated,
NHTSA would have no discretion in
whether to make the adjustment to $14
and thus no regulatory impact analysis
is required. If the August 31, 2020
decision of the United States Gourt of
Appeals for the Second Circuit in Case
No. 19-2395 is vacated, NHTSA’s July
2019 rule keeping the CAFE civil
penalty rate at $5.50 will be reinstated,
and as noted in that rule, it has no
economic impact because it merely
maintains the existing penalty rate.

2. Regulatory Flexibility Act

Pursuant to the Regulatory Flexibility
Act (5 U.S.C. 601 et seq., as amended by
the Small Business Regulatory
Enforcement Fairness Act (SBREFA) of
1996), whenever an agency is required
to publish a notice of proposed
rulemaking or final rule, it must prepare
and make available for public comment
a regulatory flexibility analysis that
describes the effect of the rule on small
entities (i.e., small businesses, small
organizations, and small governmental
jurisdictions). Because this is an interim
final rule, no regulatory flexibility
analysis is required. In any event, no
regulatory flexibility analysis is required
if the head of an agency certifies the
proposal will not have a significant
economic impact on a substantial
number of small entities.

Even though this is an interim final
rule for which no regulatory flexibility
analysis is required, NHTSA has
considered the impacts of this notice
under the Regulatory Flexibility Act and
does not believe that this rule would
have a significant economic impact on
a substantial number of small entities.
NHTSA requests comment on the
economic impact of this interim final
rule on small entities.

The Small Business Administration’s
(SBA) regulations define a small
business in part as a “business entity
organized for profit, with a place of
business located in the United States,
and which operates primarily within the
United States or which makes a
significant contribution to the U.S.
economy through payment of taxes or
use of American products, materials or
labor.” 13 CFR 121.105(a). SBA’s size
standards were previously organized
according to Standard Industrial
Classification (““‘SIC”’) Codes. SIC Code
336211 “Motor Vehicle Body
Manufacturing” applied a small

75 NHTSA reaffirms the position on economic
analysis taken its July 2019 rule. 84 FR 36007,
36030 (July 26, 2019).

business size standard of 1,000
employees or fewer. SBA now uses size
standards based on the North American
Industry Classification System
(“NAICS”’), Subsector 336—
Transportation Equipment
Manufacturing. This action is expected
to affect manufacturers of motor
vehicles. Specifically, this action affects
manufacturers from NAICS codes
336111—Automobile Manufacturing,
and 336112—Light Truck and Utility
Vehicle Manufacturing, which both
have a small business size standard
threshold of 1,500 employees.

Though civil penalties collected
under 49 CFR 578.6(h)(1) and (2) apply
to some small manufacturers, low
volume manufacturers can petition for
an exemption from the Corporate
Average Fuel Economy standards under
49 CFR part 525. This would lessen the
impacts of this rulemaking on small
business by allowing them to avoid
liability for penalties under 49 CFR
578.6(h)(2). Small organizations and
governmental jurisdictions will not be
significantly affected as the price of
motor vehicles and equipment ought not
change as the result of this rule.

3. Executive Order 13132 (Federalism)

Executive Order 13132 requires
NHTSA to develop an accountable
process to ensure ‘“‘meaningful and
timely input by State and local officials
in the development of regulatory
policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the [N]ational [G]overnment
and the States, or on the distribution of
power and responsibilities among the
various levels of government.” Under
Executive Order 13132, the Agency may
not issue a regulation with federalism
implications, that imposes substantial
direct compliance costs, and that is not
required by statute, unless the Federal
Government provides the funds
necessary to pay the direct compliance
costs incurred by State and local
governments, the agency consults with
State and local governments, or the
agency consults with State and local
officials early in the process of
developing the proposed regulation.

This rule will not have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132.

The reason is that this rule will
generally apply to motor vehicle
manufacturers. Thus, the requirements
of Section 6 of the Executive order do

not apply.

4. Unfunded Mandates Reform Act of
1995

The Unfunded Mandates Reform Act
of 1995, Public Law 104—4, requires
agencies to prepare a written assessment
of the cost, benefits and other effects of
proposed or final rules that include a
Federal mandate likely to result in the
expenditure by State, local, or tribal
governments, in the aggregate, or by the
private sector, of more than $100
million annually. Because this rule is
not expected to include a Federal
mandate, no unfunded mandate
assessment will be prepared.

5. National Environmental Policy Act

The National Environmental Policy
Act of 1969 (NEPA) 76 directs that
Federal agencies proposing ‘“major
Federal actions significantly affecting
the quality of the human environment”
must, “to the fullest extent possible,”
prepare “‘a detailed statement” on the
environmental impacts of the proposed
action (including alternatives to the
proposed action).”’” However, as a
threshold question, Federal agencies
must assess whether NEPA applies to a
particular proposed activity or
decision.”8 If an agency determines that
NEPA is inapplicable, no further
analysis is required pursuant to NEPA
or the Council on Environmental
Quality’s (CEQ) NEPA implementing
regulations.”?

In assessing whether NEPA applies,
NHTSA has considered ‘“[w]hether
compliance with NEPA would be
inconsistent with Congressional intent
expressed in another statute.” 8° In
particular, NHTSA has considered the
Congressional intent with regard to both
EPCA (as amended by EISA) and the
2015 Act. As quoted above from the
December 2016 rule, “the purpose of
civil penalties for non-compliance is to
encourage manufacturers to comply
with the CAFE standards.” 81 And more

7642 U.S.C. 4321-4347.

7742 U.S.C. 4332.

7840 CFR 1501.1(a).

7940 CFR parts 1500-1508. NHTSA has not yet
revised its own NEPA implementing regulations (49
CFR part 520) to conform with CEQ’s recently
revised regulations. See 40 CFR 1507.3. However,
where an agency’s existing NEPA procedures are
inconsistent with the CEQ’s regulations, the CEQ
regulations control. 40 CFR 1507.3(a). If NEPA is
inapplicable under 40 CFR 1501.1(a), then
NHTSA’s own NEPA implementing regulations,
promulgated pursuant to NEPA and CEQ
guidelines, similarly do not apply.

8040 CFR 1501.1(a)(3).

8181 FR at 95490.
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generally, one of the stated purposes of
the 2015 Act is to “maintain the
deterrent effect of civil monetary
penalties and promote compliance with
the law.” 82 Further, as part of the
statutory scheme established by EPCA
and the 2015 Act, Congress requires
NHTSA to account for such issues as
lead time, consumer demand, and
negative economic impacts of its actions
(especially in light of COVID-19 and the
Executive order to combat the economic
emergency caused by it). Assuming
arguendo that NHTSA is obligated to
raise the civil penalty rate to $14, the
aforementioned factors, as well as legal
doctrines of retroactivity and fairness,
all point to the necessity of delaying
effectiveness until at least model year
2022. Consideration of environmental
impacts is inconsistent with these
obligations and Congressional intent,
and no further analysis pursuant to
NEPA is required.

Still, NHTSA “may prepare an
environmental assessment on any action
in order to assist agency planning and
decision making.” 83 When a Federal
agency prepares an environmental
assessment, the CEQ NEPA
implementing regulations require it to
(1) “[blriefly provide sufficient evidence
and analysis for determining whether to
prepare an environmental impact
statement or a finding of no significant
impact” and (2) “[b]riefly discuss the
purpose and need for the proposed
action, alternatives . . ., and the
environmental impacts of the proposed
action and alternatives, and include a
listing of [a]lgencies and persons
consulted.” 84 Generally, based on the
environmental assessment, the agency
must make a determination to prepare
an environmental impact statement or
“prepare a finding of no significant
impact if the [a]lgency determines, based
on the environmental assessment, not to
prepare an environmental impact
statement because the proposed action
will not have significant effects.” 85
Although NHTSA concludes that a
NEPA analysis is not required, this
section may serve as the Agency’s
Environmental Assessment (EA) and
Finding of No Significant Impact
(FONSI) for this interim final rule.

I. Purpose and Need

This interim final rule sets forth the
purpose of and need for this action. In
response to the Alliance Petition,
NHTSA considered whether it is
appropriate, pursuant to the Inflation

8228 U.S.C. 2461 note, sec. 2(b)(2).
8340 CFR 1501.5(b).
8440 CFR 1501.5(c).
8540 CFR 1501.6(a).

Adjustment Act and EPCA (as amended
by EISA), to increase the CAFE civil
penalty rate beginning in model year
2022. The Alliance Petition cited cost,
retroactivity, and lead time as reasons
why a delay in effectiveness until model
year 2022 is required. NHTSA
considered the findings of this EA prior
to deciding that the adjusted rate will go
into effect beginning in model year
2022.

I1. Alternatives

NHTSA considered a range of
alternatives for this action, including
the No Action Alternative of adjusting
the CAFE civil penalty rate from $5.50
to $14 beginning in model year 2019 (as
originally established by the December
2016 final rule), and the alternatives of
applying the adjustment beginning in
model years 2020, 2021, 2022, and 2023.
This EA describes the potential
environmental impacts associated with
the various model years in comparison
with each other.

Upon consideration of the
information presented in this EA,
NHTSA is deciding to apply the
adjustment beginning in model year
2022 in this interim final rule. NHTSA
is seeking comment on whether to
instead apply the increase beginning in
model year 2023, and commenters
should consider NEPA in their
discussions of such an approach.

III. Environmental Impacts of the
Action and Alternatives

NHTSA considered a range of
alternatives for when to apply the
inflation adjustment in the CAFE civil
penalty rate from $5.50 to $14. For the
reasons explained in the preamble,
NHTSA anticipates no differences in
environmental impacts associated with
the alternatives of applying the
adjustment beginning in model years
2019, 2020, 2021, or 2022. Vehicles for
model years 2019 and 2020 have largely
if not entirely been produced already,
and many manufacturers are already
selling model year 2021 vehicles. Since
some manufacturers launch subsequent
model year vehicles as early as the
spring, it is reasonable to assume that
model year 2022 vehicles will be
launched in the coming months. It is
impossible for manufacturers to change
the design and manufacture of vehicles
that are already on the market, and the
logistical realities of the industry make
it infeasible for manufacturers to change
course in the middle of a model year
that is already underway or just prior to
the start of a model year. Imposing a
higher penalty on manufacturers for
vehicles that, at this point, cannot be
manufactured with improved fuel

economy and for which adjustment in
production volumes costs
manufacturers significantly more
compared to the higher civil penalty
rate would have no environmental
benefit—only incurring costs to those
manufacturers (which are likely to be
passed on to consumers). In fact,
imposing those costs on manufacturers
now may make it even harder
financially for those manufacturers to
make further gains in fuel economy in
the future, with less capital to invest in
fuel-saving technology, design,
marketing of the benefits, and
production.

While this interim final rule adjusts
the CAFE civil penalty rate beginning
no earlier than model year 2022,
NHTSA is seeking comment on whether
to apply the adjustment beginning in
model year 2023. Based on the
information included in NHTSA’s Final
EA in its July 2019 rule, NHTSA
tentatively expects that applying the
adjustment beginning in model year
2023 would have a minimal
environmental impact. NHTSA seeks
comments on the environmental
impacts of applying the adjustment
beginning in model year 2023.

IV. Agencies and Persons Consulted

NHTSA and DOT have consulted with
OMB and the U.S. Department of Justice
and provided other Federal agencies
with the opportunity to review and
provide feedback on this rulemaking.

V. Conclusion

NHTSA has reviewed the information
presented in this EA and concludes that
the alternatives to adjust the CAFE civil
penalty rate beginning in model years
2019, 2020, 2021, or 2022 all would
have the same environmental impacts
on the quality of the human
environment (or the differences among
alternatives would be de minimis).
Given the practical realities of the
design and production process, the
environmental impact of adjusting the
CAFE civil penalty rate in model year
2022 is expected to be negligible as
compared to the No Action Alternative.
NHTSA has not made a final decision
on whether to apply the adjustment
beginning in model year 2023 and seeks
comments on the environmental
impacts of that alternative.

VI. Finding of No Significant Impact

I have reviewed this EA. Based on the
EA, I conclude that implementation of
any of the action alternatives through
model year 2022 (including the interim
final rule) will not have a significant
effect on the human environment and
that a “finding of no significant impact”
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is appropriate. This statement
constitutes the Agency’s “finding of no
significant impact,” and an
environmental impact statement will
not be prepared.86 NHTSA will review
comments regarding applying the
adjustment beginning in model year
2023 as appropriate.

6. Executive Order 12778 (Civil Justice
Reform)

This rule does not have a preemptive
or retroactive effect—specifically, it
modifies a regulation to avoid having a
retroactive effect. Judicial review of a
rule based on this interim final rule may
be obtained pursuant to 5 U.S.C. 702.

7. Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980, NHTSA states
that there are no requirements for
information collection associated with
this rulemaking action.

8. Privacy Act

Please note that anyone is able to
search the electronic form of all
comments received into any of DOT’s
dockets by the name of the individual
submitting the comment (or signing the
comment, if submitted on behalf of an
association, business, labor union, etc.).
You may review DOT’s complete
Privacy Act Statement in the Federal
Register published on April 11, 2000
(65 FR 19477), or you may visit http://
dms.dot.gov.

9. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), the Office of
Information and Regulatory Affairs
designated this action as a “‘major rule,”
as defined by 5 U.S.C. 804(2). For the
reasons explained above, NHTSA finds
that notice and public comment are
impracticable, unnecessary, and
contrary to the public interest. NHTSA
will submit a rule report to each House
of the Congress and to the Comptroller
General of the United States.

List of Subjects in 49 CFR Part 578

Imports, Motor vehicle safety, Motor
vehicles, Penalties, Rubber and rubber
products, Tires.

In consideration of the foregoing, 49
CFR part 578 is amended as set forth
below.

PART 578—CIVIL AND CRIMINAL
PENALTIES

m 1. The authority citation for 49 CFR
part 578 continues to read as follows:

Authority: Pub. L. 101-410, 104 Stat. 890;
Pub. L. 104-134, 110 Stat. 1321; Pub. L. 109—

8640 CFR 1501.6(a).

59, 119 Stat. 1144; Pub. L. 114-74, 129 Stat.
584; Pub. L. 114-94, 129 Stat. 1312; 49 U.S.C.
30165, 30170, 30505, 32308, 32309, 32507,
32709, 32710, 32902, 32912, and 33115;
delegation of authority at 49 CFR 1.81, 1.95.
m 2. Amend § 578.6 by revising
paragraph (h) to read as follows:

§ 578.6 Civil penalties for violations of
specified provisions of Title 49 of the United
States Code.

* * * * *

(h) Automobile fuel economy. (1) A
person that violates 49 U.S.C. 32911(a)
is liable to the United States
Government for a civil penalty of not
more than $43,280 for each violation. A
separate violation occurs for each day
the violation continues.

(2) Except as provided in 49 U.S.C.
32912(c), beginning with model year
2022, a manufacturer that violates a
standard prescribed for a model year
under 49 U.S.C. 32902 is liable to the
United States Government for a civil
penalty of $14, plus any adjustments for
inflation that occurred or may occur (for
model years before model year 2022),
multiplied by each .1 of a mile a gallon
by which the applicable average fuel
economy standard under that section
exceeds the average fuel economy—

(i) Calculated under 49 U.S.C.
32904(a)(1)(A) or (B) for automobiles to
which the standard applies
manufactured by the manufacturer
during the model year;

(ii) Multiplied by the number of those
automobiles; and

(iii) Reduced by the credits available
to the manufacturer under 49 U.S.C.
32903 for the model year.

Note 1 to paragraph (h)(2): If the
August 31, 2020 decision of the United
States Court of Appeals for the Second
Circuit in Case No. 19-2395 is vacated,
49 CFR 578.6(h)(2), revised October 1,
2019, would apply to all model years,
instead of paragraph (h)(2) of this
section. In such instance, NHTSA
would amend this section in accordance
with such vacatur.

Issued in Washington, DC, under authority
delegated in 49 CFR 1.95, and 501.5.

James Clayton Owens,

Deputy Administrator.

[FR Doc. 2021-00278 Filed 1-12—21; 11:15 am]
BILLING CODE 4910-59-P

SURFACE TRANSPORTATION BOARD

49 CFR Part 1022
[Docket No. EP 716 (Sub-No. 6)]

Civil Monetary Penalties—2021
Adjustment

AGENCY: Surface Transportation Board.

ACTION: Final rule.

SUMMARY: The Surface Transportation
Board (Board) is issuing a final rule to
implement the annual inflationary
adjustment to its civil monetary
penalties, pursuant to the Federal Civil
Penalties Inflation Adjustment Act
Improvements Act of 2015.

DATES: This final rule is effective
January 14, 2021.

FOR FURTHER INFORMATION CONTACT:
Sarah Fancher at (202) 245-0355.
Assistance for the hearing impaired is
available through the Federal Relay
Service at (800) 877—8339.
SUPPLEMENTARY INFORMATION:

I. Background

The Federal Civil Penalties Inflation
Adjustment Act Improvements Act of
2015 (2015 Act), enacted as part of the
Bipartisan Budget Act of 2015, Public
Law 114-74, sec. 701, 129 Stat. 584,
599-601, requires agencies to adjust
their civil penalties for inflation
annually, beginning on July 1, 2016, and
no later than January 15 of every year
thereafter. In accordance with the 2015
Act, annual inflation adjustments are to
be based on the percent change between
the Consumer Price Index for all Urban
Consumers (CPI-U) for October of the
previous year and the October CPI-U of
the year before that. Penalty level
adjustments should be rounded to the
nearest dollar.

II. Discussion

The statutory definition of civil
monetary penalty covers various civil
penalty provisions under the Rail (Part
A); Motor Carriers, Water Carriers,
Brokers, and Freight Forwarders (Part
B); and Pipeline Carriers (Part C)
provisions of the Interstate Commerce
Act, as amended. The Board’s civil (and
criminal) penalty authority related to
rail transportation appears at 49 U.S.C.
11901-11908. The Board’s penalty
authority related to motor carriers, water
carriers, brokers, and freight forwarders
appears at 49 U.S.C. 14901-14916. The
Board’s penalty authority related to
pipeline carriers appears at 49 U.S.C.
16101-16106.1 The Board has
regulations at 49 CFR part 1022 that
codify the method set forth in the 2015
Act for annually adjusting for inflation
the civil monetary penalties within the
Board’s jurisdiction.

As set forth in this final rule, the
Board is amending 49 CFR part 1022 to

1The Board also has various criminal penalty
authority, enforceable in a federal criminal court.
Congress has not, however, authorized federal
agencies to adjust statutorily prescribed criminal
penalty provisions for inflation, and this rule does
not address those provisions.
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make an annual inflation adjustment to
the civil monetary penalties in
conformance with the requirements of
the 2015 Act. The adjusted penalties set
forth in the rule will apply only to
violations that occur after the effective
date of this regulation.

In accordance with the 2015 Act, the
annual adjustment adopted here is
calculated by multiplying each current
penalty by the cost-of-living adjustment
factor of 1.01182, which reflects the
percentage change between the October
2020 CPI-U (260.388) and the October
2019 CPI-U (257.346). The table at the
end of this decision shows the statutory
citation for each civil penalty, a
description of the provision, the
adjusted statutory civil penalty level for
2020, and the adjusted statutory civil
penalty level for 2021.

II1. Final Rule

The final rule set forth at the end of
this decision is being issued without
notice and comment pursuant to the
rulemaking provision of the
Administrative Procedure Act (APA), 5
U.S.C. 553(b)(B), which does not require
that process “when the agency for good
cause finds” that public notice and
comment are ‘“‘unnecessary.” Here,
Congress has mandated that the agency
make an annual inflation adjustment to
its civil monetary penalties. The Board
has no discretion to set alternative
levels of adjusted civil monetary
penalties, because the amount of the
inflation adjustment must be calculated
in accordance with the statutory
formula. Given the absence of

discretion, the Board has determined
that there is good cause to promulgate
this rule without soliciting public
comment and to make this regulation
effective immediately upon publication.

IV. Regulatory Flexibility Statement

The Regulatory Flexibility Act (RFA),
as amended by the Small Business
Regulatory Enforcement Fairness Act of
1996, 5 U.S.C. 601-612, generally
requires an agency to prepare a
regulatory flexibility analysis of any rule
subject to notice and comment
rulemaking requirements, unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Because the Board has determined that
notice and comment are not required
under the APA for this rulemaking, the
requirements of the RFA do not apply.

V. Congressional Review Act

Pursuant to the Congressional Review
Act, 5 U.S.C. 801-808, the Office of
Information and Regulatory Affairs has
designated this rule as a non-major rule,
as defined by 5 U.S.C. 804(2).

VI. Paperwork Reduction Act

This final rule does not contain a new
or amended information collection
requirement subject to the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501—
3521.

List of Subjects in 49 CFR Part 1022

Administrative practice and
procedures, Brokers, Civil penalties,
Freight forwarders, Motor carriers,

TABLE 1 TO PARAGRAPH (b)

Pipeline carriers, Rail carriers, Water
carriers.

It is ordered:

1. The Board amends its rules as set
forth in this decision. Notice of the final
rule will be published in the Federal
Register.

2. This decision is effective on
January 14, 2021.

Decided Date: January 11, 2021.

By the Board, Board Members Begeman,
Fuchs, Oberman, and Primus.
Tammy Lowery,
Clearance Clerk.

For the reasons set forth in the
preamble, part 1022 of title 49, chapter
X, of the Code of Federal Regulations is
amended as follows:

PART 1022—CIVIL MONETARY
PENALTY INFLATION ADJUSTMENT

m 1. Revise the authority citation for part
1022 to read as follows:

Authority: 5 U.S.C. 551-557; 28 U.S.C.
2461 note; 49 U.S.C. 11901, 14901, 14903,
14904, 14905, 14906, 14907, 14908, 14910,
14915, 14916, 16101, 16103.

m 2. Revise § 1022.4(b) to read as
follows:

§1022.4 Cost-of-living adjustments of civil
monetary penalties.
* * * * *

(b) The cost-of-living adjustment
required by the statute results in the
following adjustments to the civil
monetary penalties within the
jurisdiction of the Board:

Adjusted Adjusted
U.S. code citation Civil monetary penalty description penalty penalty
amount 2020 amount 2021
Rail Carrier Civil Penalties
49 U.S.C. 11901(@) «covvrveveerrernens Unless otherwise specified, maximum penalty for each knowing $8,128 $8,224
violation under this part, and for each day.
49 U.S.C. 11901(b) .eevvvvereeieenen. For each violation under § 11124(a)(2) or (b) ..cccevvverieeieeeieerieeeene 813 823
49 U.S.C. 11901(b) .... For each day violation continUES .........cccccceriirieiniennieieee e 42 42
49 U.S.C. 11901(c) Maximum penalty for each knowing violation under §§10901-— 8,128 8,224
10906.
49 U.S.C. 11901(d) .ccvvvveveerrereens For each violation under §§ 11123 or 11124(a)(1) ..ceoovvvevvvereriienienne 162-813 164-823
49 U.S.C. 11901(d) ..ceevveneene For each day violation continues ...........ccccoevvriieniinnecnnenne 81 82
49 U.S.C. 11901(e)(1), (4) ... For each violation under §§ 11141-11145, for each day .... 813 823
49 U.S.C. 11901(e)(2), (4) «cvrvvnee For each violation under § 11144(b)(1), for each day ............ 162 164
49 U.S.C. 11901(e)(3)—(4) ..vrvvnee For each violation of reporting requirements, for each day 162 164
Motor and Water Carrier Civil Penalties
49 U.S.C. 14901(Q) «eevverrrerrecennenn Minimum penalty for each violation and for each day ...................... 1,112 1,125
49 U.S.C. 14901(Q) «eovvervrerrrcennen. For each violation under §§ 13901 or 13902(C) ........ccvvvvreenen. 11,125 11,257
49 U.S.C. 14901(Q) -covvveeveeeeneann. For each violation related to transportation of passengers 27,813 28,142
49 U.S.C. 14901(b) «cvvveeeeeeen. For each violation of the hazardous waste rules under §3001 of 22,251-44,501 22,514-45,027
the Solid Waste Disposal Act.
49 U.S.C. 14901(d)(1) weeveerveenenn. Minimum penalty for each violation of household good regulations, 1,625 1,644
and for each day.



3028

Federal Register/Vol. 86, No. 9/ Thursday, January 14, 2021/Rules and Regulations

TABLE 1 TO PARAGRAPH (b)—Continued

Adjusted Adjusted
U.S. code citation Civil monetary penalty description penalty penalty
amount 2020 amount 2021
49 U.S.C. 14901(d)(2) ..eevverrereenne Minimum penalty for each instance of transportation of household 16,258 16,450
goods if broker provides estimate without carrier agreement.
49 U.S.C. 14901(d)(3) ..eevvvrrernene Minimum penalty for each instance of transportation of household 40,640 41,120
goods without being registered.
49 U.S.C. 14901(€) ..cvvrvereerrernens Minimum penalty for each violation of a transportation rule ............ 3,251 3,289
49 U.S.C. 14901(€) «eevvvrrvrereeaannen. Minimum penalty for each additional violation .............cccccevviinennne 8,128 8,224
49 U.S.C. 14903(a) ..evrvevveerrernenns Maximum penalty for undercharge or overcharge of tariff rate, for 162,568 164,490
each violation.
49 U.S.C. 14904(a) For first violation, rebates at less than the rate in effect .................. 325 329
49 U.S.C. 14904(a) For all subsequent violations ...........ccccveiiriiiiieeneee e 407 412
49 U.S.C. 14904(b)(1) evvvvrereens Maximum penalty for first violation for undercharges by freight for- 813 823
warders.
49 U.S.C. Maximum penalty for subsequent violations ............cccceeveiriiiiiennne. 3,251 3,289
49 U.S.C. Maximum penalty for other first violations under § 13702 ... 813 823
49 U.S.C. Maximum penalty for subsequent violations ............cccceeviiniiiiiennne. 3,251 3,289
49 U.S.C. Maximum penalty for each knowing violation of §14103(a), and 16,258 16,450
knowingly authorizing, consenting to, or permitting a violation of
§14103(a) or (b).
49 U.S.C Minimum penalty for first attempt to evade regulation ..................... 2,226 2,252
49 U.S.C Minimum amount for each subsequent attempt to evade regulation 5,562 5,628
49 U.S.C. Maximum penalty for recordkeeping/reporting violations ................. 8,128 8,224
49 U.S.C. 14908(a)(2) ..ceveerveeemeen Maximum penalty for violation of § 14908(a)(1) ......cccccvrverriirriennnnn. 3,251 3,289
49 U.S.C. 14910 ..ceooviviiiece When another civil penalty is not specified under this part, for each 813 823
violation, for each day.
49 U.S.C. 14915(a)(1)-(2) ........... Minimum penalty for holding a household goods shipment hos- 12,919 13,072
tage, for each day.
49 U.S.C. 14916(C)(1) «ovreervernenns Maximum penalty for each knowing violation under § 14916(a) for 11,125 11,257
unlawful brokerage activities.
Pipeline Carrier Civil Penalties
Maximum penalty for violation of this part, for each day ....... 8,128 8,224
For each recordkeeping violation under § 15722, each day ...... 813 823
For each inspection violation liable under § 15722, each day ... 162 164
For each reporting violation under § 15723, each day ............... 162 164
Maximum penalty for improper disclosure of information ................. 1,625 1,644

[FR Doc. 2021-00755 Filed 1-13-21; 8:45 am]
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List of Fisheries for 2021

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: The National Marine
Fisheries Service (NMFS) publishes its
final List of Fisheries (LOF) for 2021, as
required by the Marine Mammal
Protection Act (MMPA). The LOF for
2021 reflects new information on
interactions between commercial

fisheries and marine mammals. NMFS
must classify each commercial fishery
on the LOF into one of three categories
under the MMPA based upon the level
of mortality and serious injury of marine
mammals that occurs incidental to each
fishery. The classification of a fishery on
the LOF determines whether
participants in that fishery are subject to
certain provisions of the MMPA, such as
registration, observer coverage, and take
reduction plan (TRP) requirements.

DATES: The effective date of this final
rule is February 16, 2021.

ADDRESSES: Chief, Marine Mammal and
Sea Turtle Conservation Division, Office
of Protected Resources, NMFS, 1315
East-West Highway, Silver Spring, MD
20910.

FOR FURTHER INFORMATION CONTACT:
Jaclyn Taylor, Office of Protected
Resources, 301-427-8402; Allison
Rosner, Greater Atlantic Region, 978—
281-9328; Jessica Powell, Southeast
Region, 727-824-5312; Dan Lawson,
West Coast Region, 206—-526—-4740;
Suzie Teerlink, Alaska Region, 907—

586—7240; Diana Kramer, Pacific Islands
Region, 808—725-5167. Individuals who
use a telecommunications device for the
hearing impaired may call the Federal
Information Relay Service at 1-800—
877-8339 between 8 a.m. and 4 p.m.
Eastern time, Monday through Friday,
excluding Federal holidays.

SUPPLEMENTARY INFORMATION:
What is the List of Fisheries?

Section 118 of the MMPA requires
NMFS to place all U.S. commercial
fisheries into one of three categories
based on the level of incidental
mortality and serious injury of marine
mammals occurring in each fishery (16
U.S.C. 1387(c)(1)). The classification of
a fishery on the LOF determines
whether participants in that fishery may
be required to comply with certain
provisions of the MMPA, such as
registration, observer coverage, and take
reduction plan requirements. NMFS
must reexamine the LOF annually,
considering new information in the
Marine Mammal Stock Assessment
Reports (SARs) and other relevant
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sources, and publish in the Federal
Register any necessary changes to the
LOF after notice and opportunity for
public comment (16 U.S.C. 1387
(c)(V)(C).

How does NMFS determine in which
category a fishery is placed?

The definitions for the fishery
classification criteria can be found in
the implementing regulations for section
118 of the MMPA (50 CFR 229.2). The
criteria are also summarized here.

Fishery Classification Criteria

The fishery classification criteria
consist of a two-tiered, stock-specific
approach that first addresses the total
impact of all fisheries on each marine
mammal stock and then addresses the
impact of individual fisheries on each
stock. This approach is based on
consideration of the rate, in numbers of
animals per year, of incidental
mortalities and serious injuries of
marine mammals due to commercial
fishing operations relative to the
potential biological removal (PBR) level
for each marine mammal stock. The
MMPA (16 U.S.C. 1362 (20)) defines the
PBR level as the maximum number of
animals, not including natural
mortalities, that may be removed from a
marine mammal stock while allowing
that stock to reach or maintain its
optimum sustainable population (OSP).
This definition can also be found in the
implementing regulations for section
118 of the MMPA (50 CFR 229.2).

Tier 1: Tier 1 considers the
cumulative fishery mortality and serious
injury for a particular stock. If the total
annual mortality and serious injury of a
marine mammal stock, across all
fisheries, is less than or equal to 10
percent of the PBR level of the stock, all
fisheries interacting with the stock will
be placed in Category III (unless those
fisheries interact with other stock(s) for
which total annual mortality and
serious injury is greater than 10 percent
of PBR). Otherwise, these fisheries are
subject to the next tier (Tier 2) of
analysis to determine their
classification.

Tier 2: Tier 2 considers fishery-
specific mortality and serious injury for
a particular stock.

Category I: Annual mortality and
serious injury of a stock in a given
fishery is greater than or equal to 50
percent of the PBR level (i.e., frequent
incidental mortality and serious injury
of marine mammals).

Category II: Annual mortality and
serious injury of a stock in a given
fishery is greater than 1 percent and less
than 50 percent of the PBR level (i.e.,

occasional incidental mortality and
serious injury of marine mammals).

Category III: Annual mortality and
serious injury of a stock in a given
fishery is less than or equal to 1 percent
of the PBR level (i.e., a remote
likelihood of or no known incidental
mortality and serious injury of marine
mammals).

Additional details regarding how the
categories were determined are
provided in the preamble to the final
rule implementing section 118 of the
MMPA (60 FR 45086; August 30, 1995).

Because fisheries are classified on a
per-stock basis, a fishery may qualify as
one category for one marine mammal
stock and another category for a
different marine mammal stock. A
fishery is typically classified on the LOF
at its highest level of classification (e.g.,
a fishery qualifying for Category III for
one marine mammal stock and for
Category II for another marine mammal
stock will be listed under Category II).
Stocks driving a fishery’s classification
are denoted with a superscript “1”” in
Tables 1 and 2.

Other Criteria That May Be Considered

The tier analysis requires a minimum
amount of data, and NMFS does not
have sufficient data to perform a tier
analysis on certain fisheries. Therefore,
NMFS has classified certain fisheries by
analogy to other fisheries that use
similar fishing techniques or gear that
are known to cause mortality or serious
injury of marine mammals, or according
to factors discussed in the final LOF for
1996 (60 FR 67063; December 28, 1995)
and listed in the regulatory definition of
a Category 1II fishery. In the absence of
reliable information indicating the
frequency of incidental mortality and
serious injury of marine mammals by a
commercial fishery, NMFS will
determine whether the incidental
mortality or serious injury is
“occasional” by evaluating other factors
such as fishing techniques, gear used,
methods used to deter marine mammals,
target species, seasons and areas fished,
qualitative data from logbooks or
fishermen reports, stranding data, and
the species and distribution of marine
mammals in the area, or at the
discretion of the Assistant
Administrator for Fisheries (50 CFR
229.2).

Further, eligible commercial fisheries
not specifically identified on the LOF
are deemed to be Category II fisheries
until the next LOF is published (50 CFR
229.2).

How does NMFS determine which
species or stocks are included as
incidentally killed or injured in a
fishery?

The LOF includes a list of marine
mammal species and/or stocks
incidentally killed or injured in each
commercial fishery. The list of species
and/or stocks incidentally killed or
injured includes “serious” and ‘“‘non-
serious” documented injuries as
described later in the List of Species
and/or Stocks Incidentally Killed or
Injured in the Pacific Ocean and List of
Species and/or Stocks Incidentally
Killed or Injured in the Atlantic Ocean,
Gulf of Mexico, and Caribbean sections.
To determine which species or stocks
are included as incidentally killed or
injured in a fishery, NMFS annually
reviews the information presented in
the current SARs and injury
determination reports. SARs are brief
reports summarizing the status of each
stock of marine mammals occurring in
waters under U.S. jurisdiction,
including information on the identity
and geographic range of the stock,
population statistics related to
abundance, trend, and annual
productivity, notable habitat concerns,
and estimates of human-caused
mortality and serious injury (M/SI) by
source. The SARs are based upon the
best available scientific information and
provide the most current and inclusive
information on each stock’s PBR level
and level of interaction with
commercial fishing operations. The best
available scientific information used in
the SARs and reviewed for the 2021
LOF generally summarizes data from
2013-2017. NMFS also reviews other
sources of new information, including
injury determination reports, bycatch
estimation reports, observer data,
logbook data, stranding data,
disentanglement network data,
fishermen self-reports (i.e., MMPA
mortality/injury reports), and anecdotal
reports from that time period. In some
cases, more recent information may be
available and used in the LOF.

For fisheries with observer coverage,
species or stocks are generally removed
from the list of marine mammal species
and/or stocks incidentally killed or
injured if no interactions are
documented in the 5-year timeframe
summarized in that year’s LOF. For
fisheries with no observer coverage and
for observed fisheries with evidence
indicating that undocumented
interactions may be occurring (e.g.,
fishery has low observer coverage and
stranding network data include
evidence of fisheries interactions that
cannot be attributed to a specific
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fishery) species and stocks may be
retained for longer than 5 years. For
these fisheries, NMFS will review the
other sources of information listed
above and use its discretion to decide
when it is appropriate to remove a
species or stock.

Where does NMFS obtain information
on the level of observer coverage in a
fishery on the LOF?

The best available information on the
level of observer coverage and the
spatial and temporal distribution of
observed marine mammal interactions is
presented in the SARs. Data obtained
from the observer program and observer
coverage levels are important tools in
estimating the level of marine mammal
mortality and serious injury in
commercial fishing operations. Starting
with the 2005 SARs, each Pacific and
Alaska SAR includes an appendix with
detailed descriptions of each Category I
and II fishery on the LOF, including the
observer coverage in those fisheries. For
Atlantic fisheries, this information can
be found in the LOF Fishery Fact
Sheets. The SARs do not provide
detailed information on observer
coverage in Category III fisheries
because, under the MMPA, Category III
fisheries are not required to
accommodate observers aboard vessels
due to the remote likelihood of
mortality and serious injury of marine
mammals. Fishery information
presented in the SARs’ appendices and
other resources referenced during the
tier analysis may include: Level of
observer coverage; target species; levels
of fishing effort; spatial and temporal
distribution of fishing effort;
characteristics of fishing gear and
operations; management and
regulations; and interactions with
marine mammals. Copies of the SARs
are available on the NMFS Office of
Protected Resources website at: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/marine-
mammal-stock-assessment-reports-
region. Information on observer
coverage levels in Category I, II, and III
fisheries can be found in the fishery fact
sheets on the NMFS Office of Protected
Resources’ website: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/list-
fisheries-summary-tables. Additional
information on observer programs in
commercial fisheries can be found on
the NMFS National Observer Program’s
website: https://www.fisheries.noaa.gov/
national/fisheries-observers/national-
observer-program.

How do I find out if a specific fishery
is in Category I, II, or III?

The LOF includes three tables that list
all U.S. commercial fisheries by
Category. Table 1 lists all of the
commercial fisheries in the Pacific
Ocean (including Alaska); Table 2 lists
all of the commercial fisheries in the
Atlantic Ocean, Gulf of Mexico, and
Caribbean; and Table 3 lists all U.S.
authorized commercial fisheries on the
high seas. A fourth table, Table 4, lists
all commercial fisheries managed under
applicable TRPs or take reduction teams
(TRT).

Are high seas fisheries included on the
LOF?

Beginning with the 2009 LOF, NMFS
includes high seas fisheries in Table 3
of the LOF, along with the number of
valid High Seas Fishing Compliance Act
(HSFCA) permits in each fishery. As of
2004, NMFS issues HSFCA permits only
for high seas fisheries analyzed in
accordance with the National
Environmental Policy Act (NEPA) and
the Endangered Species Act (ESA). The
authorized high seas fisheries are broad
in scope and encompass multiple
specific fisheries identified by gear type.
For the purposes of the LOF, the high
seas fisheries are subdivided based on
gear type (e.g., trawl, longline, purse
seine, gillnet, troll, etc.) to provide more
detail on composition of effort within
these fisheries. Many fisheries operate
in both U.S. waters and on the high
seas, creating some overlap between the
fisheries listed in Tables 1 and 2 and
those in Table 3. In these cases, the high
seas component of the fishery is not
considered a separate fishery, but an
extension of a fishery operating within
U.S. waters (listed in Table 1 or 2).
NMFS designates those fisheries in
Tables 1, 2, and 3 with an asterisk (*)
after the fishery’s name. The number of
HSFCA permits listed in Table 3 for the
high seas components of these fisheries
operating in U.S. waters does not
necessarily represent additional effort
that is not accounted for in Tables 1 and
2. Many vessels/participants holding
HSFCA permits also fish within U.S.
waters and are included in the number
of vessels and participants operating
within those fisheries in Tables 1 and 2.

HSFCA permits are valid for 5 years,
during which time Fishery Management
Plans (FMPs) can change. Therefore,
some vessels/participants may possess
valid HSFCA permits without the ability
to fish under the permit because it was
issued for a gear type that is no longer
authorized under the most current FMP.
For this reason, the number of HSFCA
permits displayed in Table 3 is likely

higher than the actual U.S. fishing effort
on the high seas. For more information
on how NMFS classifies high seas
fisheries on the LOF, see the preamble
text in the final 2009 LOF (73 FR 73032;
December 1, 2008). Additional
information about HSFCA permits can
be found at https://
www.fisheries.noaa.gov/permit/high-
seas-fishing-permits.

Where can I find specific information
on fisheries listed on the LOF?

Starting with the 2010 LOF, NMFS
developed summary documents, or
fishery fact sheets, for each Category I
and II fishery on the LOF. These fishery
fact sheets provide the full history of
each Category I and II fishery, including:
When the fishery was added to the LOF;
the basis for the fishery’s initial
classification; classification changes to
the fishery; changes to the list of species
and/or stocks incidentally killed or
injured in the fishery; fishery gear and
methods used; observer coverage levels;
fishery management and regulation; and
applicable TRPs or TRTs, if any. These
fishery fact sheets are updated after each
final LOF and can be found under “How
Do I Find Out if a Specific Fishery is in
Category I, II, or III?”” on the NMFS
Office of Protected Resources’ website:
https://www.fisheries.noaa.gov/
national/marine-mammal-protection/
marine-mammal-protection-act-list-
fisheries, linked to the “List of Fisheries
Summary” table. NMFS is developing
similar fishery fact sheets for each
Category III fishery on the LOF.
However, due to the large number of
Category III fisheries on the LOF and the
lack of accessible and detailed
information on many of these fisheries,
the development of these fishery fact
sheets is taking significant time to
complete. NMFS began posting Category
III fishery fact sheets online with the
LOF for 2016.

Am I required to register under the
MMPA?

Owners of vessels or gear engaging in
a Category I or II fishery are required
under the MMPA (16 U.S.C. 1387(c)(2)),
as described in 50 CFR 229.4, to register
with NMFS and obtain a marine
mammal authorization to lawfully take
non-endangered and non-threatened
marine mammals incidental to
commercial fishing operations. Owners
of vessels or gear engaged in a Category
III fishery are not required to register
with NMFS or obtain a marine mammal
authorization.
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How do I register, renew and receive
my Marine Mammal Authorization
Program authorization certificate?

NMFS has integrated the MMPA
registration process, implemented
through the Marine Mammal
Authorization Program (MMAP), with
existing state and Federal fishery
license, registration, or permit systems
for Category I and II fisheries on the
LOF. Participants in these fisheries are
automatically registered under the
MMAP and are not required to submit
registration or renewal materials.

In the Pacific Islands, West Coast, and
Alaska regions, NMFS will issue vessel
or gear owners an authorization
certificate via U.S. mail or with their
state or Federal license or permit at the
time of issuance or renewal. In the
Greater Atlantic and Southeast Regions,
NMFS will issue vessel or gear owners
an authorization certificate via U.S. mail
automatically at the beginning of each
calendar year.

Vessel or gear owners who participate
in fisheries in these regions and have
not received authorization certificates
by the beginning of the calendar year, or
with renewed fishing licenses, must
contact the appropriate NMFS Regional
Office (see FOR FURTHER INFORMATION).
Authorization certificates may also be
obtained by visiting the MMAP website
https://www.fisheries.noaa.gov/
national/marine-mammal-protection/
marine-mammal-authorization-
program#obtaining-a-marine-mammal-
authorization-certificate.

The authorization certificate, or a
copy, must be on board the vessel while
it is operating in a Category I or I
fishery, or for non-vessel fisheries, in
the possession of the person in charge
of the fishing operation (50 CFR
229.4(e)). Although efforts are made to
limit the issuance of authorization
certificates to only those vessel or gear
owners that participate in Category I or
II fisheries, not all state and Federal
license or permit systems distinguish
between fisheries as classified by the
LOF. Therefore, some vessel or gear
owners in Category III fisheries may
receive authorization certificates even
though they are not required for
Category III fisheries.

Individuals fishing in Category I and
II fisheries for which no state or Federal
license or permit is required must
register with NMFS by contacting their
appropriate Regional Office (see
ADDRESSES).

In recognition of logistical challenges
with certificate issuance related to the
ongoing COVID-19 pandemic, the
MMAP certificate issued in 2020
remains in effect, valid through

December 31, 2021, for vessel or gear
owners participating in all Category I
and II fisheries as of the final 2021 LOF.
2020 certificates may be retained or
replacements downloaded from https://
go.usa.gov/xArUW. Vessel or gear
owners participating in previous
Category III fisheries reclassified as a
Category II fishery in this final 2021
LOF can obtain their MMAP certificate
on our website https://go.usa.gov/
xArUW.

Am I required to submit reports when

I kill or injure a marine mammal
during the course of commercial fishing
operations?

In accordance with the MMPA (16
U.S.C. 1387(e)) and 50 CFR 229.6, any
vessel owner or operator, or gear owner
or operator (in the case of non-vessel
fisheries), participating in a fishery
listed on the LOF must report to NMFS
all incidental mortalities and injuries of
marine mammals that occur during
commercial fishing operations,
regardless of the category in which the
fishery is placed (I, II, or III) within 48
hours of the end of the fishing trip or,
in the case of non-vessel fisheries,
fishing activity. “Injury” is defined in
50 CFR 229.2 as a wound or other
physical harm. In addition, any animal
that ingests fishing gear or any animal
that is released with fishing gear
entangling, trailing, or perforating any
part of the body is considered injured,
regardless of the presence of any wound
or other evidence of injury, and must be
reported.

Mortality/injury reporting forms and
instructions for submitting forms to
NMEF'S can be found at: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/marine-
mammal-authorization-
programireporting-a-death-or-injury-of-
a-marine-mammal-during-commercial-
fishing-operations or by contacting the
appropriate regional office (see FOR
FURTHER INFORMATION). Forms may be
submitted via any of the following
means: (1) Online using the electronic
form; (2) emailed as an attachment to
nmfs.mireport@noaa.gov; (3) faxed to
the NMFS Office of Protected Resources
at 301-713-0376; or (4) mailed to the
NMFS Office of Protected Resources
(mailing address is provided on the
postage-paid form that can be printed
from the web address listed above).
Reporting requirements and procedures
are found in 50 CFR 229.6.

Am I required to take an observer
aboard my vessel?

Individuals participating in a
Category I or II fishery are required to
accommodate an observer aboard their

vessel(s) upon request from NMFS.
MMPA section 118 states that the
Secretary is not required to place an
observer on a vessel if the facilities for
quartering an observer or performing
observer functions are so inadequate or
unsafe that the health or safety of the
observer or the safe operation of the
vessel would be jeopardized; thereby
authorizing the exemption of vessels too
small to safely accommodate an
observer from this requirement.
However, U.S. Atlantic Ocean,
Caribbean, or Gulf of Mexico large
pelagics longline vessels operating in
special areas designated by the Pelagic
Longline Take Reduction Plan
implementing regulations (50 CFR
229.36(d)) will not be exempted from
observer requirements, regardless of
their size. Observer requirements are
found in 50 CFR 229.7.

Am I required to comply with any
marine mammal TRP regulations?

Table 4 provides a list of fisheries
affected by TRPs and TRTs. TRP
regulations are found at 50 CFR 229.30
through 229.37. A description of each
TRT and copies of each TRP can be
found at: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/marine-
mammal-take-reduction-plans-and-
teams. It is the responsibility of fishery
participants to comply with applicable
take reduction regulations.

Where can I find more information
about the LOF and the MMAP?

Information regarding the LOF and
the MMAP, including registration
procedures and forms; current and past
LOFs; descriptions of each Category I
and II fishery and some Category III
fisheries; observer requirements; and
marine mammal mortality/injury
reporting forms and submittal
procedures; may be obtained at: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/marine-
mammal-protection-act-list-fisheries, or
from any NMFS Regional Office at the
addresses listed below:

NMFS, Greater Atlantic Regional
Fisheries Office, 55 Great Republic
Drive, Gloucester, MA 01930-2298,
Attn: Allison Rosner;

NMFS, Southeast Region, 263 13th
Avenue South, St. Petersburg, FL 33701,
Attn: Jessica Powell;

NMEFS, West Coast Region, Long
Beach Office, 501 W. Ocean Blvd., Suite
4200, Long Beach, CA 90802-4213,
Attn: Dan Lawson;

NMFS, Alaska Region, Protected
Resources, P.O. Box 22668, 709 West
9th Street, Juneau, AK 99802, Attn:
Suzie Teerlink; or
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https://www.fisheries.noaa.gov/national/marine-mammal-protection/marine-mammal-authorization-program#reporting-a-death-or-injury-of-a-marine-mammal-during-commercial-fishing-operations
https://www.fisheries.noaa.gov/national/marine-mammal-protection/marine-mammal-authorization-program#reporting-a-death-or-injury-of-a-marine-mammal-during-commercial-fishing-operations
https://www.fisheries.noaa.gov/national/marine-mammal-protection/marine-mammal-authorization-program#reporting-a-death-or-injury-of-a-marine-mammal-during-commercial-fishing-operations
https://www.fisheries.noaa.gov/national/marine-mammal-protection/marine-mammal-authorization-program#reporting-a-death-or-injury-of-a-marine-mammal-during-commercial-fishing-operations
https://www.fisheries.noaa.gov/national/marine-mammal-protection/marine-mammal-take-reduction-plans-and-teams
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NMEF'S, Pacific Islands Regional
Office, Protected Resources Division,
1845 Wasp Blvd., Building 176,
Honolulu, HI 96818, Attn: Diana
Kramer.

Sources of Information Reviewed for
the 2021 LOF

NMEFS reviewed the marine mammal
incidental mortality and serious injury
information presented in the SARs for
all fisheries to determine whether
changes in fishery classification are
warranted. The SARs are based on the
best scientific information available at
the time of preparation, including the
level of mortality and serious injury of
marine mammals that occurs incidental
to commercial fishery operations and
the PBR levels of marine mammal
stocks. The information contained in the
SARs is reviewed by regional Scientific
Review Groups (SRGs) representing
Alaska, the Pacific (including Hawaii),
and the U.S. Atlantic, Gulf of Mexico,
and Caribbean. The SRGs were
established by the MMPA to review the
science that informs the SARs, and to
advise NMFS on marine mammal
population status, trends, and stock
structure, uncertainties in the science,
research needs, and other issues.

NMFS also reviewed other sources of
new information, including marine
mammal stranding and entanglement
data, observer program data, fishermen
self-reports, reports to the SRGs,
conference papers, FMPs, and ESA
documents.

The LOF for 2021 was based on,
among other things, stranding data;
fishermen self-reports; and SARs,
primarily the 2019 SARs, which are
based on data from 2013-2017. The
SARs referenced in this LOF include:
2016 (82 FR 29039; June 27, 2017), 2018
(84 FR 28489; June 19, 2019), and 2019
(84 FR 65353; November 27, 2019). The
SARs are available at: https://
www.fisheries.noaa.gov/national/
marine-mammal-protection/marine-
mamimal-stock-assessment-reports-
region.

Comments and Responses

NMEFS received nine comment letters
on the proposed LOF for 2021 (85 FR
59258; September 21, 2020). Comments
were received from members of the
public, Atlantic Offshore Lobstermen’s
Association (AOLA), Freezer Longline
Coalition (FLC), Hawaii Longline
Association (HLA), Maine Lobstermen’s
Association (MLA), Massachusetts
Division of Marine Fisheries (MA DMF),
Marine Mammal Commission
(Commission) and Whale Safe USA.
Responses to substantive comments are

below; comments on actions not related
to the LOF are not included.

General Comments

Comment 1: A commenter
recommends that NMFS require
Category III fisheries to accommodate
observers aboard vessels in order to
expand data collection on marine
mammal bycatch in fisheries.

Response: MMPA section 118 requires
individuals participating in a Category I
or II fishery to accommodate an observer
aboard their vessel(s) upon request from
NMFS. In addition, MMPA section
118(d)(7) provides NMFS, with the
consent by the vessel owner, the ability
to place an observer on board a vessel
participating in Category III fisheries (50
CFR 229.7(d)). The MMPA and
implementing regulations (50 CFR
229.6) also include a marine mammal
mortality and injury reporting
requirement for all Category I, I and III
fisheries. Any vessel owner or operator
participating in a fishery listed on the
LOF must report to NMFS all incidental
mortalities and injuries of marine
mammals that occur during commercial
fishing operations within 48 hours of
the end of the fishing trip.

Comments on Commercial Fisheries in
the Pacific Ocean

Comment 2: FLC recommends NMFS
reclassify the AK Bering Sea, Aleutian
Islands (BSAI) Pacific cod longline
fishery from a Category II to Category III.
They note that the following marine
mammal stocks are included on the list
of species/stocks incidentally killed or
injured in the BSAI Pacific cod longline
fishery: Killer whale (Eastern North
Pacific AK resident); killer whale (Gulf
of Alaska, BSAI transient); Northern fur
seal (Eastern Pacific); spotted seal (AK)
and Steller sea lion (Western U.S). FLC
provides evidence that from 2013
through 2017 the only marine mammal
stock incidentally killed or injured in
the BSAI Pacific cod longline fishery
was the Western U.S. stock of Steller sea
lions and these did not result in annual
M/SI greater than 1 percent of the
stock’s PBR level.

FLC also states that the BSAI Pacific
cod longline fishery is currently
classified as a Category II based on a
killer whale M/SI in 2012. They note
that this M/SI is assigned to both the
resident and transient stocks of killer
whales and is outside the 5 year
timeframe (2013-2017) of the 2021 LOF.
Therefore, FLC recommends that the
BSAI Pacific cod longline fishery be
reclassified as a Category III fishery.

Response: NMFS reviewed the
information provided and agrees with
FLC. One killer whale (Gulf of Alaska,

BSAI transient stock) M/SI was driving
the Category II classification of the BSAI
Pacific cod longline fishery. This killer
whale M/SI occurred in 2012, and no
additional M/SI have been observed or
reported for the 2013—-2017 data analysis
timeframe for this fishery. Therefore,
NMFS reclassifies the AK BSAI Pacific
cod longline fishery from a Category II
to a Category III fishery in this final rule.
NMFS also removes both the Eastern
North Pacific AK resident stock and
Gulf of Alaska, BSAI transient stock of
killer whales from the list of species
and/or stocks incidentally killed or
injured in the BSAI Pacific cod longline
fishery.

Comment 3: FLC recommends NMFS
re-evaluate how a single marine
mammal M/SI is assigned to multiple
stocks when stock ranges overlap. They
state that the M/SI should be distributed
between stocks based on the relative
proportion of the population of the two
stocks combined.

As noted in the 2016 SAR (Muto et
al., 2017), the 2012 killer whale M/SI in
the BSAI Pacific cod longline fishery
was assigned to both the resident and
transient stocks of killer whale, given no
genetic samples were collected and the
overlap in the range of the two stocks in
Alaska waters. FLC further states that
NMEFS attributes the single M/SI to both
stocks equally. However, the probability
of encountering either stock is not 100
percent, but proportional to the relative
population of the stocks throughout the
range. The commenter notes that
revising the single M/SI between both
killer whale stocks (based on probability
of encounter) would distribute the
single 2012 M/SI in the BSAI Pacific
cod longline fishery from 100 percent
for both stocks to 80 percent to the
resident stock and 20 percent to the
transient stock.

Response: The SARs are drafted
according to NMFS’ “Guidelines for
Preparing Stock Assessment Reports
Pursuant to the 1994 Amendments to
the MMPA” (NMFS 2016, 02—204-01).
This provides directives for consistently
assigning M/SI to stocks, including
times when the M/SI is documented in
an area of overlapping stocks. Because
there were no data to indicate specific
stock or reliable data that could be used
to partition the 2012 killer whale M/SI,
the M/SI was assigned to both stocks as
prescribed by NMFS’ “Guidelines for
Preparing Stock Assessment Reports
Pursuant to the 1994 Amendments to
the MMPA”.

Comment 4: FLC requests that NMFS
update the LOF fishery fact sheet for the
Category II BSAI Pacific cod longline
fishery. The LOF fishery fact sheet for
the BSAI Pacific cod longline fishery
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has an incorrect description for the
observer coverage in both the catcher
processor and catcher vessel longline
sectors. The description of observer
coverage included in the LOF fishery
fact sheet is outdated and does not
reflect the Observer Program structuring
for catcher processor and catcher vessels
sectors since 2012.

Response: NMFS thanks FLC for
bringing to our attention that the
observer coverage information in the AK
BSAI Pacific cod longline fishery fact
sheet on NMFS’ website needs
updating. The fishery fact sheets
summarize LOF classification
information for the public and we will
review and correct this error.

Comment 5: The Commission restates
a previous comment and recommends
NMEFS reclassify both the Category II SE
Alaska salmon drift gillnet and Yakutat
salmon set gillnet fisheries as Category
I fisheries. The Commission previously
noted that the 2016 SAR for the
Southeast Alaska stock of harbor
porpoise reported a population-size
estimate of 975 and an estimated
minimum population size (Nmin) of
896, which produced a PBR of 8.9
animals. That 2016 SAR also reported a
total annual M/SI estimate of 34 animals
for the two fisheries combined. The
Commission states that the estimated
annual M/SI has not changed, and
although the stock’s PBR increased to 12
in the 2019 SAR, fishery-related M/SI
still exceed PBR by nearly threefold.

The Commission states that the
clearer case can be made for
reclassifying the Category II SE Alaska
salmon drift gillnet fishery as a Category
I fishery. They note that the estimated
annual harbor porpoise M/SI in the SE
Alaska salmon drift gillnet fishery
included the 2019 SAR is 12 animals
which equals PBR for the stock and
exceeds the Category I classification
threshold of 50 percent of PBR. The
Commission continues to state that this
M/SI estimate is based on data collected
in salmon management areas 6—8 in
2012 and 2013, and is a conservative
estimate since salmon management
areas 6—8 comprise only a small portion
of the total area surveyed.

The Commission notes that is more
difficult to address the harbor porpoise
M/SI in Category II Yakutat salmon set
gillnet because there is a geographical
disconnect between where observer data
was collected and the population
surveys were conducted. Thus, the
comparison of the estimated annual M/
SI does not provide a meaningful basis
for classifying this fishery, given the
likely population structure found in the
Southeast Alaska (SEAK) harbor
porpoise stock, as described in the 2019

SAR. Therefore, the Commission
reiterates its recommendation that
NMFS reclassify the SE Alaska salmon
drift gillnet as a Category I fishery.

Response: This comment has been
addressed previously (see 85 FR 21079,
April 16, 2020). The PBR level for the
SEAK harbor porpoise stock was
estimated based on a survey that
covered only a portion of the currently-
recognized distribution of this stock,
and it included commercial fishery M/
SI that occurred far north of the
surveyed areas. Over the last year,
NMFS has made substantial progress in
analyzing genetic data to resolve stock
structure of harbor porpoise in
Southeast Alaska. Once finalized, the
analysis of these data will be helpful in
addressing management concerns
related to SEAK harbor porpoise and
effects from commercial fishing. NMFS
continues to pursue options for
additional observer coverage to collect
more recent and more geographically
comprehensive data on mortality in
Alaska’s state fisheries, and we will
prioritize observation of the Southeast
Alaska drift gillnet fishery. For the 2021
LOF, NMFS retains the Category II
classification for the Yakutat salmon set
gillnet and SE Alaska salmon drift
gillnet fisheries until more data are
available.

Comment 6: HLA restates a previous
comment recommending NMFS remove
the Main Hawaiian Islands (MHI)
insular and Northwestern Hawaiian
Islands (NWHI) stocks of false killer
whales from the list of species and/or
stocks incidentally killed or injured in
the Category I Hawaii deep-set longline
fishery. HLA notes that (a) the False
Killer Whale Take Reduction Plan
(FKWTRP) closed the deep-set longline
fishery for almost the entire range of the
MHI insular stock, (b) since this change
was made in 2013 there have been no
false killer whale interactions in the
fishery, and (c) there has never been a
deep-set longline fishery interaction in
the very small area of the stocks’ range
where the fishery operates. The
commenter also states that no
information has been presented to the
False Killer Whale TRT or the Pacific
Scientific Review Group suggesting any
false killer whale interactions in the
deep-set fishery can reliably be
attributed to the Insular or NWHI stocks
of false killer whales. HLA requests that
NMFS remove the MHI insular and
NWHI stocks of false killer whales from
the list of species and/or stocks
incidentally killed or injured in the
Category I Hawaii deep-set longline
fishery.

Response: This comment has been
addressed previously (see 84 FR 22051,

May 16, 2019; 85 FR 21079, April 16,
2020). The MHI insular stock of false
killer whales have been documented via
telemetry to move far enough offshore to
reach longline fishing areas (Bradford et
al., 2015). The MHI insular, Hawaii
pelagic, and NWHI stocks have partially
overlapping ranges. MHI insular false
killer whales have been satellite tracked
as far as 115 km from the MHI, while
pelagic stock animals have been tracked
to within 11 kilometers (km) of the MHI
and throughout the NWHI. Thus, M/SI
of false killer whales of unknown stock
within the stock overlap zones must be
prorated to MHI insular, pelagic, or
NWHI stocks. Annual bycatch estimates
are prorated using a process outlined in
detail in the SARs, which account for
M/SI that occur within the MHI-pelagic
or NWHI-pelagic overlap zones.

For observed fisheries with evidence
indicating that undocumented
interactions may be occurring (e.g.,
fishery has evidence of fisheries
interactions that cannot be attributed to
a specific fishery, and stranding
network data include evidence of
fisheries interactions that cannot be
attributed to a specific fishery), stocks
may be retained on the LOF for longer
than 5 years. For these fisheries, NMFS
will review the other sources of relevant
information to determine when it is
appropriate to remove a species or stock
from the LOF. As described in the 2019
LOF (84 FR 22051, May 16, 2019), six
false killer whale M/SI incidental to the
deep-set longline fishery were observed
inside the exclusive economic zone
(EEZ) around Hawaii, including three
that occurred close to the outer
boundary of the Main Hawaiian Islands
Longline Fishing Prohibited Area, in
close proximity to the outer boundary of
the MHI Insular false killer whale
stocks’ range. Also, MHI Insular false
killer whale range overlaps with areas
that are open to deep-set longline
fishing and MHI Insular false killer
whales have been documented with
injuries consistent with fisheries
interactions that have not been
attributed to a specific fishery (Baird et
al., 2014). Additionally, in August 2020,
NMFS reopened the Southern Exclusion
Zone to Hawaii deep-set longline fishing
(85 FR 50959, August 19, 2020).

In addition to the SARs, NMFS also
reviews other sources of new
information for the LOF, including
injury determination reports, bycatch
estimation reports, and observer data. In
some cases, more recent information
may be available and used in the LOF.
In January 2019, there was an observed
mortality of a false killer whale
incidental to the Hawaii deep-set
longline fishery that occurred within the
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range of the NWHI stock. Therefore,
NMFS retains both the MHI insular and
NWHI false killer whale stocks on the
list of species and/or stocks incidentally
killed or injured in the Category I
Hawaii deep-set longline fishery.

Comment 7: HLA restates a previous
comment opposing the inclusion of the
Hawaii stocks of Kogia species (pygmy
or dwarf sperm whales) on the list of
species and/or stocks incidentally killed
or injured in the Category I HI deep-set
longline fishery. HLA requests that
NMFS remove Kogia species from the
list of species and/or stocks incidentally
killed or injured in the deep-set longline
fishery because SARs for the two stock
does not include M/SI in the deep-set
fishery.

Response: This comment has been
addressed previously (see 84 FR 22051,
May 16, 2019). The 2021 LOF generally
summarizes data from 2013-2017, and
in addition to the SARs, the LOF also
reviews other sources of information,
including injury determination reports
and observer data. In February 2014,
there was an observed interaction with
a pygmy sperm whale (Kogia breviceps)
in the Category I HI deep-set longline
fishery. Therefore, NMFS retains Kogia
on the list of species and/or stocks
incidentally killed or injured in the
Category I HI deep-set longline fishery.

Comment 8: HLA recommends NMFS
remove the Central North Pacific
humpback whale stock from the list of
species and/or stocks incidentally killed
or injured in the Category II HI shallow-
set longline fishery. HLA states that the
proposed 2021 LOF includes the Central
North Pacific stock of humpback whales
on the list of species and/or stocks
incidentally killed or injured from the
Category II HI shallow-set longline
fishery, but the most recent SAR does
not identify M/SI in the shallow-set
fishery. The HI shallow-set longline
fishery has 100 percent observer
coverage and therefore, the Central
North Pacific stock of humpback whale
stock should be removed the list of
species and/or stocks incidentally killed
or injured in the Category II HI shallow-
set longline fishery.

Response: In addition to the M/SI
included in the SARs, the LOF
references data from injury
determination reports, bycatch
estimation reports, observer data,
logbook data, stranding data,
disentanglement network data,
fishermen self-reports, and anecdotal
reports. In March 2015, there was an
observed humpback whale, Central
North Pacific stock, injury in the
Category II Hawaii shallow-set longline
fishery. The injury was determined to be
non-serious. Due to the observed injury,

the Central North Pacific stock of
humpback whale is retained on the list
of species and/or stocks incidentally
killed or injured in the Category II HI
shallow-set longline fishery.

Comment 9: The Commission
recommends that NMFS reclassify the
Category III Hawaii troll fishery as a
Category II fishery. The Commission
states that NMFS proposed to reclassify
the Category III Hawaii charter vessel
fishery, which is primarily a troll
fishery, and the HI trolling, rod and reel
fisheries as Category II fisheries in the
2012 LOF (76 FR 37716, June 28, 2011).
In the proposed rule, NMFS based the
proposed change on reports of hooking
spotted dolphins, and information on
the prevalence of vessels from these
fisheries targeting Pantropical spotted
dolphin pods. NMFS estimated that M/
SI would be, at a minimum,
approximately 2 percent of PBR,
justifying the Category II classifications
for both fisheries. The Commission
notes the final 2012 LOF (76 FR 73912,
November 29, 2011) did not finalize the
fishery proposed reclassifications.

The Commission states that
implementing regulations allow for
NMEFS, in the absence of reliable
estimates of the M/SI, to determine
whether M/SI occurs ‘not at all or with
a remote likelihood’ (Category III),
‘occasionally’ (Category II), or
‘frequently’ based on analogy to similar
fisheries. This is the approach NMFS
took this approach in 2012 proposed
LOF.

The Commission also notes that the
case for reclassifying the troll fisheries
as Category II fisheries has strengthened
since serious injuries due to hooking or
entanglement in fishing line have been
documented, and reliable estimates of
rates of troll vessels fishing in and
through spotted dolphin groups have
been published (Baird and Webster,
2020). In addition, the spotted dolphin
stock considered in 2011, was later split
into four stocks (three insular and one
pelagic) in the 2013 SAR, and each of
the insular stocks is likely to have a
smaller PBR than the estimates used in
2012 proposed LOF. Given NMFS’s
assessment in 2012 proposed LOF that
interactions were likely ‘occasional’,
combined with more recent information,
the Commission recommends that
NMFS reclassify the Category III Hawaii
troll fishery as a Category 1II fishery.

Response: As noted by the
Commission, there are four stocks of
pantropical spotted dolphins in the
Hawaii Islands region: Oahu stock, 4-
Islands stock, Hawaii Island stock, and
Hawaii pelagic stock. In 2014, one
pantropical spotted dolphin from the
Hawaii Island stock was observed

hooked above the jaw and trailing 8—10
feet of fishing line (Bradford and
Lyman, 2018). In 2017, a spotted
dolphin from the 4-Islands stock was
observed with a band of debris around
its rostrum preventing it from opening
its mouth (Bradford and Lyman, 2019).
Both of these injuries are considered
serious injuries and the responsible
fishery is not known for either case. In
addition, of the four pantropical spotted
dolphin stocks, only the Hawaii pelagic
stock has a minimum population
estimate and resulting PBR.

Without known M/SI attributed to the
HI troll fishery, and a minimum
population estimate and PBR for only
one of the four stocks, we evaluated
classification of the fishery by analogy.
However, in reviewing available data,
there are no documented mortalities or
injuries of pantropical spotted dolphins
in similar fisheries. There are no current
data on interactions with pantropical
dolphins (or other dolphin species) in
any other Pacific Ocean commercial
troll fisheries. In other stocks of
pantropical dolphins, the only
documented fishery-related M/SI in the
Northern Gulf of Mexico stock of
pantropical are incidental to the pelagic
longline fishery (2015 SAR). The
Western North Atlantic stock of
pantropical spotted dolphins’ total
annual estimated fishery-related M/SI is
presumed to be zero, as there were no
reports of mortalities or serious injuries
(2019 SAR). There are no documented
interactions with pantropical spotted
dolphins in commercial troll fisheries
on the high seas (2020 LOF). Therefore,
the HI troll fishery cannot be classified
by analogy to other fisheries that use
similar fishing techniques that are
known to cause mortality or serious
injury of pantropical spotted dolphins.

The mentioned study, (Baird and
Webster, 2020) presented findings on
the magnitude and nature of
associations between fishing vessels and
pantropical spotted dolphin stocks. The
study did not estimate mortality or
injury rates incidental to fisheries.
Results of the study indicated that there
is a high frequency of associations
between troll and rod and reel fishing,
and pantropical spotted dolphins, and
in particular with the Hawaii Island
stock. This information suggests
hookings and/or entanglements may
occur, and the fishing technique of
trolling through groups and
repositioning presents a heightened risk
of hooking or entanglement to
pantropical spotted dolphins. However,
this information alone does not provide
sufficient evidence with which to
conclude that spotted dolphins are
being seriously injured or killed on an
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“occasional basis” as necessary for a
Category II fishery classification.
Therefore, NMFS is retaining the
Category III classification of the Hawaii
troll fishery.

Comments on Commercial Fisheries in
the Atlantic Ocean, Gulf of Mexico, and
Caribbean

Comment 10: MLA states that NMFS
has the flexibility to consider a variety
of criteria, such as differences in gear
and fishing techniques, and the
distribution of endangered stocks
relative to individual fisheries when
classifying fisheries on the LOF. The
commenter notes that the Maine state
waters lobster fishery is managed and
enforced by the state of Maine. While
the Federal waters portion of the Maine
lobster fishery is managed through the
Atlantic States Marine Fisheries
Commission as part of Lobster
Management Area 1, it is also subject to
further regulation and enforcement by
the state of Maine through the Lobster
Management Policy Councils. In
addition, Maine’s state and Federal
waters lobstermen must declare a
lobster zone and are required to fish the
majority of gear in their home zone,
limiting the spatial footprint of where
individual lobstermen can set gear.
MLA states that this requirement
differentiates the Maine lobster fishery
from all other lobster fisheries
throughout the Northeast and mid-
Atlantic.

Response: NMFS agrees that the
Agency has the flexibility to separate
out individual fisheries where it is
appropriate; however, the commenter
has not presented adequate information
to substantiate any difference in risk
that Maine state and Federal lobster
fisheries pose to North Atlantic right
whales, or other large whale species,
that would warrant a current change in
classification for these fisheries. As
stated in the 2020 Final LOF (85 FR
21079, April 16, 2020), fisheries are
classified based on the gear types used,
how the gear is fished, and the behavior
of the fishery related to the risk to
marine mammals. Multiple states
participate in the Northeast/mid-
Atlantic American lobster trap/pot
fishery, using a wide variety of gear and
gear configurations throughout a large
portion of coastal waters. While we
recognize this variety within the fishery
at large, there are not clear boundaries
to divide gear use across the wider area
as suggested by this comment.
Importantly, the state of Maine does not
use unique gear configurations from
other states and gear configurations
within Maine’s waters are not uniform
or divided across the geographic

boundaries (i.e., exemption lines) that
MLA has identified. Further, gear
marking and right whale monitoring
efforts throughout Maine waters are
insufficient to determine that the gear or
area presents a different risk to large
whales. Below we provide further detail
as to why the information presented by
the MLA is insufficient for the requested
changes. At this time, we do not have
enough information to suggest Maine’s
fisheries should be split from the
Northeast/mid-Atlantic American
lobster trap/pot fishery, because the gear
used in Maine waters is not unique from
other states.

While NMFS appreciates the state of
Maine’s efforts to manage the footprint
of where individual lobstermen may set
their gear, NMFS must look at the risk
that the gear itself poses to large whales,
particularly North Atlantic right whales.
Current Maine state lobster management
does not represent unique gear
characteristics (e.g., the use of weak
rope exclusively or exclusion of vertical
lines). In non-exempted waters, risk
reduction can be calculated based on
implemented changes to gear
configurations, and if that risk reduction
is substantial enough, NMFS could
revisit the fishery classification in a
future LOF.

Comment 11: MLA states that the
NMFS Category I Northeast/mid-
Atlantic American lobster trap/pot
fishery does not accurately capture
marine mammal interactions and risk.
MLA recommends NMFS classify
Maine’s state and Federal water’s lobster
fisheries as unique fisheries, separate
from the Category I Northeast/mid-
Atlantic American lobster trap/pot
fishery.

The commenter notes that in the
absence of sufficient data to properly
classify all fisheries, the MMPA
provides that NMFS may evaluate other
factors such as fishing techniques, gear
used, methods used to deter marine
mammals, target species, seasons and
areas fished, qualitative data from
logbooks or fishermen reports, stranding
data, and the species and distribution of
marine mammals in the area, or at the
discretion of the Assistant
Administrator for Fisheries. MLA
further states that there are several
factors with disparity among the
Northeast and mid-Atlantic lobster
fisheries, as well as significant
differences in potential overlap with
North Atlantic right whales. These
differences among the lobster fisheries
include: Fishing techniques, gear used,
seasons and areas fished, fishermen’s
observations of right whales and
distribution of marine mammals. MLA
alleges that based on these factors, the

lobster fishery prosecuted close to shore
in Maine is significantly different than
lobster fisheries which occur in offshore
Lobster Management Area 3 or off of
New Jersey.

MLA also alleges that Maine’s state
and Federal lobster fisheries do not
meet the criteria of a Category I fishery
under the MMPA. MLA recommends
NMEFS reclassify the Maine state waters
lobster fishery as Category III fishery
since there are no documented serious
injuries or mortalities with this fishery,
and NMFS determined that regulating
the waters exempt from the Atlantic
Large Whale Take Reduction Plan
(ALWTRP) would have no significant
benefit to large whales. MLA also
recommends NMFS reclassify the Maine
Federal waters lobster fishery as
Category II fishery. MLA alleges there
are no documented M/SI in the Maine
Federal lobster fishery, but the Category
1I classification may be warranted under
an abundance of precaution that a future
interaction could occur due to the
offshore migration of North Atlantic
right whales.

MLA states that according to the 2019
North Atlantic right whale SAR, PBR is
0.8, and M/SI for commercial fisheries
is 5.55. MLA’s further analysis shows
zero M/SI attributed to the Maine
lobster fishery over this most recent 5
year period, while there were six
documented cases in Canadian trap/pot
fisheries. In addition, MLA alleges,
there has been only one right whale
entangled in Maine lobster gear in April
2002, and the entanglement was
determined to be a non-serious injury.
Maine gear was involved in a second
case in 2004, but it was not the primary
entangling gear in this case. The
commenter states that there are four
additional trap/pot entanglement cases
that resulted in right whale M/SI for
which a fishery was not determined
and, therefore, for which the Maine
lobster fishery cannot be completely
ruled out. However, a close look at these
cases reveals that the entangling gear is
no longer fished, efforts to trace
registration numbers to U.S. fishery
were unsuccessful, or a Maine fishery
was explicitly ruled out.

Response: NMFS uses the
classification criteria described in the
preamble to classify fisheries as
Category I, Category II, or Category III.
As noted, a fishery is classified under
Category I if the annual M/SI of a stock
in a given fishery is greater than or
equal to 50 percent of the stock’s PBR
level. Additional details regarding
categorization of fisheries is provided in
the preamble to the final rule
implementing section 118 of the MMPA
(60 FR 45086; August 30, 1995).
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As noted in the section of this rule
and the LOF proposed rule describing
how NMFS determines which species or
stocks are included as incidentally
killed or injured in a fishery, for
fisheries with no observer coverage and
for observed fisheries with evidence
indicating that undocumented
interactions may be occurring (e.g.,
fishery has evidence of fisheries
interactions that cannot be attributed to
a specific fishery, and stranding
network data include evidence of
fisheries interactions that cannot be
attributed to a specific fishery), stocks
may be retained on the LOF for longer
than 5 years. For these fisheries, NMFS
will review the other sources of relevant
information to determine when it is
appropriate to remove a species or stock
from the LOF.

At this time, we consider it
appropriate to retain North Atlantic
right whales as a species listed as
driving the classification of the
Northeast/mid-Atlantic lobster trap/pot
fishery given that PBR is 0.8 and the
further detail provided below, which
reiterates responses provided in the
2020 Final LOF (85 FR 21079, April 16,
2020).

The commenter cites four cases of
unknown entanglements they believe
explicitly rule out Maine lobster
fisheries from the origin of
entanglement. However, the evidence
presented is not sufficient to draw these
conclusions. In one of the commenter’s
cited cases (E43—12/RW 4193), red
tracers were identified in the recovered
gear. Red tracers are indicative of the
gear marking scheme required for the
ALWTRP Northern Inshore Trap/Pot
fishery management area, a management
area that overlaps Maine, New
Hampshire, and Massachusetts state
waters. Therefore, it cannot be ruled out
that the entanglement may have
occurred off the coast of Maine in non-
exempt waters. An additional case from
2011, previously noted in our 2020
Final LOF response to comments (85 FR
21079, April 16, 2020) but not
mentioned in MLA’s comment, also
included recovered gear with these red
tracers, though the location of that
entanglement remains unknown (E11—
11/RW 4040). Therefore, Maine lobster
trap/pot fisheries cannot be ruled out as
the potential origin for entanglements
with undetermined origins.

We also note that two additional
entanglements have been identified as
Massachusetts lobster trap/pot
entanglements (E36—16/RW 3623 and
E25-09). This is relevant to the
discussion since Maine state and
Federal lobster fisheries are functionally
equivalent to gear found in these

entanglements; and, therefore, gear
fished in Maine presents similar risks.

While floating groundline is
prohibited in ALWTRP non-exempt
management areas, there are waters
along the east coast (including off the
coast of Maine) that are exempted from
this ALWTRP requirement. Therefore,
the recovery of floating groundline from
an entanglement does not explicitly rule
out Maine lobster fisheries. For
example, in case E25-10/RW 3911, the
gear analysis found “wire mesh is likely
the remains of wire traps that parted off
from themselves. This wire mesh, along
with the 7/16 inch poly and associated
gangions, is consistent with gear used in
trap/pot fisheries conducted along the
east coast of the U.S. and Canada”
(NMFS 2010 Large Whale Entanglement
Report), which is consistent with some
gear fished in exempted waters.
Additionally, unless a rope diameter is
explicitly prohibited in an area, rope
diameter does not rule out the potential
for an entanglement to have occurred in
Maine waters, even if it does not
represent the majority’s normal fishing
practices. Therefore, the 9/16 inch float
rope that was recovered from E01-09/
RW 3311, again, does not explicitly rule
out Maine lobster fisheries.

With this request, the commenter is
also not taking into consideration the
high percentage of unidentified
entanglements that are both first sighted
in the U.S. and in Canada. Over the past
5 years, there have been 4.15 M/SI
entanglements documented annually
where the origin of the entanglement is
unknown (Hayes et al., 2020).

The sample size of recovered gear
from entanglements is small and much
of the retrieved gear is unmarked and
cannot be attributed to a particular
location. Currently, the state of Maine
does not require gear marking in
ALWTRP exempted areas. The lack of
marks on retrieved gear may indicate
the current marking scheme is
inadequate, or that entanglements are
occurring in areas where gear is not
currently marked, such as international
waters or current exempted areas. The
state is currently pursuing a gear
marking regime in these exempted
waters that may provide additional data
about entanglement risk in these areas
in the future.

The commenter alleges “There are
zero instances of Maine lobster gear
associated with a right whale serious
injury or mortality in any data set, and
only one known entanglement where
Maine lobster was the primary
entangling gear in 2002 resulting in non-
serious injury determination.” We
recognize that there has only been one
confirmed mortality (in 2012) in

identified U.S. trap/pot gear in the past
decade. Those cases where we could
identify lobster gear from right whale
entanglements during the past 10 years
were determined to result in non-
serious injuries. However, there have
been a number of life-threatening
entanglements since 2010 that have
resulted in a non-serious injury due to
disentanglement intervention. (Henry et
al., 2019). According to NMFS’ “Process
for Distinguishing Serious from Non-
Serious Injury of Marine Mammals
(NMFS 2015, 02—-238-01),” cases that
would have been serious injuries prior
to disentanglement are not counted
against PBR in the SAR, but they are
included in the recorded takes for the
LOF and associated management
measures. Aerial surveys, whale
watching boats, the presence of other
fisheries, and the presence and
associated outreach by a
disentanglement team contribute to the
higher reporting of entanglement
sightings in certain areas (i.e.,
Massachusetts) than in Maine state and
offshore waters; we cannot conclude
that risk is nonexistent in other areas
where entanglements are not observed.
With 85 percent of all observed right
whales exhibiting entanglement scars, it
is likely that entanglements are indeed
occurring in areas where entanglements
have not yet been observed and/or
reported.

NMFS will continue to annually
evaluate marine mammal interactions
and risk posed by a variety of gear types
and fisheries through the LOF process.
As stated previously, should
information suggest that unique gear
characteristics have lowered the risk of
interaction in a particular
geographically unique portion of a
fishery, NMFS will evaluate to
determine if the risk reduction is
sufficient for separating the fishery out
from the broader, current, classification
of the Category I Northeast/mid-Atlantic
American lobster trap/pot fishery.

As stated above, we find that there is
insufficient information to suggest that
Maine’s fisheries should be split from
the Northeast/mid-Atlantic American
lobster trap/pot fishery because the gear
used in Maine waters and the manner in
which the gear is used are not unique
from other states. Further, we maintain
that entanglement data indicate that the
gear used across this fishery remains a
risk to right whales. Should Maine
fisheries make significant changes to
their gear configurations that
differentiate these fisheries from other
state and Federal lobster trap/pot
fisheries, such as eliminating vertical
lines, NMFS will reconsider this
decision.
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Comment 12: AOLA expresses
concern that data used in the LOF do
not represent the current conditions of
the Category I Northeast/mid-Atlantic
American lobster trap/pot fishery nor
marine mammal stocks. The commenter
notes that the primary information used
in the 2021 LOF comes from 2019 SARs,
which are based on data from 2013—
2017. Yet since 2013, the northwest
Atlantic has undergone considerable
climatic changes that have influenced
the distributions of marine mammals
and their prey. AOLA further states that
the 2014 ALWTRP regulations as well as
the American lobster fishery
management plan regulations, reduced
vertical lines and enhanced gear
marking in the fishery. AOLA requests
NMFS incorporate more timely data and
recent information into the 2021 LOF.

Response: NMFS agrees that the best
available scientific information is
important for assessing the risk fisheries
pose to marine mammal stocks. NMFS
uses the best available scientific
information to prepare the annual LOF.
This includes relying on the SARs,
which are peer reviewed by the U.S.
Atlantic, Gulf of Mexico, and Caribbean
Scientific Review Group. The MMPA
established this SRG, along with two
others, to review the science that
informs the SARs, and to advise NMFS
on marine mammal population status,
trends, and stock structure,
uncertainties in the science, research
needs, and other issues. We recognize
that this peer review process takes
additional time to ensure that the best
available are used to inform the LOF.
However, the SARs generally provide
the most current and inclusive
information on each stock’s PBR level
and level of interaction with
commercial fishing operations; there
may also be more recent reports that
include bycatch estimates.

Comment 13: AOLA expresses
concern with how NMFS assigns M/SI
when the origin of entanglement is
unknown. AOLA states to that
according to the 2019 North Atlantic
right whale SAR the 5-year mean
estimated M/SI from entanglements is
5.55. Of those, 0.2 were attributed to
U.S. fisheries, 1.2 to Canadian fisheries,
and the remaining 4.15 were
undetermined. The commenter notes
that NMFS splits undetermined North
Atlantic right whale M/SI evenly
between the two countries. However, 86
percent of known entanglements were
in Canadian gear. AOLA recommends
NMFS split undetermined North
Atlantic right whale M/SI between the
two countries based on the percentage
of known entanglements from each
country and this prorated distribution of

M/SI should be used when classifying
fisheries on the LOF.

Response: For determining a fishery’s
classification on the LOF, NMFS must
assess the M/SI with respect to a stock’s
PBR. See response to comment #11
above about M/SI of right whales that is
attributed to the Northeast/mid-Atlantic
American lobster trap/pot fishery.

With respect to the current unknown
North Atlantic right whale M/SI being
assumed to be divided between both
Canada and U.S. equally, this was a
scenario that NMFS generated to
support ALWTRT deliberations and is
not used for classifying fisheries on the
MMPA LOF. Given the additional
regulatory requirements for Category I
and II fisheries, NMFS uses known M/
SI that can be attributed to a specific
fishery for LOF analysis.

Comment 14: AOLA expresses
concern over the perceived lack of
parity when assessing the impacts of
fisheries on marine mammals. AOLA
understands that with limited observer
coverage and data gaps there is a level
of subjectivity into the LOF
classification process; however, the
process should be equal among
fisheries. The commenter notes that the
Northeast/mid-Atlantic American
lobster trap/pot fishery is classified as a
Category I fishery for North Atlantic
right whales, yet there has been only
one confirmed mortality in American
lobster trap/pot gear in the past decade
(2012) and no documented serious
injuries (as stated in the 2020 LOF final
rule). In the 2020 LOF final rule, NMFS
cites all U.S. undetermined M/SI,
potential M/SI prevented by
intervention, and North Atlantic right
whale entanglement scarring rates as
data used for the Category I
classification of the Northeast/mid-
Atlantic American lobster trap/pot
fishery. AOLA recommends NMFS take
a more equitable approach when
assessing entanglement risk across
fisheries, countries, and non-fishery
sources, and also notes this would assist
in assuring fishermen are treated fairly.

Response: The LOF is the annual

process NMFS conducts to place all U.S.

commercial fisheries into one of three
categories based on the level of
incidental mortality and serious injury
of marine mammals occurring in each
fishery. See response to comment #11
above about how cases that would have
been serious injuries prior to
disentanglement are not counted against
PBR in the SAR, but are included in the
LOF classification process.

For fisheries with no observer
coverage and for observed fisheries with
evidence indicating that undocumented
interactions may be occurring (e.g.,

fishery has low observer coverage and
stranding network data include
evidence of fisheries interactions that
cannot be attributed to a specific
fishery), NMFS uses the best available
data to inform the LOF; thus, data older
than 5 years may be used to retain a
fishery classification or the list of
species and stocks killed/injured
incidental to a fishery. For these
fisheries, NMFS will review the other
sources of information listed above and