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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

Federal Energy Regulatory
Commission

18 CFR Part 157

[Docket No. RM81-19-000]

Natural Gas Pipelines; Project Cost
and Annual Limits

AGENCY: Federal Energy Regulatory
Commission, Energy.

ACTION: Final rule.

SUMMARY: Pursuant to the authority
delegated by the Commission’s
regulations, the Director of the Office of
Energy Projects (OEP) computes and
publishes the project cost and annual
limits for natural gas pipelines blanket
construction certificates for each
calendar year.

DATES: This final rule is effective March
3, 2021 and establishes cost limits
applicable from January 1, 2021 through
December 31, 2021.

FOR FURTHER INFORMATION CONTACT:
Richard W. Foley, Chief, Certificates
Branch 1, Division of Pipeline
Certificates, (202) 502—8955.

SUPPLEMENTARY INFORMATION: Section
157.208(d) of the Commission’s
Regulations provides for project cost
limits applicable to construction,
acquisition, operation and
miscellaneous rearrangement of
facilities (Table I) authorized under the
blanket certificate procedure (Order No.
234, 19 FERC { 61,216). Section
157.215(a) specifies the calendar year
dollar limit which may be expended on
underground storage testing and
development (Table II) authorized under
the blanket certificate. Section
157.208(d) requires that the “limits
specified in Tables I and II shall be
adjusted each calendar year to reflect
the *GDP implicit price deflator’
published by the Department of
Commerce for the previous calendar
year.”

Pursuant to § 375.308(x)(1) of the
Commission’s Regulations, the authority
for the publication of such cost limits,
as adjusted for inflation, is delegated to
the Director of the Office of Energy
Projects. The cost limits for calendar
year 2021, as published in Table I of
§157.208(d) and Table II of § 157.215(a),
are hereby issued.

Effective Date

This final rule is effective March 3,
2021. The provisions of 5 U.S.C. 804
regarding Congressional review of final
rules does not apply to the final rule
because the rule concerns agency
procedure and practice and will not
substantially affect the rights or
obligations of non-agency parties. The
final rule merely updates amounts
published in the Code of Federal
Regulations to reflect the Department of
Commerce’s latest annual determination
of the Gross Domestic Product (GDP)
implicit price deflator, a mathematical
updating required by the Commission’s
existing regulations.

List of Subjects in 18 CFR Part 157

Administrative practice and
procedure, Natural gas, Reporting and
recordkeeping requirements.

Issued: February 19, 2021.
Terry L. Turpin,
Director, Office of Energy Projects.

Accordingly, 18 CFR part 157 is
amended as follows:

PART 157—APPLICATIONS FOR
CERTIFICATES OF PUBLIC
CONVENIENCE AND NECESSITY AND
FOR ORDERS PERMITTING AND
APPROVING ABANDONMENT UNDER
SECTION 7 OF THE NATURAL GAS
ACT

m 1. The authority citation for part 157
continues to read as follows:

Authority: 15 U.S.C. 717-717w, 3301—
3432; 42 U.S.C. 7101-7352.

m 2.In §157.208(d), TableIis amended
by adding an entry for “2021” at the end
of the table to read as follows:

§157.208 Construction, acquisition,
operation, replacement, and miscellaneous
rearrangement of facilities.

* * * * *

(d)* E

TABLE | TO PART 157

Limit
Auto. Prior notice
Year proj. proj. cost
cost limit limit
(Col.1) (Col.2)
2021 .o $12,600,000 $35,600,000
* * * * *

m 3.In §157.215(a)(5), Table Il is
amended by adding an entry for “2021”
at the end of the table to read as follows:

§157.215 Underground storage testing
and development.

a * x %

ES)) * *x %

TABLE |l TO PART 157

Year Limit

* * * * ok

$6,800,000

[FR Doc. 2021-04096 Filed 3—-2-21; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1308
[Docket No. DEA-600]

Schedules of Controlled Substances:
Placement of Lemborexant in Schedule
v

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: Final rule.

SUMMARY: This final rule adopts,
without change, an interim final rule
with request for comments published in
the Federal Register on April 7, 2020,
placing lemborexant ((1R,2S)-2-[(2,4-
dimethylpyrimidin-5-yl)oxymethyl]-2-
(3-fluorophenyl)-N-(5-fluoropyridin-2-
yl)cyclopropane-1-carboxamide),
including its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers is
possible, in schedule IV of the
Controlled Substances Act (CSA). With
the issuance of this final rule, the Drug
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Enforcement Administration maintains
lemborexant, including its salts,
isomers, and salts of isomers whenever
the existence of such salts, isomers, and
salts of isomers is possible, in schedule
IV of the CSA.

DATES: The effective date of this final
rulemaking is March 3, 2021.

FOR FURTHER INFORMATION CONTACT: Dr.
Terrence L. Boos, Drug and Chemical
Evaluation Section, Diversion Control
Division, Drug Enforcement
Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia
22152; Telephone: 571-362-3249.
SUPPLEMENTARY INFORMATION:

Background and Legal Authority

Under the Controlled Substances Act
(CSA), as amended in 2015 by the
Improving Regulatory Transparency for
New Medical Therapies Act (Pub. L.
114-89), when the Drug Enforcement
Administration (DEA) receives
notification from the Department of
Health and Human Services (HHS) that
the Secretary has approved a certain
new drug and HHS recommends control
in the CSA schedule II-V, DEA is
required to issue an interim final rule,
with opportunity for public comment
and to request a hearing, controlling the
drug within a specified 90-day
timeframe and to subsequently issue a
final rule. 21 U.S.C. 811(j). When
controlling a drug pursuant to
subsection (j), DEA must apply the
scheduling criteria of 21 U.S.C. 811 (b)
through (d) and 812(b). 21 U.S.C.
811(j)(3).

On April 7, 2020, DEA published an
interim final rule to make lemborexant
(including its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers is
possible) a schedule IV controlled
substance. 85 FR 19387. The interim
final rule provided an opportunity for
interested persons to submit comments
as well as file a request for hearing or
waiver of hearing, on or before May 7,
2020. DEA did not receive any requests
for hearing or waiver of hearing.

Comments Received

DEA received five comments in
response to the interim final rule for the
placement of lemborexant into schedule
IV of the CSA. The submissions were
from individual or anonymous
commenters. Two commenters provided
support for the interim final rule, one
commenter opposed the rule, one
commenter solely included a link to
potential malware, and one commenter
expressed views on a subject not related
to the rule. As these final two comments
were outside the scope of this

rulemaking, DEA did not summarize or
respond to them below.

Support of the Interim Final Rule

A commenter supported controlling
lemborexant as a schedule IV controlled
substance, if such control helped to
prevent abuse of, or the addiction to,
this substance. Another commenter
noted HHS, in its analysis, found that
lemborexant had similar abuse potential
to other schedule IV sedatives such as
suvorexant and zolpidem, and therefore,
agreed with HHS’s recommendation of
schedule IV control for lemborexant. In
addition, this commenter referenced a
study, conducted by Eisai, Inc. (the
Sponsor of the new drug application for
Dayvigo (lemborexant)), and
recommended that DEA add this
particular study analysis regarding
abuse and dependency potential to
DEA'’s final rule, under the
‘“Determination to Schedule
Lemborexant” section, to further
support DEA’s placing lemborexant in
schedule IV.

DEA Response: DEA appreciates the
support for this rulemaking. DEA
determined in the interim final rule, and
re-affirms in this final rule, that there is
substantial evidence of a potential for
abuse of lemborexant, and lemborexant
warrants control in schedule IV.
Regarding the commenter’s request that
DEA include the study analysis in this
final rule, DEA assumes that the
commenter is referring to the human
abuse potential (HAP) study conducted
by Eisai, Inc. In the event the
commenter is referencing this study,
DEA asserts that the HAP study
conducted by the Sponsor was included
in both the DEA and HHS lemborexant
eight-factor reviews and in the interim
final rule located in the ‘“‘Determination
to Schedule Lemborexant” section in
Factor 2 and in the “Determination of
Appropriate Schedule” in section 3 of
the interim final rule.

Opposition to the Interim Final Rule

A commenter claimed that DEA did
not rely on the pharmacological data for
lemborexant or follow any of the other
factors required to be considered under
21 U.S.C. 811(c) to determine the
placement of lemborexant in schedule
IV. Instead, the commenter stated that
DEA relied on a “small and unrepeated
sample group” and its subjective
responses, which matched responses to
the schedule IV sedative suvorexant.
The commenter also contended that
there is a disparity in DEA’s scheduling
treatment for lemborexant (schedule IV)
and Rozarem (non-controlled), as these
both are sedatives—with the same Food
and Drug Administration (FDA)-

approved indication—that exert
pharmacological activity by other means
than binding to gamma-aminobutyric
acid (GABA) receptors. As such, the
commenter considered DEA’s decision
to schedule lemborexant ““arbitrary and
capricious.” This commenter further
stated that the placement of
lemborexant in schedule IV of the CSA
would increase the regulatory
restrictions on a drug intended to treat
insomnia, thereby causing many to
resort to more dangerous and addictive
substances such as benzodiazepines and
other drugs that bind to the GABA
receptor. Lastly, the commenter stated
lemborexant is a new molecular entity
thus evidence of actual abuse or
potential for abuse liability does not
exist. Therefore, the commenter asserted
that DEA should either not place
lemborexant in the same schedule as
drugs with proven abuse potential, such
as Xanax and Ambien, or delay
scheduling lemborexant until evidence
of actual abuse data can be produced
using the eight-factors stipulated in 21
U.S.C. 811(c).

DEA Response: Regarding the
commenter’s point concerning the lack
of appropriate pharmacological data in
support of the abuse potential of
lemborexant, DEA asserts that
pharmacological data serves as only one
portion of the data used to determine
abuse potential and abuse liability. As
stated in the interim final rule, while
lemborexant is highly selective for both
the orexin 1 and orexin 2 receptors and
has little to no affinity to other central
nervous system receptor sites associated
with abuse potential, in a clinical HAP
study of lemborexant, lemborexant
produced statistically significant
increases in positive subjective
measures in the bipolar visual analog
scale (i.e., Drug Liking, Overall Drug
Liking, Good Effects, High, Stoned, and
Take Drug Again) that were greater than
placebo and statistically similar to other
sedatives in the same drug class. Thus,
in this HAP study, lemborexant showed
potential for abuse. Following
comprehensive evaluation of all
available data, including both
preclinical and clinical data as related
to the eight-factor analysis pursuant to
21 U.S.C. 811(c), HHS recommended
schedule IV for lemborexant. Upon
careful consideration of all available
data, DEA concurred with HHS’
recommendation that lemborexant
possesses abuse potential comparable to
other schedule IV depressants.

Regarding the commenter’s concerns
that the control of lemborexant as a
schedule IV drug would negatively
impact treatment choices and increase
addiction risks, DEA contends that there
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is no evidence to suggest that such
control of lemborexant creates undue
regulatory restrictions increasing the
risk of addiction. Furthermore, a HAP
study of lemborexant was conducted,
the results of which indicate that
lemborexant has an abuse potential that
is greater than placebo and statistically
similar to other controlled sedatives in
schedule IV of the CSA. Therefore, DEA
asserts that by adopting the interim final
rule placing lemborexant in schedule IV
of the CSA, there is no “risk of
restricting its prescribing” and limiting
treatment options for insomnia to “more
dangerous and addictive molecules.”
Rather, lemborexant is being placed in

a schedule with other sedative/
hypnotics that have similar abuse
potential such as benzodiazepines,
barbiturates, and muscle relaxants.

Regarding the commenter’s point that
lemborexant is a new molecular entity
with unknown actual or potential for
abuse, and the commenter’s request for
DEA to either not place lemborexant in
schedule IV or to postpone such
scheduling until there is evidence
showing the requisite abuse potential,
DEA'’s determination of the abuse
liability of lemborexant in the interim
final rule, and again in this final rule,
is in agreement with that of HHS. In a
clinical HAP study investigating the
abuse potential of lemborexant, HHS
concluded that lemborexant produced
subjective responses that were similar to
those for the schedule IV sedative
suvorexant. In the context of drug
development, HAP studies are
conducted as a component of the safety
evaluation of a new molecular entity.
These studies are utilized by HHS, FDA,
and the scientific community. They are
accepted as repeatable and follow
rigorous scientific guidelines. In effect,
the HAP studies are indeed evidence
showing the requisite abuse potential of
lemborexant; therefore, no additional
studies are necessary to prove potential
for abuse. Additionally, HHS’
evaluation of a HAP study conducted by
the Sponsor concluded that lemborexant
produces positive subjective effects and
has abuse potential similar to that of
schedule IV sedatives, such as
suvorexant and zolpidem, which were
used as positive controls in the study.
DEA asserts that when the evidence of
actual abuse is not available, both HHS
and DEA rely upon data from
preclinical and clinical studies to
inform determinations on potential for
abuse of a given substance. Therefore,
upon evaluation of the above-mentioned
clinical studies and other preclinical
data, DEA concurred with HHS’
findings that the abuse liability of

lemborexant is similar to other
substances placed in schedule IV (i.e.,
benzodiazepines, barbiturates, and
muscle relaxants) and therefore
supported—and continues to support
through this final rule—placement of
lemborexant in schedule IV.

Finally, we address the commenter’s
claim that the control of lemborexant is
improper because there is another
substance, that is not controlled, which
the commenter asserts has similar
pharmacological properties to those of
lemborexant. DEA contends that while
both drugs are classified as sedatives
with similar FDA-approved indications,
they do not share the same
pharmacological mechanism of action or
abuse liability. Even assuming this
assertion were correct, this is not a legal
basis to decline to control a substance.
The CSA does not require, as a
condition of control under 21 U.S.C.
811, that every other substance with
similar properties be simultaneously
controlled.

Based on the rationale set forth in the
interim final rule, DEA adopts the
interim final rule without change.

Requirements for Handling
Lemborexant

As indicated above, lemborexant has
been a schedule IV controlled substance
by virtue of the interim final rule issued
by DEA in April 2020. Thus, this final
rule does not alter the regulatory
requirements applicable to handlers of
lemborexant that have been in place
since that date. Nonetheless, for
informational purposes, we re-state here
those requirements. Lemborexant is
subject to the CSA’s schedule IV
regulatory controls and administrative,
civil, and criminal sanctions applicable
to the manufacture, distribution, reverse
distribution, dispensing, importing,
exporting, research, and conduct of
instructional activities and chemical
analysis with, and possession involving
schedule IV substances, including, but
not limited to, the following:

1. Registration. Any person who
handles (manufactures, distributes,
reverse distributes, dispenses, imports,
exports, engages in research, or
conducts instructional activities or
chemical analysis with, or possesses)
lemborexant, or who desires to handle
lemborexant, must be registered with
DEA to conduct such activities pursuant
to 21 U.S.C. 822, 823, 957, and 958 and
in accordance with 21 CFR parts 1301
and 1312. Any person who intends to
handle lemborexant, and is not
registered with DEA, must submit an
application for registration and may not
handle lemborexant, unless DEA
approves that application for

registration, pursuant to 21 U.S.C. 822,
823, 957, and 958, and in accordance
with 21 CFR parts 1301 and 1312.

2. Disposal of stocks. Any person who
obtains a schedule IV registration to
handle lemborexant but who
subsequently does not desire or is not
able to maintain such registration must
surrender all quantities of lemborexant,
or may transfer all quantities of
lemborexant to a person registered with
DEA in accordance with 21 CFR part
1317, in addition to all other applicable
Federal, State, local, and tribal laws.

3. Security. Lemborexant is subject to
schedule III-V security requirements
and must be handled and stored in
accordance with 21 CFR 1301.71—
1301.93. Non-practitioners handling
lemborexant must also comply with the
employee screening requirements of 21
CFR 1301.90-1301.93.

4. Labeling and Packaging. All labels,
labeling, and packaging for commercial
containers of lemborexant must comply
with 21 U.S.C. 825 and 958(f), and be
in accordance with 21 CFR part 1302.

5. Inventory. Every DEA registrant
who possesses any quantity of
lemborexant was required to keep an
inventory of lemborexant on hand, as of
April 7, 2020, pursuant to 21 U.S.C. 827
and 958(e), and in accordance with 21
CFR 1304.03, 1304.04, and 1304.11.

6. Records and Reports. DEA
registrants must maintain records and
submit reports for lemborexant, or
products containing lemborexant,
pursuant to 21 U.S.C. 827 and 958(f),
and in accordance with 21 CFR parts
1304, 1312, and 1317.

7. Prescriptions. All prescriptions for
lemborexant or products containing
lemborexant must comply with 21
U.S.C. 829, and be issued in accordance
with 21 CFR parts 1306 and 1311,
subpart C.

8. Manufacturing and Distributing. In
addition to the general requirements of
the CSA and DEA regulations that are
applicable to manufacturers and
distributors of schedule IV controlled
substances, such registrants should be
advised that (consistent with the
foregoing considerations) any
manufacturing or distribution of
lemborexant may only be for the
legitimate purposes consistent with the
drug’s labeling, or for research activities
authorized by the Federal Food, Drug,
and Cosmetic Act and the CSA.

9. Importation and Exportation. All
importation and exportation of
lemborexant must be in compliance
with 21 U.S.C. 952, 953, 957, and 958,
and in accordance with 21 CFR part
1312.

10. Liability. Any activity involving
lemborexant not authorized by, or in



12260

Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Rules and Regulations

violation of, the CSA or its
implementing regulations, is unlawful,
and may subject the person to
administrative, civil, and/or criminal
sanctions.

Regulatory Analyses
Administrative Procedure Act

This final rule, without change,
affirms the amendment made by the
interim final rule that is already in
effect. Section 553 of the Administrative
Procedure Act (APA) (5 U.S.C. 553)
generally requires notice and comment
for rulemakings. However, 21 U.S.C.
811(j) provides that in cases where a
certain new drug is: (1) Approved by
HHS and (2) HHS recommends control
in CSA schedule II-V, DEA shall issue
an interim final rule scheduling the
drug within 90 days. Additionally,
subsection (j) specifies that the
rulemaking shall become immediately
effective as an interim final rule without
requiring DEA to demonstrate good
cause. DEA issued an interim final rule
on April 7, 2020, and solicited public
comments on that rule. Subsection (j)
further states that after giving interested
persons the opportunity to comment
and to request a hearing, the Attorney
General, as delegated to the
Administrator of DEA, shall issue a final
rule in accordance with the scheduling
criteria of 21 U.S.C. 811 (b) through (d)
and 812(b). DEA is now responding to
the comments submitted by the public
and issuing the final rule in accordance
with subsection (j).

Executive Orders 12866 (Regulatory
Planning and Review) and 13563
(Improving Regulation and Regulatory
Review)

In accordance with 21 U.S.C. 811(a)
and (j), this scheduling action is subject
to formal rulemaking procedures
performed “on the record after
opportunity for a hearing,” which are
conducted pursuant to the provisions of
5 U.S.C. 556 and 557. The CSA sets
forth the procedures and criteria for
scheduling a drug or other substance.
Such actions are exempt from review by
the Office of Management and Budget
(OMB) pursuant to section 3(d)(1) of
Executive Order (E.O.) 12866 and the
principles reaffirmed in E.O. 13563.

Executive Order 12988, Civil Justice
Reform

This regulation meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of E.O. 12988 to eliminate
drafting errors and ambiguity, minimize
litigation, provide a clear legal standard
for affected conduct, and promote
simplification and burden reduction.

Executive Order 13132, Federalism

This final rule does not have
federalism implications warranting the
application of E.O. 13132. The final rule
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.

Executive Order 13175, Consultation
and Coordination With Indian Tribal
Governments

This final rule does not have tribal
implications warranting the application
of E.O. 13175. 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.

Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
(5 U.S.C. 601-612) applies to rules that
are subject to notice and comment
under section 553(b) of the APA. As
noted in the above discussion regarding
the applicability of the APA, DEA was
not required to publish a general notice
of proposed rulemaking. Consequently,
the RFA does not apply.

Unfunded Mandates Reform Act of 1995

In accordance with the Unfunded
Mandates Reform Act (UMRA) of 1995,
2 U.S.C. 1501 et seq., DEA has
determined and certifies that this action
would not result in any Federal
mandate that may result “in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any
1 year.” Therefore, neither a Small
Government Agency Plan nor any other
action is required under UMRA of 1995.

Paperwork Reduction Act of 1995

This action does not impose a new
collection of information requirement
under the Paperwork Reduction Act of
1995. 44 U.S.C. 3501-3521. This action
does not impose recordkeeping or
reporting requirements on State or local
governments, individuals, businesses, or
organizations. An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a
currently valid OMB control number.

Congressional Review Act

This final rule is not a major rule as
defined by the Congressional Review
Act (CRA), 5 U.S.C. 804. This rule will
not result in an annual effect on the

economy of $100 million or more; a
major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; or
significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of the U.S.-based companies to
compete with foreign-based companies
in domestic and export markets.
However, pursuant to the CRA, DEA has
submitted a copy of this final rule to
both Houses of Congress and to the
Comptroller General.

List of Subjects in 21 CFR Part 1308

Administrative practice and
procedure, Drug traffic control,
Reporting and recordkeeping
requirements.

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

m Accordingly, the interim final rule (85
FR 19387) amending 21 CFR part 1308,
which published on April 7, 2020, is

adopted as a final rule without change.

D. Christopher Evans,

Acting Administrator.

[FR Doc. 2021-04183 Filed 3—2-21; 8:45 am]
BILLING CODE 4410-09-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 49
[EPA-R01-OAR-2020-0374; FRL-10018—
74-Region 1]

Approval and Promulgation of Air
Quality Implementation Plan;
Mashantucket Pequot Tribal Nation

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) approves the
Mashantucket Pequot Tribal Nation’s
(MPTN or the Tribe) Tribal
Implementation Plan (TIP) under the
Clean Air Act (CAA) to regulate air
pollution within the exterior boundaries
of the Tribe’s reservation. The TIP is one
of two CAA regulatory programs that
comprise the Tribe’s Clean Air Program
(CAP). EPA approved the Tribe for
treatment in the same manner as a State
(Treatment as State or TAS) for
purposes of administering New Source
Review (NSR) and Title V operating
permits under the CAA on July 10,

2008. In this action we act only on those
portions of MPTN’s CAP that constitute
a TIP containing severable elements of
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an implementation plan under CAA
section 110(a). The TIP includes
permitting requirements for major and
minor sources of air pollution. The
purpose of the TIP is to enable the Tribe
to attain and maintain the National
Ambient Air Quality Standards
(NAAQS) within the exterior boundaries
of its reservation by establishing a
federally enforceable preconstruction
permitting program.

DATES: This rule is effective on April 2,
2021.

ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R01-OAR-
2020-0374. All documents in the docket
are listed on the https://
www.regulations.gov website. Although
listed in the index, some information is
not publicly available, i.e., CBI 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 at https://
www.regulations.gov or at the U.S.
Environmental Protection Agency, EPA
Region 1 Regional Office, Air and
Radiation Division, 5 Post Office
Square—Suite 100, Boston, MA. EPA
requests that if at all possible, you
contact the contact listed in the FOR
FURTHER INFORMATION CONTACT section to
schedule your inspection. The Regional
Office’s official hours of business are
Monday through Friday, 8:30 a.m. to
4:30 p.m., excluding legal holidays and
facility closures due to COVID-19.

FOR FURTHER INFORMATION CONTACT:
Patrick Bird, Air Permits, Toxics and
Indoor Programs Branch, U.S.
Environmental Protection Agency,
Region 1, 5 Post Office Square, Mail
Code: 05-2, Boston, MA 02109-0287.
Telephone: 617-918-1287. Fax: 617—
918-0287. Email: Bird.Patrick@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.
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1. Background and Purpose

II. Response to Comments

III. Final Action

IV. Incorporation by Reference

V. Statutory and Executive Order Reviews

I. Background and Purpose

On September 9, 2020 (85 FR 55628),
EPA published a Notice of Proposed
Rulemaking (NPRM) for a TIP submitted
by the MPTN for approval under section
110 of the CAA. The TIP addresses
attainment and maintenance of the

National Ambient Air Quality Standards
(NAAQS) by establishing a federally
enforceable preconstruction permitting
program within the exterior boundaries
of the Tribe’s reservation. It also allows
for sources that otherwise would have
the potential to emit hazardous air
pollutants or regulated NSR pollutants
in amounts at or above those for major
sources to request federally enforceable
permit limitations that restrict
emissions to below those of a major
source.

The MPTN is an Indian Tribe
federally recognized in 1983 by
Congressional legislation (Pub. L. 98—
134, sec. 9, Oct. 1St, 1983 97 Stat 855,
Title 25 U.S.C.A. 1751-1760). The
Secretary of the Interior recognizes the
“Mashantucket Pequot Tribe of
Connecticut” (73 FR 18553, 18554,
April 4, 2008). MPTN’s CAP was
established by Tribal Council
Resolution in 2005 (TCR102600-01 of
02). On July 10, 2008, EPA determined
that the Tribe is eligible for TAS for
these purposes.

The MPTN formally submitted the
applicable elements of its TIP to EPA
Region 1 on December 7, 2018. Having
found that the MPTN is eligible for TAS
to implement these regulatory programs,
EPA is now approving the Tribe’s TIP.
We intend to act on the Tribe’s title V
operating permit program in separate
notice and comment processes, as
appropriate.

The rationale for EPA’s proposed
approval of the MTPN TIP is explained
in the NPRM and will not be restated
here. No adverse public comments were
received on the NPRM.

II. Response to Comments

EPA received three comments during
the comment period, all of which
supported EPA’s proposed action. As
such, these comments do not require
further response to finalize the action as
proposed.

I1I. Final Action

EPA is approving the MPTN’s TIP
under the Clean Air Act to regulate air
pollution within the exterior boundaries
of the Tribe’s reservation. In this action
we act only on those portions of
MPTN’s CAP that constitute a TIP
containing severable elements of an
implementation plan under CAA
section 110(a). The TIP includes
permitting requirements for major and
minor sources of air pollution.
Specifically, we are approving the
following sections of the MPTN’s air
quality regulations. Title 12, Subtitle
12.1, § 2—Applicability (with effective
date); Title 12, Subtitle 12.1, §4—

Definitions; and Title 12, Subtitle 12.2—
New Source Review—MPTN TIP.

IV. Incorporation by Reference

In this rule, EPA is finalizing
regulatory text that includes
incorporation by reference. In
accordance with requirements of 1 CFR
51.5, EPA is finalizing the incorporation
by reference of the MPTN rules
discussed in section I. and III. of this
preamble. EPA has made, and will
continue to make, these documents
generally available through https://
www.regulations.gov and at the EPA
Region 1 Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).

V. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
TIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing TIP
submissions, EPA’s role is to approve
tribal choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this final action merely
approves tribal law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by tribal law. For that reason,
this action:

¢ Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);
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e Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. Section 804,
however, exempts from section 801 the
following types of rules: Rules of
particular applicability; rules relating to
agency management or personnel; and
rules of agency organization, procedure,
or practice that do not substantially
affect the rights or obligations of non-
agency parties, 5 U.S.C. 804(3). Because
this is a rule of particular applicability,
EPA is not required to submit a rule
report regarding this action under
section 801.

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by May 3, 2021.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does

it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. This action may
not be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)
List of Subjects in 40 CFR Part 49

Environmental protection,
Administrative practice and procedure,
Air pollution control, Incorporation by
reference, Indians, Intergovernmental
relations, Reporting and recordkeeping
requirements.

Authority: 42 U.S.C. 7401 et seq.

Dated: February 10, 2021.
Deborah Szaro,
Acting Regional Administrator, EPA Region
1

' Part 49 of chapter [, title 40 of the
Code of Federal Regulations is amended
as follows:

PART 49—INDIAN COUNTRY: AIR
QUALITY PLANNING AND
MANAGEMENT

m 1. The authority citation for part 49
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart D—Implementation Plans for
Tribes—Region 1

m 2. Subpart D of Part 49 is amended by
adding an undesignated center heading
and § 49.202, after § 49.201, to read as
follows:

Implementation Plan for the
Mashantucket Pequot Tribal Nation.

§49.202 Identification of Plan

(a) Purpose and scope. This section
contains the implementation plan for

the Mashantucket Pequot Tribal Nation.
This plan consists of permitting
requirements for major and minor
sources of air pollution submitted by the
Tribe on December 7, 2018, applicable
to lands within the exterior boundaries
of the Mashantucket Pequot Tribal
Nation’s reservation.

(b) Incorporation by reference. (1)
Material listed in paragraph (c) of this
section was approved for incorporation
by reference by the Director of the
Federal Register in accordance with 5
U.S.C. 552(a) and 1 CFR part 51.
Material is incorporated as it exists on
the date of the approval, and notice of
any change in the material will be
published in the Federal Register.
Entries in paragraph (c) of this section
with EPA approval dates after January 6,
2021, will be incorporated by reference
in the next update to the TIP
compilation.

(2) EPA Region 1 certifies that the
rules/regulations provided by EPA in
the TIP compilation at the addresses in
paragraph (b)(3) of this section are an
exact duplicate of the officially
promulgated tribal rules/regulations
which have been approved as part of the
Tribal Implementation Plan as of
January 6, 2021.

(3) Copies of the materials
incorporated by reference may be
inspected at the EPA Region 1 Office, 5
Post Office Square, Suite 100, Boston,
MA 02109-3912 and 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.

(c) EPA-approved regulations.

TABLE 1 TO PARAGRAPH (c)—EPA-APPROVED MASHANTUCKET PEQUOT TRIBAL NATION REGULATIONS

Tribal
Tribal citation Title/subject effective EPA dapz[proval Explanations
date ate

Resolution Num- RESOLUTION NUMBER TCR101118-04 of 06 OF 10/11/2018 | 3/3/2021 [Insert
ber THE MASHANTUCKET PEQUOT TRIBAL Federal Reg-
TCR101118-04 COUNCIL, THE GOVERNING BODY OF THE ister citation).
of 06 of the MASHANTUCKET PEQUOT TRIBE, Approves
Mashantucket the MPTN Air Quality Program, Submission of
Pequot Tribe. the Tribal Implementation Plan and Requests

Delegation of the Title V Program.

MPTN Land Use MPTN Land Use Regulations, Title 12 Air Quality 10/11/2018 | 3/3/2021[Insert MPTN only submitted, and EPA
Regulations, Regulations. Federal Reg- only approved, applicable TIP
Title 12 Air ister citation]. References: Subtitle 12.1, §2
Quality Regula- “Applicability” and §4 “Defini-
tions. tions”; and Subtitle 12.2 “New

Source Review—MPTN TIP.”
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[FR Doc. 2021-03124 Filed 3-2—21; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52

[EPA-R09-OAR-2020-0534; FRL—10020—
36-Region 9]

Approval and Promulgation of Air
Quality State Implementation Plans;
California; Plumas County; Moderate
Area Plan for the 2012 PM, s NAAQS

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is taking final action to
approve a state implementation plan
(SIP) revision submitted by the State of
California to address Clean Air Act
(CAA or “Act”) requirements for the
2012 annual fine particulate matter
(PM: 5) national ambient air quality
standard (NAAQS or “standard”) in the
Plumas County Moderate PM, s
nonattainment area (‘“Portola
nonattainment area’’). The submitted
SIP revision is the State’s “Proposed
Portola PM, s Plan Contingency Measure
SIP Submittal” (“PM,.s Plan Revision”),
which includes a revised City of Portola
ordinance regulating PM, s emission
sources and the State’s demonstration
that this submission meets the Moderate
area contingency measure requirement
for the 2012 annual PM, s NAAQS in the
Portola nonattainment area. The EPA is
also taking final action to approve the
contingency measure element of the
Moderate area attainment plan for the
Portola nonattainment area, as revised
and supplemented by the PM, s Plan
Revision.

DATES: This rule is effective on April 2,
2021.

ADDRESSES: The EPA has established a
docket for this action under Docket ID
No. EPA-R09-OAR-2020-0534. All
documents in the docket are listed on
the https://www.regulations.gov
website. Although listed in the index,
some information is not publicly
available, e.g., Confidential Business
Information (CBI) 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 through https://
www.regulations.gov, or please contact
the person identified in the FOR FURTHER
INFORMATION CONTACT section for

additional availability information. If
you need assistance in a language other
than English or if you are a person with
disabilities who needs a reasonable
accommodation at no cost to you, please
contact the person identified in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT: John
Ungvarsky, Air Planning Office (AIR-2),
EPA Region IX, 75 Hawthorne Street,
San Francisco, CA 94105, (415) 972—
3963 or ungvarsky.john@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to the EPA.
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I. Background

On January 15, 2013, the EPA
strengthened the primary annual
NAAQS for particulate matter with a
diameter of 2.5 microns or less by
lowering the level from 15.0 micrograms
per cubic meter (ug/m3) to 12.0 pg/m3
(“2012 PM>s NAAQS”).1 The EPA
established this standard after
considering substantial evidence from
numerous health studies demonstrating
that serious health effects are associated
with exposures to PM; s concentrations
above these levels.

Epidemiological studies have shown
statistically significant correlations
between elevated levels of PM; s
(particulate matter with a diameter of
2.5 microns or less) and premature
mortality. Other important health effects
associated with PM, s exposure include
aggravation of respiratory and
cardiovascular disease, changes in lung
function, and increased respiratory
symptoms. Individuals particularly
sensitive to PM, s exposure include
older adults, people with heart and lung
disease, and children.2 PM, 5 can be
emitted directly into the atmosphere as
a solid or liquid particle (“primary
PM, 5" or “direct PM,5”") or can be
formed in the atmosphere as a result of
various chemical reactions among
precursor pollutants such as nitrogen
oxides, sulfur oxides, volatile organic
compounds, and ammonia (‘‘secondary
PM,5”).3

178 FR 3086 and 40 CFR 50.18. Unless otherwise
noted, all references to the PM» s NAAQS in this
notice are to the 2012 annual NAAQS of 12.0 pg/
m3 codified at 40 CFR 50.18.

278 FR 3086, 3088 (January 15, 2013).

3EPA, Air Quality Criteria for Particulate Matter,
No. EPA/600/P—99/002aF and EPA/600/P-99/
002bF, October 2004.

Following promulgation of a new or
revised NAAQS, the EPA is required by
CAA section 107(d) to designate areas
throughout the nation as attaining or not
attaining the NAAQS. The EPA
designated and classified the Portola
nonattainment area as ‘“Moderate”
nonattainment for the 2012 annual
PM,; s standards based on ambient
monitoring data that showed the area
was above 12.0 pug/m3 for the 2011-2013
monitoring period.# For the 2011-2013
period, the annual PM; 5 design value
for the Portola nonattainment area was
12.8 pg/m3 based on monitored readings
at the 161 Nevada Street and 420
Gulling Street monitors.®

The Portola nonattainment area
includes the City of Portola (“Portola”),
which has a population of
approximately 2,100 and is located at an
elevation of 4,890 feet in an
intermountain basin isolated by rugged
mountains. For a precise description of
the geographic boundaries of the Portola
nonattainment area, see 40 CFR 81.305.

The local air district with primary
responsibility for developing a plan to
attain the 2012 annual PM, s NAAQS in
this area is the Northern Sierra Air
Quality Management District (NSAQMD
or “District”). The District worked with
the California Air Resources Board
(CARB) in preparing the PM, 5 Plan
Revision. Under state law, authority for
regulating sources under state
jurisdiction in the Portola
nonattainment area is split between the
District, which has responsibility for
regulating stationary and most area
sources, and CARB, which has
responsibility for regulating most
mobile sources.

On February 28, 2017, California
submitted the “Portola Fine Particulate
Matter (PM, s) Attainment Plan”
(“Portola PM, 5 Plan”) to address the
CAA’s Moderate area requirements for
the 2012 annual PM, s NAAQS in the
Portola nonattainment area. On March
25, 2019, the EPA fully approved the
Portola PM s Plan, except for the
contingency measure element.® As part
of the attainment control strategy, the
Portola PM, 5 Plan relies on “Ordinance
No. 344: An Ordinance of the City of
Portola, County of Plumas Amending
Chapter 15.10 of the City of Portola
Municipal Code Providing for
Regulation of Wood Stoves and
Fireplaces” (“City Ordinance No. 344”)
to achieve direct PM, s emission
reductions necessary for attainment by

480 FR 2206 (January 15, 2015).

5From 2000 through early 2013, the Portola PM; 5
monitoring site was located at 161 Nevada Street.
In 2013, the site was relocated to 420 Gulling Street.

684 FR 11208.
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the December 31, 2021 attainment date.
The EPA approved City Ordinance No.
344 into the SIP on March 5, 2018.7 The
attainment control strategy in the
Portola PM> 5 Plan also relies on an
enforceable state commitment to
implement an incentive grant program
called the “Greater Portola Woodstove
Change-out Program 2016” (“Wood
Stove Program”) during the 2016 to
2021 period to fund the replacement of
uncertified wood stoves with newer,
EPA-certified devices and to educate
residents on proper ways to store and
burn wood. The EPA approved the
Wood Stove Program into the SIP on
April 2, 2018.8

On October 28, 2020, CARB submitted
“Ordinance No. 359: An Ordinance of
the City of Portola, County of Plumas
Amending Chapter 15.10 of the City of
Portola Municipal Code Providing for
Regulation of Wood Stoves and
Fireplaces and the Prohibition of the
Open Burning of Yard Waste” (“City
Ordinance No. 359”), together with a
document entitled “Proposed Portola
PM, 5 Plan Contingency Measure SIP
Submittal,” October 16, 2020 (hereafter
“CARB Staff Report”), to the EPA with
a request for approval into the SIP
through the EPA’s parallel processing
procedures in 40 CFR part 51, appendix
V, section 2.3.° We refer to this
submission of City Ordinance No. 359
and the CARB Staff Report together as
the “Proposed PM, s Plan Revision.”
The Proposed PM, s Plan Revision
contains, among other things, a
contingency measure in City Ordinance
No. 359 that revises and supplements
the contingency measure element of the
Portola PM, 5 Plan.10

On December 3, 2020, the EPA
proposed to approve the Proposed PM: 5
Plan Revision, through parallel
processing, and to approve the
contingency measure element of the
Portola PM, 5 Plan, as revised and
supplemented by the Proposed PM, 5
Plan Revision.!? Specifically, the EPA
proposed to find that the contingency
measure element of the Portola PM; 5
Plan, as revised and supplemented by
the Proposed PM; 5 Plan Revision,
would satisfy the requirements for
contingency measures in CAA section
172(c)(9) and 40 CFR 51.1014 for

783 FR 9213.

883 FR 13871.

9 Letter dated October 28, 2020, from Richard
Corey, Executive Officer, CARB, to John Busterud,
Regional Administrator, EPA Region IX, with
enclosures.

10 CARB requested that the EPA entirely replace
City Ordinance No. 344 in the SIP with City
Ordinance No. 359. NSAQMD, Resolution 2020-09
(October 26, 2020).

1185 FR 78050 (December 3, 2020).

purposes of the 2012 PM, s NAAQS in
the Portola nonattainment area. Our
proposed approval was contingent upon
the State’s submission of the final,
adopted PM; s Plan Revision in time for
the EPA to finalize this action by March
1, 2021, our court-ordered deadline for
taking final action on the contingency
measure element of the Portola PM; 5
Plan.12 The EPA also proposed to find
that the requirement for contingency
measures to address a failure to meet a
reasonable further progress (RFP)
requirement for the 2019 RFP milestone
year was moot as applied to the Portola
nonattainment area, because the State
and District had adequately
demonstrated that the emission
reductions needed for RFP had been
achieved and that the Portola
nonattainment area had met its 2019
quantitative milestone. Finally, the EPA
proposed to approve a new prohibition
on the open burning of yard waste and

related provisions in City Ordinance No.

359 that would strengthen the SIP,
excluding paragraph 15.10.060 B. and
sections 15.10.100 and 15.10.110
regarding penalties and violations.13

On November 19, 2020, CARB
adopted the Proposed PM> s Plan
Revision, and on December 29, 2020,
CARB submitted the final PM, s Plan
Revision to the EPA as a revision to the
California SIP.14 The SIP submission
includes evidence that the State
provided adequate public notice and an
opportunity for a public hearing,
consistent with the EPA’s implementing
regulations in 40 CFR 51.102.

I1. Public Comments and EPA
Responses

The EPA’s proposed action provided
a 30-day public comment period that
ended on January 4, 2021. During this
period, the EPA received one
anonymous comment that does not
articulate any issue.®> We do not
respond to this comment because it fails
to identify any issue that is germane to
the EPA’s action.

12 Order, Center for Biological Diversity, et al. v.
Andrew Wheeler, Case No. 3:19-cv—02782-EMC
(N.D. Cal., February 19, 2020).

1385 FR 78050.

14 CARB Resolution 20-26, ‘“Proposed Portola
PM, 5 Plan Contingency Measure State
Implementation Plan Submittal” (November 19,
2020) and letter dated December 28, 2020, from
Richard W. Corey, Executive Officer, CARB, to John
W. Busterud, Regional Administrator, EPA Region
IX, including enclosures (transmitting Proposed
Portola PM; 5 Plan Contingency Measure State
Implementation Plan Submittal).

15 The comment is available in the docket for this
rulemaking at https://www.regulations.gov/
document?D=EPA-R09-OAR-2020-0534-0028.

II1. Final Action

For the reasons discussed in detail in
the proposed rule and summarized
herein, under CAA section 110(k)(3), the
EPA is taking final action to approve the
PM; s Plan Revision and to approve the
contingency measure element of the
Portola PM: s Plan, as revised and
supplemented by the PM: s Plan
Revision, as meeting the contingency
measure requirements of CAA section
172(c)(9) and 40 CFR 51.1014 for the
2012 annual PM, s NAAQS in the
Portola nonattainment area. The EPA is
also determining that the requirement
for RFP contingency measures for the
2019 milestone date is moot as applied
to the Portola nonattainment area,
because the State and District have
adequately demonstrated that the
emission reductions needed for RFP
have been achieved and that the 2019
quantitative milestone has been met in
the Portola nonattainment area.

Finally, the EPA is approving new
provisions in City Ordinance No. 359
concerning open burning of yard wastes
and other debris, including related
definitions and exemptions. These
provisions strengthen the SIP and are
consistent with CAA requirements
regarding enforceability and SIP
revisions. At the State’s and District’s
request, we are not acting on paragraph
15.10.060 B., section 15.10.100, or
section 15.10.110 of City Ordinance No.
359.

IV. Incorporation by Reference

In this rule, the EPA is finalizing
regulatory text that includes
incorporation by reference. In
accordance with requirements of 1 CFR
51.5, the EPA is finalizing the
incorporation by reference of the City of
Portola ordinance described in the
amendments to 40 CFR part 52 set forth
below. The EPA has made, and will
continue to make, these documents
available through www.regulations.gov
and at the EPA Region IX Office (please
contact the person identified in the FOR
FURTHER INFORMATION CONTACT section of
this preamble for more information).

V. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions, the
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves, or conditionally
approves, state plans as meeting federal
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requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

e Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide the EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practical and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved
to apply on any Indian reservation land
or in any other area where the EPA or
an Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications and will not impose
substantial direct costs on tribal
governments or preempt tribal law as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. The EPA will

submit a report containing this action
and other required information to the
U.S. Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. A major rule cannot take effect
until 60 days after it is published in the
Federal Register. This action is not a
“major rule” as defined by 5 U.S.C.
804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by May 3, 2021. Filing a petition
for reconsideration by the Administrator
of this final rule does not affect the
finality of this action for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section

307(b)(2)).
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Ammonia,
Incorporation by reference,
Intergovernmental relations, Nitrogen
dioxide, Particulate matter, Reporting
and recordkeeping requirements, Sulfur
dioxide, Volatile organic compounds.

Authority: 42 U.S.C. 7401 et seq.
Dated: February 23, 2021.

Deborah Jordan,

Acting Regional Administrator, Region IX.
Chapter I, title 40 of the Code of

Federal Regulations is amended as
follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220 is amended by
adding paragraphs (c)(497)(i)(C)(2)(i1),
(c)(500)(ii)(A)(2), and (c)(553) to read as
follows:

§52.220 Identification of plan—in part.

* * * * *

(i) Previously approved on March 5,
2018 at (c)(497)(1)(C)(1)(1) of this section

and now deleted with replacement at
(c)(553)(1)(B)(1)(1), Ordinance No. 344,
Portola Municipal Code, Chapter 15.10,
“Wood Stove and Fireplace Ordinance,”
adopted June 22, 2016.

(2) The “Portola Fine Particulate
Matter (PM, s) Attainment Plan,”
adopted January 23, 2017, subchapter
VI.B (“Contingency Measure”’), as
supplemented and revised October 26,
2020.

* * * * *

(553) The following additional
materials were submitted on December
29, 2020, by the Governor’s designee as
an attachment to a letter dated
December 28, 2020.

(i) Incorporation by reference. (A)
Northern Sierra Air Quality
Management District.

(1) City of Portola.

(i) Ordinance No. 359, Portola
Municipal Code, Chapter 15.10, “Wood
Stove and Fireplace Ordinance and the
Prohibition of the Open Burning of Yard
Waste,” adopted September 9, 2020,
except paragraph 15.10.060 B., section
15.10.100, and section 15.10.110.

(i1) [Reserved]

(B) [Reserved]

(ii) Additional materials. (A)
California Air Resources Board.

(1) Resolution 20-26, ‘“Proposed
Portola PM, s Plan Contingency Measure
State Implementation Plan Submittal,”
adopted November 19, 2020.

(2) [Reserved]

(B) Northern Sierra Air Quality
Management District.

(1) Northern Sierra Air Quality
Management District Resolution 2020—
09, adopted October 26, 2020.

(2) [Reserved]

[FR Doc. 2021-04351 Filed 3-2-21; 8:45 am]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R03-OAR-2020-0196; FRL-10020—
45-Region 3]

Air Plan Approval; West Virginia; 1997
8-Hour Ozone National Ambient Air
Quality Standard Second Maintenance
Plan for the West Virginia Portion of
the Huntington-Ashland, WV-KY Area
Comprising Cabell and Wayne
Counties

AGENCY: Environmental Protection
Agency (EPA).
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ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is approving a state
implementation plan (SIP) revision
submitted by the West Virginia
Department of Environmental Protection
(WVDEP) on behalf of the State of West
Virginia (WV). This revision pertains to
West Virginia’s plan for maintaining the
1997 8-hour ozone national ambient air
quality standard (NAAQS) for the West
Virginia portion of the Huntington-
Ashland, WV-KY area (Huntington
Area), comprising Cabell and Wayne
Counties. The EPA is approving these
revisions to the West Virginia SIP in
accordance with the requirements of the
Clean Air Act (CAA).

DATES: This final rule is effective on
April 2, 2021.

ADDRESSES: EPA has established a
docket for this action under Docket ID
Number EPA-R03-OAR-2020-0196. All
documents in the docket are listed on
the https://www.regulations.gov
website. Although listed in the index,
some information is not publicly
available, e.g., confidential business
information (CBI) 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 through https://
www.regulations.gov, or please contact
the person identified in the FOR FURTHER
INFORMATION CONTACT section for
additional availability information.

FOR FURTHER INFORMATION CONTACT:
Keila M. Pagén-Incle, Planning &
Implementation Branch (3AD30), Air &
Radiation Division, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103. The telephone number is (215)
814-2926. Ms. Pagan-Incle can also be
reached via electronic mail at pagan-
incle.keila@epa.gov.

SUPPLEMENTARY INFORMATION:
I. Background

On June 29, 2020 (85 FR 38825), EPA
published a notice of proposed
rulemaking (NPRM) for the State of
West Virginia. In the NPRM, EPA
proposed approval of West Virginia’s
plan for maintaining the 1997 8-hour
ozone NAAQS through October 16,
2026, in accordance with CAA section
175A. The formal SIP revision was
submitted by WVDEP on December 10,
2019.

II. Summary of SIP Revision and EPA
Analysis

On September 15, 2006 (71 FR 54421,
effective October 16, 2006), EPA
approved a redesignation request (and
maintenance plan) from WVDEP for the
Huntington Area. Per CAA section
175A(b), at the end of the eighth year
after the effective date of the
redesignation, the state must also
submit a second maintenance plan to
ensure ongoing maintenance of the
standard for an additional 10 years, and
in South Coast Air Quality Management
District v. EPA,* the D.C. Circuit held
that this requirement cannot be waived
for areas, like the Huntington Area, that
had been redesignated to attainment for
the 1997 8-hour ozone NAAQS prior to
revocation and that were designated
attainment for the 2008 ozone NAAQS.
CAA section 175A sets forth the criteria
for adequate maintenance plans. In
addition, EPA has published
longstanding guidance that provides
further insight on the content of an
approvable maintenance plan,
explaining that a maintenance plan
should address five elements: (1) An
attainment emissions inventory; (2) a
maintenance demonstration; (3) a
commitment for continued air quality
monitoring; (4) a process for verification
of continued attainment; and (5) a
contingency plan.2 WVDEP’s December
10, 2019 SIP submittal fulfills West
Virginia’s obligation to submit a second
maintenance plan and addresses each of
the five necessary elements.

As discussed in the June 29, 2020
NPRM, consistent with longstanding
EPA’s guidance,? areas that meet certain
criteria may be eligible to submit a
limited maintenance plan (LMP) to
satisfy one of the requirements of CAA
section 175A. Specifically, states may
meet CAA section 175A’s requirements
to “provide for maintenance” by
demonstrating that the area’s design
value 4 are well below the NAAQS and

1882 F.3d 1138 (D.C. Cir. 2018).

2“Procedures for Processing Requests to
Redesignate Areas to Attainment,” Memorandum
from John Calcagni, Director, Air Quality
Management Division, September 4, 1992 (Calcagni
Memo).

3 See “Limited Maintenance Plan Option for
Nonclassifiable Ozone Nonattainment Areas” from
Sally L. Shaver, Office of Air Quality Planning and
Standards (OAQPS), dated November 16, 1994;
“Limited Maintenance Plan Option for
Nonclassifiable CO Nonattainment Areas’ from
Joseph Paisie, OAQPS, dated October 6, 1995; and
“Limited Maintenance Plan Option for Moderate
PM,o Nonattainment Areas” from Lydia Wegman,
OAQPS, dated August 9, 2001.

4The ozone design value for a monitoring site is
the 3-year average of the annual fourth-highest daily
maximum 8-hour average ozone concentrations.
The design value for an ozone nonattainment area

that it has had historical stability
attaining the NAAQS. EPA evaluated
WVDEP’s December 10, 2019 submittal
for consistency with all applicable EPA
guidance and CAA requirements. EPA
found that the submittal met CAA
section 175A and all CAA requirements,
and proposed approval of the LMP for
the Huntington Area, comprising Cabell
and Wayne Counties as a revision to the
West Virginia SIP. The effect of this
action makes certain commitments
related to the maintenance of the 1997
8-hour ozone NAAQS federally
enforceable as part of the West Virginia
SIP.

Other specific requirements of
WVDEP’s December 10, 2019 submittal
and the rationale for EPA’s proposed
action are explained in the NPRM and
will not be restated here.

III. EPA’s Response to Comments
Received

EPA received four sets of relevant
comments on the June 29, 2020 NPRM.
Comments 2 and 3 raised concerns
about EPA’s reliance on the Air Quality
Modeling Technical Support Document
(TSD) and are summarized and
addressed together under Comment 2.
All comments received are in the docket
for this rulemaking action. A summary
of the comments and EPA’s responses
are provided herein.

Comment 1: The commenter contends
that the LMP should not be approved
because it is not based on the ““the best
available science.” The commenter
asserts that the second maintenance
plan does not provide information
regarding the prevention and reduction
of future impacts of “oil and gas
development activity,” and does not
take into consideration impacts of
“installation of oil and gas pipelines in
the area.” Additionally, the commenter
asserts that the LMP “does not have
adequate funding to cover the costs and
does not comply with other provisions
of state policy that make it impossible
for it to meet the EPA standards.”
Further, the commenter claims that the
second maintenance plan failed to
consider ‘“potential emissions from oil
and gas pipelines” including “spills and
releases,” and these emissions need to
be included and mitigated.

Response 1: Commenter contends that
EPA’s proposed approval of West
Virginia’s second maintenance plan is
not based on “‘the best available
science,” but provides no support for its
contention. EPA disagrees with the
commenter that West Virginia’s second
maintenance plan is not based on ‘‘the

is the highest design value of any monitoring site
in the area.
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best available science.” As EPA laid out
in the NPRM, EPA has interpreted the
provision in CAA section 175A that
requires states to “provide for
maintenance” of the NAAQS to be
satisfied when the design values are
consistently below 85% of the relevant
standard, which in this case means at or
below 0.071 parts per million (ppm). At
the time of submission, on December 10,
2019, the Huntington Area’s 2016 to
2018 design value was at 0.064 ppm.
The 2017 to 2019 period design value
fell to 0.062 ppm. As EPA noted in the
NPRM the area has maintained design
values below 0.065 ppm since 2014. The
commenter did not identify what
science might provide a better basis for
demonstrating maintenance with the
ozone NAAQS than what West Virginia
relied upon in the second maintenance
plan, or that EPA should consider in its
evaluation of the plan. The commenter
had provided EPA with no basis to
change its conclusion that the data and
analysis of the data provided by West
Virginia in support of the second
maintenance plan will result in
maintenance of the NAAQS for the
remainder of the second maintenance
period. See, e.g., International Fabricare
Institute v. E.P.A., 972 F.2d 384, 391
(D.C. Cir. 1992). (The Administrative
Procedures Act does not require that
EPA change its decision based on
“comments consisting of little more
than assertions that in the opinions of
the commenters the agency got it
wrong,” when submitted with no
accompanying data.)

The commenter further asserts that:
(1) The plan did not provide
information about prevention and
reduction of future impacts of “oil and
gas development activity;” (2) the plan
did not take into consideration future
installation of oil and gas pipelines in
the area; and (3) the plan failed to
consider “potential emissions from oil
and gas pipeline.” We do not agree with
the commenter that a demonstration of
maintenance under CAA section 175A
is required to “prevent” potential future
emissions activities in the area, or to
consider potential future emissions from
sources that do not yet exist. As noted
above and in the proposal, under the
LMP option, states may demonstrate
that areas will maintain the NAAQS by
showing that design values in the area
in question are stably and significantly
below the level of the NAAQS. In this
case, the Huntington Area’s most recent
design value 5 is below 0.065 ppm and

5The ozone design value for a monitoring site is
the 3-year average of the annual fourth-highest daily
maximum 8-hour average ozone concentrations.
The design value for an ozone nonattainment area

has been since 2014. The design values
for the Huntington Area, that includes
Cabell County in West Virginia and
Boyd County in Kentucky (KY),
consistently have been below 0.071 ppm
since 2013 through 2019, the last year
for which EPA has data.® See Table 1 of
this preamble for the design value data
in ppm for both counties. Based on
these trends, EPA has a high degree of
confidence that the Area will be able to
continue to maintain the NAAQS.

TABLE 1—REPORTED DESIGN VALUE

DATA BETWEEN 2006 AND 2019
FOR CABELL COUNTY, WV AND
BoyD COUNTY, KY 7

Design value (ppm)

Cabell County, | Boyd County,
Year WV Y Y KY Yy
0.076 0.076

0.084 0.077

0.080 0.074

0.073 0.070

0.066 0.070

0.067 0.069

0.072 0.072

0.069 0.069

0.065 0.068

0.062 0.066

0.064 0.066

0.064 0.065

0.064 0.064

0.062 0.062

Moreover, in addition to
demonstrating maintenance via the LMP
option, West Virginia also pointed to
EPA’s Air Quality Modeling TSD which
projects future design values, including
the Huntington Area, in 2023. This
modeling takes into consideration all
on-the-books control measures and any
known future planned projects and
sources. The Air Quality Modeling TSD
projects that the average design value
for the area in 2023 to be 0.058 ppm.
This value is so far below the level of
the 1997 8-hour ozone NAAQS that
even if additional oil and gas sources

is the highest design value of any monitoring site
in the area.

6 Design values for 2020 are not expected to be
available before May 1, 2021. Design values are
calculated for the year after states, locals and/or
tribes certify their data on May 1st of the following
year. Typically, design values are not finalized and
posted until July of the following year. Design
values are published annually by EPA and currently
available through calendar year 2019. For more
information on air quality design values visit:
https://www.epa.gov/air-trends/air-quality-design-
values.

7 See “EPA Air Quality System—Huntington WV
Design Value Report” of WVDEP’s December 10,
2019 submittal, which includes details about the
design values from the Huntington Area in WV
from 2006 until 2019. Air quality data is also
available at: https://www.epa.gov/outdoor-air-
quality-data.

were to be sited in the Huntington Area
(any of which would be subject to
applicable CAA controls such as
Prevention of Significant Deterioration
[PSD]), those emissions increases would
be unlikely to cause the area to violate
the 1997 8-hour ozone NAAQS. Any
emissions increases above the trigger
levels specified in the LMP, whatever
the cause, will result in West Virginia
having to implement contingency
measures as described in the NPRM.
Moreover, as stated in the NPRM, if
there is indeed a violation and the
design value exceeds the NAAQS, the
contingency plan will be “triggered,”
based on the following schedule: (1)
Quality assurance procedures must
confirm the monitored violation within
45 days of occurrence; (2) a draft rule
would be developed by WVDEP for any
regulation chosen; (3) WVDEP will
adopt the selected control measure(s) as
emergency rule(s) which will be
implemented within six months after
adoption and will file the rule(s) as
legislative rule(s) for permanent
authorization by the legislature; and (4)
for each voluntary measure selected,
WVDEP will initiate program
development with local governments
within the area by the start of the
following ozone season. These measures
are part of the CAA section 175A
requirements for an approvable LMP
and West Virginia’s second maintenance
plan meets these requirements.

The commenter also contends that the
LMP does not present ‘“adequate
funding to cover the costs” and fails to
“comply with other provisions of state
policy,” but provides no further details
or explanation. Similar to the comment
regarding the alleged failure of West
Virginia to use “the best available
science,” the commenter has made an
allegation without providing any
support. The commenter provides no
basis for EPA to be able to evaluate
whether or not a funding issue exists.
With respect to an alleged failure to
comply with state policy, no specific
policies that “make it impossible for it
to meet the EPA standards” are cited by
the commenter. Even had the
commenter cited specific policies,
“[Clomments consisting of little more
than assertions that in the opinions of
the commenters the agency got it
wrong,” when submitted with no
accompanying data do not provide
sufficient ground for EPA to change its
evaluation of a plan that on its face
comports with EPA’s governing law and
with the Agency’s consistent and long-
standing policies for LMPs. See
International Fabricare at 391.
Furthermore, CAA section 175A does


https://www.epa.gov/outdoor-air-quality-data
https://www.epa.gov/outdoor-air-quality-data
https://www.epa.gov/air-trends/air-quality-design-values
https://www.epa.gov/air-trends/air-quality-design-values
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not require that maintenance plans
identify or provide funding for any costs
associated with implementation of the
plan. EPA has set forth in the NPRM the
criteria relevant to approvability of the
LMP. EPA has determined that the
December 10, 2019 SIP revision
includes adequate information to
support approval of West Virginia’s
LMP. As set forth in the NPRM, EPA has
determined that the State provided
sufficient assurances in the LMP for
EPA to approve West Virginia’s 1997 8-
hour ozone second maintenance plan
for the Huntington Area. EPA’s
evaluation of the West Virginia’s
December 10, 2019 SIP revision and the
rationale for taking rulemaking action
on this submission was discussed in
detail in the NPRM. This comment gives
EPA no reason to believe that the
criteria it applied in the NPRM are
either incorrect, incomplete or have
been misapplied.

Comment 2: Two commenters assert
that the LMP should not be approved
because of EPA’s reliance on the Air
Quality Modeling TSD that was
developed for EPA’s regional transport
rulemaking.

One of the commenters alleged that
the TSD does not consider newer EPA
policies (i.e., “‘repealing the MATS rule
or removing California’s ability to
regulate cars, or even the repeal of the
Clean Power Plan and replacement with
the ACE rule”).

Both commenters contend that: (1)
The TSD shows maintenance of the area
for three years and not 10 years; (2) the
modeling was performed for transport
purposes across state lines and not to
show maintenance of the NAAQS; (3)
the modeling was performed for the
2008 and 2015 ozone NAAQS and not
the 1997 ozone NAAQS; and (4) the
TSD has been “highly contested” by
environmental groups, “incorrectly uses
assumptions disputed by multiple non-
governmental and governmental
organizations” and “other states
contend EPA’s modeling as flawed.”

Further, one commenter contends that
the TSD does not address a recent court
decision that “threw out” EPA’s
modeling “because it modeled to the
wrong attainment year. . . .” Both
commenters assert that the TSD is not
being used for its intended purpose and
EPA should disapprove the LMP due to
EPA’s reliance on the TSD in the NPRM.

Response 2: EPA does not agree with
the commenters that approval of West
Virginia’s second maintenance plan is
not appropriate. The commenters raise
concerns about West Virginia and EPA’s
citation of the Air Quality Modeling
TSD, but the commenters ignore that
EPA’s primary basis for finding that

West Virginia has provided for
maintenance of the 1997 8-hour ozone
NAAQS in the Huntington Area is the
State’s demonstration that the criteria
for a LMP has been met. See 85 FR
38825, June 29, 2020. Specifically, as
stated in the NPRM, for decades EPA
has interpreted the provision in CAA
section 175A that requires states to
“provide for maintenance” of the
NAAQS to be satisfied where areas
demonstrate that design values are and
have been stable and well below the
NAAQS—e.g., at 85% of the standard,
or in this case at or below 0.071 ppm.
EPA calls such demonstration a
“limited maintenance plan.” The Air
Quality Modeling TSD referenced by
West Virginia merely provides
additional support for the area’s
continued maintenance of the 1997 8-
hour ozone NAAQS.

EPA disagrees that it must disapprove
the LMP because the Air Quality
Modeling TSD does not consider newer
EPA policies like “repealing the MATS
(Mercury and Air Toxics Standards)
rule, or California’s ability to regulate
cars, or even the repeal of the Clean
Power Plan and replacement with the
ACE (Affordable Clean Energy) rule.”
First, MATS was not repealed. All
emission reductions required under
MATS remain. See 85 FR 31286, 31312
(May 22, 2020). Second, the 2023 Air
Quality Modeling TSD cited by West
Virginia in their second maintenance
plan submission does not include
emission reductions associated with the
Clean Power Plan.8 (EPA’s actions with
respect to regulating automobile
emissions in California are not relevant
to this action).

The modeling cited by the
commenters was referenced in West
Virginia’s submission and as part of
EPA’s proposed approval as
supplementary supporting information,
and we do not agree that the
commenters’ concerns about relying on
that modeling are warranted. The
commenters contend that the modeling
only goes out three years (to 2023) and
it needs to go out to 10 years, and
therefore may not be relied upon.

8 See Technical Support Document (TSD),

Additional Updates to Emissions Inventories for the
Version 6.3, 2011 Emissions Modeling Platform for
the Year 2023, available at https://www.epa.gov/
sites/production/files/2017-11/documents/
2011v6.3_2023en_update_emismod_tsd_
oct2017.pdf, at 92 (“The projected EGU emissions
for 2023el included the Final Mercury and Air
Toxics (MATS) rule announced on December 21,
2011, the Cross-State Air Pollution Rule (CSAPR)
issued July 6, 2011, the CSAPR Update Rule issued
October 26, 2016 and the Clean Power Plan (CPP),
while the 2023en emissions [i.e., the emissions
inventory used in the updated 2023 modeling]
include the other rules but do not include the
CPP.”)

However, the Air Quality Modeling TSD
was only relied upon by EPA to provide
additional support to indicate that the
area is expected to continue to attain the
NAAQS during the relevant period. As
noted above, West Virginia primarily
met the requirement to demonstrate
maintenance of the NAAQS by showing
that they met the criteria for an LMP,
rather than by modeling or projecting
emissions inventories out to a future
year. We also do not agree that the State
is required to demonstrate maintenance
for 10 years; CAA section 175A requires
the State to demonstrate maintenance
through the 20th year after the area is
redesignated, which in this case is 2026.
We also disagree with the
commenters’ contention that because
the Air Quality Modeling TSD was
performed to analyze the transport of
pollution across state lines with respect
to other ozone NAAQS, it cannot be
relied upon in this action. We
acknowledge that the Air Quality
Modeling TSD at issue was performed
as part of EPA’s efforts to address
interstate transport pollution under
CAA section 110(a)(2)(D)(i)(I). However,
the purpose of the Air Quality Modeling
TSD is fully in keeping with the
question of whether the Huntington
Area is expected to maintain the
NAAQS. The Air Quality Modeling TSD
projected ozone concentrations at every
air quality monitor in the contiguous
United States in 2023 in order to
identify which monitors might have
problems attaining or maintaining the
2008 and 2015 NAAQS for ozone in
2023. Because the Air Quality Modeling
TSD results simply provide projected
ozone concentration design values,
which are expressed as three-year
averages of the annual fourth high 8-
hour daily maximum ozone
concentrations, the modeling results are
useful for analyzing attainment and
maintenance of any of the ozone
NAAQS that are measured using this
averaging time; in this case, the 1997,
2008 and 2015 ozone NAAQS. The only
difference between the three standards
is stringency. Taking the Huntington
Area’s most recent certified design value
as part of the proposal (i.e., for the years
2016-2018), the area’s design value was
0.064 ppm. What we can discern from
this is that the area is meeting the 1997
ozone NAAQS of 0.080 ppm, the 2008
ozone NAAQS of 0.075 ppm, and the
2015 ozone NAAQS of 0.070 ppm. The
same principle applies to projected
design values from the Air Quality
Modeling TSD. In this case, the
interstate transport modeling indicated
that in 2023, the Huntington Area’s
design value is projected to be 0.058


https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf

Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Rules and Regulations

12269

ppm,® which is again, well below all
three standards. The fact that the Air
Quality Modeling TSD was performed to
indicate whether the area will have
problems attaining or maintaining the
2015 ozone NAAQS (i.e., 0.070 ppm)
does not make the modeling less useful
for determining whether the area will
also meet the less stringent revoked
1997 standard (i.e., 0.080 ppm).

The commenters’ assert that many
groups have criticized EPA’s transport
modeling, alleging that the agency used
improper emissions inventories,
incorrect contribution thresholds, wrong
modeling years, or that EPA has not
accounted for local situations or
reductions that occurred after the
inventories were established. The
commenters’ also allege that EPA
should not rely on its modeling because
it “have now been outlawed by multiple
courts” and ““fails to stand up to the
recent court decisions,” citing the
Wisconsin v. EPA D.C. Circuit
decision.10 EPA disagrees that the
existence of criticisms of the agency’s
Air Quality Modeling TSD render it
unreliable, and we also do not agree that
anything in recent court decisions,
including Wisconsin v. EPA, suggests
that EPA’s Air Quality Modeling TSD is
technically flawed. We acknowledge
that the source apportionment Air
Quality Modeling TSD runs cited by the
commenters have been at issue in
various legal challenges to EPA actions,
including the Wisconsin v. EPA case.
However, in that case, the only flaw in
EPA’s Air Quality Modeling TSD
identified by the D.C. Circuit was the
fact that its analytic year did not align
with the attainment date found in CAA
section 181.11 Contrary to the
commenters’ suggestion, the D.C. Circuit
upheld EPA’s Air Quality Modeling
TSD with respect to the many technical
challenges raised by petitioners in the
Wisconsin case.'2 We therefore think
reliance on the interstate transport Air
Quality Modeling TSD as supplemental
support for showing that the Huntington
Area will maintain the 1997 8-hour
ozone NAAQS through the end of its
20th year maintenance period is
appropriate.

9The June 29, 2020 NPRM for this action recited
0.060 ppm as the Projected 2023 design value in
Table 2—Huntington Area 8-hour Ozone Design
Value in Parts Per Million. Through this final action
we clarify that the correct Projected 2023 design
value that was included in the State’s submission,
is 0.058 ppm. The inclusion of the slightly higher
but incorrect figure in the NPRM is a harmless error
that does not alter EPA’s proposal to approve this
LMP.

10 Wisconsin, 938 F.3d 303 (D.C. Cir. 2019).

11 Wisconsin, 938 F.3d at 313.

12Wisconsin, 938 F.3d at 323-331.

Comment 3: The commenter asserts
that EPA should disapprove this
maintenance plan because EPA should
not allow states to rely on emission
programs such as the Cross-State Air
Pollution rule (CSAPR) to demonstrate
maintenance for the 1997 ozone
NAAQS. The commenter alleges that
“the CSAP and CSAP Update and CSAP
Close-out rules were vacated entirely”
by multiple courts and ““are now illegal
programs providing no legally
enforceable emission reductions to any
states formerly covered by the rules.”
The commenter also asserts that nothing
restricts “big coal and gas power plants
from emitting way beyond there (sic)
restricted amounts.” The commenter
does allow that “If EPA can show that
continued maintenance without these
rules is possible for the next 10 years
then that would be OK but as the plan
stands it relies on these reductions and
must be disapproved.”

Response 3: The commenter has
misapprehended the factual
circumstances regarding these interstate
transport rules. Every rule cited by the
commenter that achieves emission
reductions from electric generating units
(EGUs or power plants)—i.e., the Cross-
State Air Pollution Rule and the CSAPR
Update—remains in place and
continues to ensure emission reductions
of nitrogen oxides (NOx) and sulfur
dioxide (SO,). CSAPR began
implementation in 2015 (after it was
largely upheld by the Supreme Court)
and the CSAPR Update began
implementation in 2017. The latter rule
was remanded to EPA to address the
analytic year issues discussed in the
prior comment and response, but the
rule remains fully in effect. The
commenter is correct that the D.C.
Circuit vacated the CSAPR close-out,
but we note that that rule was only a
determination that no further emission
reductions were required to address
interstate transport obligations for the
2008 ozone NAAQS; the rule did not
itself establish any emission reductions.
We therefore disagree that the legal
status of these rules presents any
obstacle to EPA’s approval of West
Virginia’s submission.

IV. Final Action

EPA is approving the 1997 8-hour
ozone NAAQS limited maintenance
plan for the Huntington Area,
comprising Cabell and Wayne Counties
as a revision to the West Virginia SIP.

V. Statutory and Executive Order
Reviews

A. General Requirements

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
CAA and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this action:

¢ Isnot a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

e Is not an Executive Order 13771 (82
FR 9339, February 2, 2017) regulatory
action because it is not a significant
regulatory action under Executive Order
12866;

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
0f 1995 (Pub. L. 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act 0of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
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Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the State, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

B. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as

C. Petitions for Judicial Review

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by May 3, 2021. Filing a petition
for reconsideration by the Administrator
of this final rule does not affect the
finality of this action for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action pertaining to West
Virginia’s limited maintenance plan for
the Huntington Area, comprising Cabell
and Wayne Counties may not be
challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)

List of Subjects in 40 CFR Part 52
Environmental protection, Air

pollution control, Incorporation by

reference, Nitrogen dioxide, Ozone,
Volatile organic compounds.

Dated: February 18, 2021.

Diana Esher,

Acting Regional Administrator, Region III.
For the reasons stated in the

preamble, the EPA amends 40 CFR part
52 as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart XX—West Virginia

m 2.In §52.2520, the table in paragraph
(e) is amended by adding an entry for
“1997 8-Hour Ozone National Ambient
Air Quality Standard Second
Maintenance Plan for the West Virginia
Portion of the Huntington-Ashland, WV-
KY Area Comprising Cabell and Wayne
Counties” at the end of the table to read
as follows:

§52.2520 Identification of plan.

* * * * *

defined by 5 U.S.C. 804(2). (e) * * =
Name of non-regulatory SIP revision Applicable geographic area f’ntiiﬁ 3:?6 EPA approval date eﬁgﬂ:’;ﬁﬁh

1997 8-Hour Ozone National Ambient Air
Quality Standard Second Maintenance
Plan for the West Virginia Portion of
the Huntington-Ashland, WV-KY Area
Comprising Cabell and Wayne Coun-
ties.

Huntington-Ashland WV-
KY, West Virginia Area
Comprising Cabell and
Wayne Counties.

12/10/19 3/3/21, [insert Federal
Register citation].

[FR Doc. 2021-04107 Filed 3—-2-21; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R05-OAR-2020-0388; FRL—10020—
89-Region 5]

Air Plan Approval; Ohio; Base Year
Emission Inventories and Emissions
Statement Rule Certification for the
2015 Ozone Standard

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is approving, under the
Clean Air Act (CAA), a revision to the
State Implementation Plan (SIP)
submitted by the Ohio Environmental
Protection Agency on July 24, 2020. The

CAA establishes emission inventory
requirements for all ozone
nonattainment areas. The revision
addresses the emission inventory
requirements for the Cleveland, Ohio
(OH) ozone nonattainment area and the
Ohio portion of the Cincinnati, Ohio-
Kentucky (Cincinnati) ozone
nonattainment area, as designated under
the 2015 ozone National Ambient Air
Quality Standard (NAAQS or standard).
EPA is also confirming that Ohio’s
stationary annual emissions statement
regulation, which has been previously
approved by EPA under a prior ozone
standard, satisfies the CAA emissions
statement rule requirement for the
Cleveland and Cincinnati
nonattainment areas under the 2015
ozone NAAQS.

DATES: This final rule is effective on
April 2, 2021.

ADDRESSES: EPA has established a
docket for this action under Docket ID
No. EPA-R05-0OAR-2020-0388. All

documents in the docket are listed on
the www.regulations.gov website.
Although listed in the index, some
information is not publicly available,
i.e., Confidential Business Information
(CBI) 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 through
www.regulations.gov or at the
Environmental Protection Agency,
Region 5, Air and Radiation Division, 77
West Jackson Boulevard, Chicago,
Ilinois 60604. This facility is open from
8:30 a.m. to 4:30 p.m., Monday through
Friday, excluding Federal holidays and
facility closures due to COVID-19. We
recommend that you telephone Charles
Hatten, Environmental Engineer, at
(312) 886—6031 before visiting the
Region 5 office.
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FOR FURTHER INFORMATION CONTACT:
Charles Hatten, Environmental
Engineer, Control Strategies Section, Air
Programs Branch (AR-18]),
Environmental Protection Agency,
Region 5, 77 West Jackson Boulevard,
Chicago, Illinois 60604, (312) 886—6031,
hatten.charles@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.

I. What is being addressed in this
document?

This rule approves Ohio’s July 24,
2020 submission to address the ozone-
related emissions inventory
requirements and emissions statement
requirements for the Cleveland and
Cincinnati ozone nonattainment areas
for the 2015 ozone NAAQS. An
explanation of the CAA requirements, a
detailed analysis of the revisions, and
EPA’s reasons for proposing approval
were provided in EPA’s notice of
proposed rulemaking (NPRM), dated
November 5, 2020 (85 FR 70554), and
will not be restated here.

II. What comments did we receive on
the proposed rule?

In the NPRM, EPA provided a 30-day
review and comment period for the
proposed rule. The comment period
ended on December 7, 2020. We
received no comments on the proposed
rule.

III. What action is EPA taking?

EPA is approving Ohio’s July 24, 2020
SIP revision as addressing the ozone-
related emission inventory requirements
for the Cleveland and Cincinnati ozone
nonattainment areas for the 2015 ozone
NAAQS. We are approving the emission
inventories for these areas because they
contain comprehensive, accurate, and
current inventories of actual emissions
of oxides of nitrogen (NOx) and volatile
organic compounds (VOC) for all
relevant sources in accordance with
CAA sections 172(c)(3) and 182(a). We
are also approving Ohio’s certification
that the state has an acceptable and
enforceable stationary annual emission
statement rule in its SIP for NOx and
VOC stationary sources in the Cleveland
and Cincinnati ozone nonattainment
areas for the 2015 ozone NAAQS, in
accordance with the CAA section
182(a)(3)(B).

1V. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the

CAA and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this action:

¢ Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

e Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

o [s certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved
to apply on any Indian reservation land
or in any other area where EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications and will not impose
substantial direct costs on tribal
governments or preempt tribal law as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small

Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by May 3, 2021.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. This action may
not be challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Nitrogen dioxide, Ozone,
Volatile organic compounds.

Dated: February 24, 2021.
Cheryl Newton,
Acting Regional Administrator, Region 5.

For the reasons stated in the
preamble, EPA amends title 40 CFR part
52 as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

m 2.In §52.1870, the table in paragraph
(e) is amended under the sub-heading
Summary of Criteria Pollutant
Attainment Plans by adding two entries
for “Ozone (8-Hour, 2015)” before the
entry “PM, s (2012)” to read as follows:

§52.1870 Identification of plan.

* * * * *

(e)* EE


mailto:hatten.charles@epa.gov

12272 Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Rules and Regulations
EPA-APPROVED OHIO NONREGULATORY AND QUASI-REGULATORY PROVISIONS
Applicable
. geographical or
Title hon-attainment State date EPA approval Comments
area
Summary of Criteria Pollutant Attainment Plans
Ozone (8-Hour, 2015) ............. Cincinnati .......... 7/24/2020 3/3/2021, [INSERT Federal EPA is approving only the 2014 base year
Register CITATION]. emissions inventory and emissions state-
ment elements.

Ozone (8-Hour, 2015) ............. Cleveland ......... 7/24/2020 3/3/2021, [INSERT Federal EPA is approving only the 2014 base year

Register CITATION].

emissions inventory and emissions state-
ment elements.

* *

* * * * *
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RIN 2040-AF93

Announcement of Final Regulatory
Determinations for Contaminants on
the Fourth Drinking Water
Contaminant Candidate List

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Regulatory determinations.

SUMMARY: The U.S. Environmental
Protection Agency (EPA or Agency) is
announcing final regulatory
determinations for eight of the 109
contaminants listed on the Fourth
Contaminant Candidate List.
Specifically, the Agency is making final
determinations to regulate
perfluorooctanesulfonic acid (PFOS)
and perfluorooctanoic acid (PFOA) and
to not regulate 1,1-dichloroethane,
acetochlor, methyl bromide
(bromomethane), metolachlor,
nitrobenzene, and RDX. The Safe
Drinking Water Act (SDWA), as
amended in 1996, requires EPA to make
regulatory determinations every five
years on at least five unregulated
contaminants. A regulatory
determination is a decision about
whether or not to begin the process to
propose and promulgate a national
primary drinking water regulation for an
unregulated contaminant.

DATES: For purposes of judicial review,
the determinations not to regulate in

this document are issued as of March 3,
2021.

FOR FURTHER INFORMATION CONTACT:
Richard Weisman, Standards and Risk
Management Division, Office of Ground
Water and Drinking Water, Office of
Water (Mail Code 4607M),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460; telephone number: (202) 564—
2822; email address: weisman.richard@
epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

These final regulatory determinations
will not impose any requirements on
anyone. Instead, this action notifies
interested parties of EPA’s final
regulatory determinations for eight
unregulated contaminants and provides
a summary of the major comments
received on the March 10, 2020,
preliminary determinations (USEPA,
2020a).

B. How can I get copies of this document
and other related information?

Docket: EPA has established a docket
for this action under Docket ID No.
EPA-HQ-OW-2019-0583. Publicly
available docket materials are available
either electronically at http://
www.regulations.gov or in hard copy at
the Water Docket, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave. NW,
Washington, DC. The telephone number
for the Public Reading Room is (202)
566—1744, and the telephone number for
the Water Docket is (202) 566—2426.

Electronic Access: You may access
this Federal Register document
electronically from the Government
Printing Office under the “Federal
Register” listings at http://
www.gpo.gov/fdsys/browse/
collection.action?collectionCode=FR.
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II. Purpose and Background
A. What is the purpose of this action?

The purpose of this action is to
present a summary of EPA’s final
regulatory determinations for eight
contaminants listed on the Fourth
Contaminant Candidate List (CCL 4)
(USEPA, 2016a). The eight
contaminants are:
Perfluorooctanesulfonic acid (PFOS),
perfluorooctanoic acid (PFOA), 1,1-
dichloroethane, acetochlor, methyl
bromide (bromomethane), metolachlor,
nitrobenzene, and Royal Demolition
eXplosive (RDX). The Agency is making
final determinations to regulate two
contaminants (PFOS and PFOA) and to
not regulate the remaining six
contaminants (1,1-dichloroethane,
acetochlor, methyl bromide
(bromomethane), metolachlor,
nitrobenzene, and RDX). The Agency is
not making any determination at this
time on any other CCL contaminants,
including strontium, 1,4-dioxane, and
1,2,3-trichloropropane. This action
summarizes the statutory requirements
for targeting drinking water
contaminants for regulatory
determination, provides an overview of
the contaminants that the Agency
considered for regulation, and describes
the approach used to make the final
regulatory determinations. In addition,
this action summarizes the public
comments received on the Agency’s
preliminary determinations

announcement and the Agency’s
responses to those comments.

B. What are the statutory requirements
for the Contaminant Candidate List
(CCL) and regulatory determinations?

Section 1412(b)(1)(B)(i) of SDWA
requires EPA to publish the CCL every
five years after public notice and an
opportunity to comment. The CCL is a
list of contaminants which are not
subject to any proposed or promulgated
National Primary Drinking Water
Regulations (NPDWRs) but are known or
anticipated to occur in public water
systems (PWSs) and may require
regulation under SDWA. SDWA section
1412(b)(1)(B)(ii) directs EPA to
determine, after public notice and an
opportunity to comment, whether to
regulate at least five contaminants from
the CCL every five years.

Under Section 1412(b)(1)(A) of
SDWA, EPA makes a determination to
regulate a contaminant in drinking
water if the Administrator determines
that:

(a) The contaminant may have an
adverse effect on the health of persons;

(b) The contaminant is known to
occur or there is a substantial likelihood
that the contaminant will occur in
public water systems with a frequency
and at levels of public health concern;
and

(c) In the sole judgment of the
Administrator, regulation of such
contaminant presents a meaningful
opportunity for health risk reduction for
persons served by public water systems.

If after considering public comment
on a preliminary determination, the
Agency makes a determination to
regulate a contaminant, EPA will
initiate the process to propose and
promulgate an NPDWR. In that case, the
statutory time frame provides for
Agency proposal of a regulation within
24 months and action on a final
regulation within 18 months of
proposal. When proposing and
promulgating drinking water
regulations, the Agency must conduct a
number of analyses.

C. What contaminants did EPA consider
for regulation?

On March 10, 2020, EPA published
preliminary regulatory determinations
for eight contaminants on the fourth
Contaminant Candidate List (CCL 4) (85
FR 14098) (USEPA, 2020a). The eight
contaminants are PFOS, PFOA, 1,1-
dichloroethane, acetochlor, methyl
bromide, metolachlor, nitrobenzene,
and RDX. The Agency is making final
regulatory determinations to regulate
two contaminants (i.e., PFOS and
PFOA) and to not regulate six

contaminants (i.e., 1,1-dichloroethane,
acetochlor, methyl bromide,
metolachlor, nitrobenzene, and RDX).
Information on the eight contaminants
with regulatory determinations can be
found in the Final Regulatory
Determination 4 Support Document
(USEPA, 2021a). More information is
available in the Public Docket at
www.regulations.gov (Docket ID No.
EPA-HQ-OW-2019-0583) and also on
EPA’s Regulatory Determination 4
website at https://www.epa.gov/ccl/
regulatory-determination-4.

IIT. What process did EPA use to make
the regulatory determinations?

A. How EPA Identified and Evaluated
Contaminants for the Fourth Regulatory
Determination

This section summarizes the process
the Agency followed to identify and
evaluate contaminants for the Fourth
Regulatory Determination. For more
detailed information on the process and
the analyses performed, please refer to
the “Protocol for the Regulatory
Determination 4 found in Appendix E
of the Final Regulatory Determination 4
Support Document (USEPA, 2021a) and
the Federal Register publication for the
preliminary regulatory determinations
(USEPA, 2020a).

The CCL 4 identified 109
contaminants that are currently not
subject to any proposed or promulgated
national drinking water regulation, are
known or anticipated to occur in public
water systems, and may require
regulation under SDWA (USEPA,
2016a). Since some of the CCL 4
contaminants do not have adequate
health and/or occurrence data to
evaluate against the three statutory
criteria (see section II.B of this
document), as when EPA evaluated the
previous CCLs, the Agency used a three-
phase process to identify which of the
contaminants are candidates for
regulatory determinations. Priority was
given to identifying contaminants
known to occur or with substantial
likelihood to occur at frequencies and
levels of public health concern.

Because the regulatory determination
process includes consideration of
human health effects, the Agency’s
Policy on Evaluating Health Risks to
Children (USEPA, 1995a) reaffirmed by
Administrator Wheeler in a
memorandum dated October 11, 2018 to
Agency staff (USEPA, 2018a), applies to
this document. The policy requires EPA
to consistently and comprehensively
address children’s unique
vulnerabilities. We have explicitly
considered children’s health in the RD
4 process by reviewing all the available
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children’s exposure and health effects
information.

The three phases of the Fourth
Regulatory Determination process are

(1) the Data Availability Phase, (2) the
Data Evaluation Phase and (3) the
Regulatory Determination Assessment

Phase. The overall process is displayed
in Exhibit 1.

Exhibit 1: The Three Phases of the Regulatory Determination 4 Process

Phase 1: Data Availability

Phase 2: Data Evaluation

Regulatory Determination Assessment

Phase 3:

The purpose of the first phase, the
Data Availability Phase, is to screen out
contaminants that clearly do not have
sufficient data to support a regulatory
determination. The Agency applies
criteria to ensure that any contaminant
that potentially has sufficient data to
characterize the health effects and
known or likely occurrence in drinking
water will proceed to the Data
Evaluation Phase, the second phase of
the regulatory determination process.
From the 109 CCL 4 contaminants, the
Agency identified 25 CCL 4
contaminants to further evaluate in the
second phase. These are known as the
“short list.”

During the second phase, the Agency
evaluates the contaminants on the short
list in greater depth and detail to
identify those that have sufficient data
(or are expected to have sufficient data

within the timeframe allotted for the
second phase) for EPA to assess the
three statutory criteria. As part of the
second phase, the Agency specifically
focuses its efforts on identifying those
contaminants or contaminant groups
that are occurring or have substantial
likelihood to occur at levels and
frequencies of public health concern,
based on the best available peer
reviewed data. If, during the first or
second phase, the Agency finds that
sufficient data are not available or not
likely to be available to evaluate the
three statutory criteria, then the
contaminant is not considered a
candidate for making a regulatory
determination.

If sufficient data are available for a
contaminant to characterize the
potential health effects and known or
likely occurrence in drinking water, the

contaminant is evaluated against the
three statutory criteria in the Regulatory
Determination Assessment Phase,
which is the third phase of the process.
Of the 25 contaminants that were
evaluated under Phase 2, 10 were
designated for evaluation against the
three statutory criteria in Phase 3.

Of the 10 CCL4 contaminants that
were evaluated in Phase 3, the Agency
did not make preliminary regulatory
determinations for two contaminants
(1,4-dioxane and 1,2,3-
trichloropropane); see Section IV of this
document for discussion about these
contaminants. Additionally, in Section
IV of this document, EPA discusses
continuing with its previous 2016
decision to defer a final determination
for strontium (a CCL3 contaminant for
which the Agency made a preliminary
positive determination in the third
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regulatory determination (RD 3)) in
order to further consider additional
studies related to strontium exposure.

Of the eight remaining CCL 4
contaminants (PFOS, PFOA, 1,1-
dichloroethane, acetochlor, methyl
bromide, metolachlor, nitrobenzene,
and RDX) evaluated in Phase 3 against
the three statutory criteria, including an
evaluation of level and frequency of
occurrence in drinking water, the size of
the population exposed to
concentrations of health concern, and
information on sensitive populations
and lifestages? (e.g., pregnant women,
infants and children), the Agency made
preliminary regulatory determinations
to regulate PFOS and PFOA and to not
regulate the remaining six
contaminants. These preliminary
determinations, with their supporting
analyses and documentation, were
published in the Federal Register on
March 10, 2020, for public comment
(USEPA, 2020a). The public comment
period was initially intended to run
through May 11, 2020. In response to
stakeholder requests, on April 30, 2020,
EPA extended the comment period by
30 days to June 10, 2020.

B. Consideration of Public Comments

EPA received comments from
approximately 11,600 organizations and
individuals on the March 10, 2020,
Federal Register document including 12
states (California, Colorado,
Connecticut, Indiana, Massachusetts,
Michigan, Missouri, New Hampshire,
New Mexico, South Carolina, West
Virginia, and Wisconsin). Comments on
specific contaminants, and EPA’s
responses, are briefly summarized in the
sections below. The Agency prepared a
response-to-comments document for
this action (USEPA, 2021b) that is
available in the Public Docket at
www.regulations.gov under Docket ID
No. EPA-HQ-OW-2019-0583. The
response-to-comments document is
organized in a manner similar to this
document and generally contains more
detailed responses to the public
comments received than those found in
this document.

IV. EPA’s Findings on Specific
Contaminants

After considering the public
comments, EPA is making final
regulatory determinations to regulate
PFOS and PFOA and to not regulate 1,1-
dichloroethane, acetochlor, methyl

bromide, metolachlor, nitrobenzene,
and RDX.

This document provides a brief
description of the Agency findings on
these contaminants. Details on the
background, health and occurrence
information, and analyses used to
evaluate and make final determinations
for these contaminants can be found in
the Final Regulatory Determination 4
Support Document (USEPA, 2021a) and
the Federal Register publication for the
preliminary regulatory determination
(USEPA, 2020a).

For each contaminant, the Agency
reviewed the available human and
toxicological data, derived a health
reference level (HRL),2 analyzed data on
occurrence in drinking water, and
estimated the population likely exposed
to concentrations of the contaminant at
levels of health concern in public water
systems. The Agency also considered
whether information was available on
sensitive populations. The Agency used
the findings to evaluate the
contaminants against the three SDWA
statutory criteria. Table 1 gives a
summary of the health and occurrence
information for the eight contaminants
with final determinations under RD 4.

TABLE 1—SUMMARY OF THE HEALTH AND OCCURRENCE INFORMATION AND THE FINAL DETERMINATIONS FOR THE EIGHT
CONTAMINANTS RECEIVING A FINAL DETERMINATION UNDER RD 4

Occurrence findings from primary data sources

RD 4 contaminant

Health reference
level (HRL), ug/L

Primary database

PWSs with at
least 1 detection
>12 HRL

Population served

by PWSs with at

least 1 detection
>2 HRL

PWSs with at
least 1 detection
>HRL

Population served

by PWSs with at

least 1 detection
>HRL

Final
determination

1,1-Dichloroethane
Acetochlor .............

Methyl Bromide
(Bromomethane).

Metolachlor ...........

Nitrobenzene

30 (noncancer) ....
0.4 (cancer)

UCMR 3 AM ........
UCMR 3 AM ........
UCMR 3 AM ........
UCMR 1 AM ........

UCMR 2 SS

UCMR 3 AM ........

UCMR 2 SS
UCMR 1 AM ........

95/4,920 (1.93%)
53/4,920 (1.07%)
0/4,916 (0.00%) ..
0/3,869 (0.00%)—
UCMR 1.

0/1,198 (0.00%)—
UCMR 2.

0/4,916 (0.00%) ...

0/1,198 (0.00%) ...
2/3,861 (0.05%) ...

0/4,139 (0.00%) ...
>15 ug/l v,
3/4,139 (0.07%) ...

10,427,193/241 M
(4.32%).
3,652,995/241 M
(1.51%).
0/241 M (0.00%)
0/226 M
(0.00%)—
UCMR 1.
01157 M
(0.00%)—
UCMR 2.
0/241 M (0.00%)

0/157 M (0.00%)

255,358/226 M
(0.11%).

0/229 M (0.00%)

>15 g/l e

96,033/229 M
(0.04%).

>0.2 UQ/L v

46/4,920 (0.93%)
13/4,920 (0.26%)
0/4,916 (0.00%) ..
0/3,869 (0.00%)—
UCMR 1.

0/1,198 (0.00%)—
UCMR 2.

0/4,916 (0.00%) ..

0/1,198 (0.00%) ..
2/3,861 (0.05%) ...

0/4,139 (0.00%) ..
>30 UG/L v,
3/4,139 (0.07%) ...

3,789,831/241 M
(1.57%).
490,480/241 M
(0.20%).
0/241 M (0.00%)
0/226 M
(0.00%)—
UCMR 1.
0/157 M
(0.00%)—
UCMR 2.
0/241 M (0.00%)

0/157 M (0.00%)

255,358/226 M
(0.11%).

0/229 M (0.00%)

>30 pg/L.

96,033/229 M
(0.04%).

>0.4 ug/L.

Regulate.
Regulate.

Do not regulate.
Do not regulate.

Do not regulate.

Do not regulate.
Do not regulate.

Do not regulate.

1 https://www.epa.gov/children/childhood-
lifestages-relating-childrens-environmental-health.

2 An HRL is a health-based concentration against
which the Agency evaluates occurrence data when

making decisions about preliminary regulatory
determinations. An HRL is not a final determination
on establishing a protective level of a contaminant
in drinking water for a particular population; it is
derived prior to development of a complete health

and exposure assessment and can be considered a
screening value. See Section E.5.1 of the Final
Regulatory Determination 4 Support Document for
information about how HRLs are derived (USEPA,
2021a).
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A. PFOS and PFOA

1. Description

Per- and polyfluoroalkyl substances
(PFAS) are a class of synthetic
chemicals that have been manufactured
and in use since the 1940s (AAAS,
2020; USEPA, 2018b). PFAS are most
commonly used to make products
resistant to water, heat, and stains and
are consequently found in industrial
and consumer products like clothing,
food packaging, cookware, cosmetics,
carpeting, and fire-fighting foam (AAAS,
2020). PFAS manufacturing and
processing facilities, facilities using
PFAS in production of other products,
airports, and military installations have
been associated with PFAS releases into
the air, soil, and water (USEPA 2016b;
USEPA 2016c). People may potentially
be exposed to PFAS through the use of
certain consumer products, through
occupational exposure, and/or through
consuming contaminated food or
contaminated drinking water (Domingo
and Nadal, 2019; Fromme et al. 2009).

Perfluorooctane sulfonate (PFOS) and
perfluorooctanoic acid (PFOA) are part
of a subset of PFAS referred to as
perfluorinated alkyl acids (PFAA) and
are two of the most widely studied and
longest-used PFAS. Due to their
widespread use and persistence in the
environment, most people have been
exposed to PFAS, including PFOA and
PFOS (USEPA 2016b; USEPA 2016c).
PFOA and PFOS have been detected in
up to 98% of serum samples taken in
biomonitoring studies that are
representative of the U.S. general
population (CDC, 2019). Following the
voluntary phase-out of PFOA by eight
major chemical manufacturers and
processors in the United States under
EPA’s 2010/2015 PFOA Stewardship
Program and reduced manufacturing of
PFOS (last reported in 2002 under
Chemical Data Reporting), serum
concentrations have been declining. The
National Health and Nutrition
Examination Survey (NHANES) data
exhibited that 95th-percentile serum
PFOS concentrations have decreased
over 75%, from 75.7 pug/L in the 1999-
2000 cycle to 18.3 ug/L in the 2015—
2016 cycle (CDC, 2019; Jain, 2018;
Calafat et al., 2007; Calafat et al., 2019).
2. Agency Findings

The Agency is making a
determination to regulate PFOA and
PFOS with a NPDWR. EPA has
determined that PFOA and PFOS may
have adverse health effects; that PFOA
and PFOS occur in public water systems
with a frequency and at levels of public
health concern; and that, in the sole
judgment of the Administrator,

regulation of PFOA and PFOS presents
a meaningful opportunity for health risk
reduction for persons served by public
water systems.

(a) Adverse Health Effects

The Agency finds that PFOA and
PFOS may have adverse effects on the
health of persons. In 2016, EPA
published health assessments (Health
Effects Support Documents or HESDs)
for PFOA and PFOS based on the
Agency'’s evaluation of the peer
reviewed science available at that time.
The lifetime Health Advisory (HA) of
0.07 ug/L is used as the HRL for
Regulatory Determination 4 and reflect
concentrations of PFOA and PFOS in
drinking water at which adverse health
effects are not anticipated to occur over
a lifetime. Studies indicate that
exposure to PFOA and/or PFOS above
certain exposure levels may result in
adverse health effects, including
developmental effects to fetuses during
pregnancy or to breast-fed infants (e.g.,
low birth weight, accelerated puberty,
skeletal variations), cancer (e.g.,
testicular, kidney), liver effects (e.g.,
tissue damage), immune effects (e.g.,
antibody production and immunity),
and other effects (e.g., cholesterol
changes). Both PFOA and PFOS are
known to be transmitted to the fetus via
the placenta and to the newborn, infant,
and child via breast milk. Both
compounds were also associated with
tumors in long-term animal studies
(USEPA, 2016d; USEPA, 2016e; NTP,
2020). For specific details on the
potential for adverse health effects and
approaches used to identify and
evaluate information on hazard and
dose-response, please see (USEPA,
2016b; USEPA, 2016c; USEPA, 2016d;
USEPA, 2016e).

(b) Occurrence

EPA has determined that PFOA and
PFOS occur with a frequency and at
levels of public health concern at PWSs
based on the Agency’s evaluation of
available occurrence information. In
accordance with SDWA
1412(b)(1)(B)(ii)(II), EPA has determined
monitoring data from the third
Unregulated Contaminant Monitoring
Rule (UCMR 3) are the best available
occurrence information for PFOA and
PFOS regulatory determinations. UCMR
3 monitoring occurred between 2013
and 2015 and are currently the only
nationally representative finished water
dataset for PFOA and PFOS. Under
UCMR 3, 36,972 samples from 4,920
PWSs were analyzed for PFOA and
PFOS. The minimum reporting level
(MRL) for PFOA was 0.02 ug/L and the
MRL for PFOS was 0.04 pg/L. A total of

1.37% of samples had reported
detections (greater than or equal to the
MRL) of at least one of the two
compounds. To examine the occurrence
of PFOS and PFOA in aggregate, EPA
summed the concentrations detected in
the same sample to calculate a total
PFOS/PFOA concentration. EPA notes
that the reference doses (RfDs) for both
PFOA and PFOS are based on similar
developmental effects and are
numerically identical; when these two
chemicals co-occur at the same time and
location in drinking water sources, EPA
has recommended considering the sum
of the concentrations (USEPA, 2016d;
USEPA, 2016¢) and has done so for this
regulatory determination. The
maximum summed concentration of
PFOA and PFOS was 7.22 ug/L and the
median summed value was 0.05 ug/L.
Summed PFOA and PFOS
concentrations exceeded one-half the
HRL (0.035 pg/L) at a minimum of 2.4%
of PWSs (115 PWSs) and exceeded the
HRL (0.07 pg/L) at a minimum of 1.3%
of PWSs (63 PWSs 3). Since UCMR 3
monitoring occurred, certain sites where
elevated levels of PFOA and PFOS were
detected may have installed treatment
for PFOA and PFOS, may have chosen
to blend water from multiple sources, or
may have otherwise remediated known
sources of contamination. Those 63
PWSs serve a total population of
approximately 5.6 million people and
are located in 25 states, tribes, or U.S.
territories (USEPA, 2019a). Data from
more recent state monitoring (discussed
below) demonstrate occurrence in
multiple geographic locations consistent
with UCMR 3 monitoring and support
the Agency’s final determination that
PFOA and PFOS occur with a frequency
and at levels of public health concern in
finished drinking water across the
United States. The Final Regulatory
Determination 4 Support Document
presents a sample-level summary of the
results for PFOA and PFOS individually
and includes discussion on state
monitoring efforts as well as
uncertainties in occurrence data
(USEPA, 2021a).

Consistent with the Agency’s
commitment in the PFAS Action Plan
(the Agency’s first multi-media, multi-
program, national research,
management, and risk communication
plan to address a challenge like PFAS)
to present information about additional
sampling efforts for PFAS in water
systems, the Agency has supplemented
its Unregulated Contaminant
Monitoring Regulation (UCMR) data

3 Sum of PFOA + PFOS results rounded to 2
decimal places in those cases where a laboratory
reported more digits.
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with data collected by states who have
made their data publicly available at
this time (USEPA, 2019b). A summary
of these occurrence data were presented
in the preliminary Regulatory
Determination 4 Federal Register
document. Subsequent to the
preliminary announcement, based on
comments and information received on
the proposed determination, the Agency
collected additional data from
additional states. The finished water
data available from fifteen states
collected since UCMR 3 monitoring
showed that there were at least 29 PWSs
where the summed concentrations of
PFOA and PFOS exceeded the EPA
HRL. The Agency notes that some of
these data are from targeted sampling
efforts and thus may not be
representative of levels found in all
PWSs within the state or represent
occurrence in other states. The state
data demonstrate occurrence in multiple
geographic locations and support EPA’s
finding that PFOA and PFOS occur with
a frequency and at levels of public
health concern in drinking water
systems across the United States. The
Final Regulatory Determination 4
Support Document presents a detailed
discussion of state PFOA and PFOS
occurrence information (USEPA, 2021a).
EPA acknowledges that there may be
other states with occurrence data
available and that additional states have
or intend to conduct monitoring of
finished drinking water. As such, EPA
will consider any new or additional
state data to inform the development of
the proposed NPDWR for PFOA and
PFOS.

(c) Meaningful Opportunity

Considering the population exposed
to PFOA and PFOS including sensitive
populations and lifestages, the potential
adverse human health impacts of these
contaminants, the environmental
persistence of these substances, the
persistence in the human body and
potential for bioaccumulation of these
substances, the availability of validated
methods to measure and treatment
technologies to remove PFOA and
PFOS, the detections that exceeded the
HRL and %2 the HRL, and significant
public concerns (particularly those
expressed in comments submitted by
state and local government agencies) on
the challenges that these contaminants
pose for communities nationwide, the
Agency has determined that regulation
of PFOA and PFOS presents a
meaningful opportunity for health risk
reduction for persons served by PWSs,
including sensitive populations such as
infants, children, and pregnant and
nursing women.

PFOA and PFOS are both generated as
degradation products of other
perfluorinated compounds (e.g.,
fluorotelomer alcohols), and due to their
strong carbon-fluorine bonds, are
resistant to metabolic and
environmental degradation (USEPA,
2016b; USEPA, 2016c). Due to this
underlying chemical structure, PFOA
and PFOS are extremely persistent in
the environment, including resistance to
chemical, biological, and physical
degradation processes. While most U.S.
manufacturers have voluntarily phased
out production and manufacturing of
both PFOS and PFOA, their
environmental persistence and
formation as degradation products from
other compounds may still contribute to
their release in the environment. Upon
exposure to the human body, there is a
potential for bioaccumulation and
toxicity at environmentally relevant
concentrations as studies show it can
take years to leave the human body
(NIEHS, 2020; USEPA, 2016b; USEPA,
2016c¢).

Adverse effects observed following
exposures to PFOA and PFOS include
effects in humans on serum lipids, birth
weight, and serum antibodies. Some of
the animal studies show common effects
on the liver, neonate development, and
responses to immunological challenges.
Both compounds were also associated
with tumors in long-term animal studies
(USEPA, 2016d; USEPA, 2016e¢). In
determining that regulation of PFOA
and PFOS presents a meaningful
opportunity for health risk reduction for
sensitive populations, EPA noted that
both PFOA and PFOS are associated
with developmental toxicity in animals,
with reduced birth weight in humans,
and have been shown to be transmitted
to the fetus via the placenta and to the
newborn, infant, and child via breast
milk (USEPA, 2016b; USEPA, 2016c).

Drinking water analytical methods are
available to measure PFOA, PFOS, and
other PFAS in drinking water. EPA has
published validated drinking water
laboratory methods for detecting a total
of 29 unique PFAS in drinking water,
including EPA Method 537.1 (18 PFAS)
and EPA Method 533 (25 PFAS).

Available treatment technologies for
removing PFAS from drinking water
have been evaluated and reported in the
literature (e.g., Dickenson and Higgins,
2016). EPA’s Drinking Water
Treatability Database (USEPA, 2020b)
summarizes available technical
literature on the efficacy of treatment
technologies for a range of priority
drinking water contaminants, including
PFOA and PFOS. In summary,
conventional treatment (comprised of
the unit processes coagulation,

flocculation, clarification, and filtration)
is not considered effective for the
removal of PFOA and PFOS. Granular
activated carbon (GAC), anion exchange
resins, reverse osmosis and
nanofiltration are considered effective
for the removal of PFOA and PFOS.

(d) Summary of Public Comments on
PFOA and PFOS and Agency Responses

EPA received many comments on the
Agency’s evaluation of the first statutory
criterion under section 1412(b)(1)(A) of
SDWA. Most commenters agreed with
EPA’s finding that PFOA and PFOS may
have adverse effects on the health of
persons. Most commenters also state
that there is “‘strong evidence” and
“substantial scientific evidence” for
EPA’s finding of adverse health effects
of PFOA and PFOS. One commenter
disagreed with EPA’s evaluation of the
first statutory criterion, arguing that the
body of scientific evidence does not
show adverse effects from PFAS in
humans. EPA also received numerous
comments relating to the Agency’s 2016
Lifetime Health Advisory for PFOA and
PFOS, the corresponding HESD and the
HRL used to support the preliminary
regulatory determination. Numerous
commenters encouraged EPA to update
and “improve its health reference level”
and “revise the PFOA and PFOS hazard
assessments” prior to making a final
regulatory determination.

EPA acknowledges commenters’
suggestions to consider and evaluate
newer studies; however, EPA disagrees
with recommendations to establish new
HRLs prior to a final regulatory
determination. Consistent with SDWA
section 1412(b)(3)(A)(i), EPA is using
the 2016 PFOA and PFOS Lifetime
Health Advisory as the basis in deriving
an HRL which the Agency has
concluded represent the best available
peer reviewed scientific assessment at
this time. Based upon the 2016 EPA
HESDs for PFOA and PFOS, and other
supporting studies cited in the record,
EPA finds that PFOA and PFOS may
have an adverse effect on the health of
persons. Consistent with commenters’
recommendations, EPA has initiated the
first steps of a systematic literature
review of peer-reviewed scientific
literature for PFOA and PFOS published
since 2013 with the goal of identifying
any new studies that may be relevant to
human health assessment. An annotated
bibliography of the identified relevant
studies as well as the protocol used to
identify the relevant publications can be
found in Appendix D of the Final
Regulatory Determination 4 Support
Document (USEPA, 2021a), available in
the docket for this document.
Additional analyses of these new
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studies is needed to confirm relevance,
extract the data to assess the weight of
evidence, and identify critical studies in
order to inform future decision making.

EPA also received comments on the
Agency’s evaluation of the second
statutory criterion under section
1412(b)(1)(A) of SDWA. Many
commenters supported EPA’s
preliminary determination that PFOA
and PFOS meet the second statutory
occurrence criterion under SDWA.
Several commenters stated that while
they are supportive of using UCMR 3
data as the basis of nationwide drinking
water occurrence for PFOA and PFOS,
solely relying on these monitoring data
may be an inaccurate reflection of PFOA
and PFOS exposure. The Agency also
received comments and information on
actions taken by a number of states to
monitor PFOA, PFOS, and other PFAS
in PWSs, particularly in locations that
were not previously required to conduct
UCMR monitoring. Some commenters
suggested that PFOA and PFOS UCMR
3 occurrence information used by EPA
in making the Preliminary
Determination for PFOA and PFOS is
not reflective of the actual occurrence of
PFOS and PFOS within public water
systems. These commenters stated that
UCMR 3 monitoring excludes small
public water systems and was
conducted with high minimum
reporting levels. Three commenters did
not support EPA’s preliminary
determination that PFOA and PFOS
meet the second statutory criterion
under SDWA. These commenters
expressed concern that the data EPA
relied upon are outdated, are skewed,
and overestimate current PFOA and
PFOS occurrence. These commenters
suggest that EPA should revise its
occurrence analysis with more recent
data prior to making a final
determination.

EPA disagrees with those commenters
who assert that UCMR 3 are not the best
available occurrence data. EPA also
disagrees that the UCMR 3 excludes
small water systems and disagrees that
the minimum reporting levels were too
high. The UCMR 3 assured a nationally
representative sample of 800 small
drinking water systems and established
minimum reporting levels based upon
laboratory performance data that are
lower than the HRLs for PFOA and
PFOS. The UCMR 3 data are the best
available information to assess the
frequency and level of occurrence of
PFOA and PFOS in the nation’s public
water systems. After considering the
public comments and additional
occurrence data provided by
commenters, EPA continues to find that
PFOA and PFOS meet the second

statutory criterion for regulatory
determinations under Section
1412(b)(1)(A) of SDWA that “the
contaminant is known to occur or there
is a substantial likelihood that the
contaminant will occur in public water
systems with a frequency and at levels
of public health concern.” Nonetheless,
EPA agrees with commenters who
recommend that the Agency consider
other existing available occurrence data
to inform its final regulatory
determination and PFOA and PFOS
rulemaking. As discussed previously,
the Final Regulatory Determination 4
Support Document presents a detailed
discussion of state PFOA and PFOS
occurrence information that were
analyzed and used to further support
the Agency’s finding that PFOA and
PFOS occur in public water systems
with a frequency and at levels of public
health concern (USEPA, 2021a).

EPA also received many comments on
the Agency’s evaluation of the third
statutory criterion under section
14121412(b)(1)(A) of SDWA. Many
commenters, including multiple state
regulators and organizations
representing states, agree with EPA’s
evaluation that regulation of PFOA and
PFOS presents a meaningful
opportunity for health risk reduction for
persons served by PWSs. These
commenters highlight the extensive
amount of work associated with
developing their own drinking water
standards for several PFAS compounds.
These commenters also noted the need
for a consistent national standard for
use in states where a state-specific
standard has not yet been developed.
Many commenters have also noted that
although some states have developed or
are in the process of developing their
own state-level PFAS drinking water
standards, regulatory standards
currently vary across states. These
commenters expressed concern that
absence of a national drinking water
standard has resulted in risk
communication challenges with the
public and disparities with PFAS
exposure. Some commenters noted there
are populations particularly sensitive or
vulnerable to the health effects of PFAS,
including newborns, infants and
children. One commenter did not
support EPA’s evaluation of the third
statutory criterion, noting that in their
opinion, the toxicity assessment for
PFOA and PFOS and existing
occurrence data do not suggest that
establishing drinking water standards
presents a meaningful opportunity for
health risk reduction.

EPA acknowledges commenter
concerns regarding sensitive and
vulnerable subpopulations and notes

that the Agency has been particularly
mindful that PFOA and PFOS are
known to be transmitted to the fetus via
cord blood and to the newborn, infant
and child via breast milk. EPA agrees
with commenters that there is a need for
protective drinking water regulations
across the United States and that
moving forward with a national-level
regulation for PFOA and PFOS would
provide improved national consistency
in protecting public health and may
reduce regulatory uncertainty for
stakeholders across the country. The
Agency disagrees with the commenter’s
assertion that PFOA and PFOS health
and occurrence information are
insufficient to justify a drinking water
standard, and the Agency finds that
there is a meaningful opportunity for
health risk reduction potential based
upon consideration the population
exposed to PFOA and PFOS including
sensitive populations and lifestages,
such as newborns, infants and children.

3. Considerations for Additional PFAS

As EPA begins the process to
promulgate the NPDWR for PFOA and
PFOS, the Agency recognizes that there
is additional information to consider
regarding a broader range of PFAS,
including new monitoring and
occurrence data, and ongoing work
developing toxicity assessments by EPA,
other federal agencies, state
governments, international
organizations, industry groups, and
other stakeholders. While the Agency is
not making regulatory determinations
for additional PFAS at this time, the
Agency remains committed to filling
information gaps, including those
identified in the PFAS Action Plan, by
completing peer reviewed toxicity
assessments and collecting nationally
representative occurrence data for
additional PFAS to support future
regulatory determinations as part of the
UCMR monitoring program (see
discussion below).

EPA committed in the PFAS Action
Plan to characterize potential health
impacts and develop more drinking
water occurrence data for a broader set
of PFAS (USEPA, 2019b). EPA has
followed through on its commitments
and as a result expects to have peer-
reviewed health assessments and
national occurrence data for more PFAS
becoming available over the next few
years. EPA notes that although SDWA
does not require the Agency to complete
regulatory determinations for the
contaminants from the fifth CCL until
2026, because of the significant progress
related to developing new high-quality
PFAS information, combined with the
Agency’s commitment in the PFAS
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Action Plan to assist states and
communities with PFAS contaminated
drinking water, EPA will continue to
prioritize regulatory determinations of
additional PFAS in drinking water. The
Agency is committing to making
regulatory determinations in advance of
the next SDWA deadline for additional
PFAS for which the Agency has a peer
reviewed health assessment, has
nationally representative occurrence
data in finished drinking water, and has
sufficient information to determine
whether there is a meaningful
opportunity for health risk reduction for
persons served by public water systems.

EPA is currently developing
scientifically rigorous toxicity
assessments for seven PFAS chemicals.
The chemicals currently undergoing
assessment include PFBS, PFBA,
PFHxS, PFHxA, PFNA, PFDA, and
HFPO-DA (GenX chemicals), all of
which are currently scheduled to be
completed by 2023. These assessments
all include public comment periods,
independent scientific external peer
review, and a robust interagency review
process. Furthermore, these toxicity
assessments will provide critical health
information for PFAS with varying
chain lengths and functional groups.
When complete, these assessments will
summarize available scientific
information regarding the anticipated
human dose-response relationship for
these chemicals, which is a key
information need for informing a variety
of Agency decisions.

To inform EPA’s understanding of
PFAS occurrence in drinking water as
discussed in EPA’s PFAS Action Plan
(USEPA, 2019b), the Agency is also
leading efforts to gather additional
monitoring data for 29 PFAS
contaminants in finished drinking
water. EPA recently announced its
proposal for nationwide drinking water
monitoring for PFAS under the next
UCMR monitoring cycle (UCMR 5)
utilizing Methods 537.1 and 533 to
detect more PFAS chemicals and at
lower reporting limits than previously
possible.

EPA is also is generating new PFAS
toxicology data for a much larger set of
less-studied PFAS through new
approach methods (NAMs) ¢ such as
high throughput screening,
computational toxicology tools, and
chemical informatics for chemical
prioritization, screening, and risk
assessment. EPA will continue research

4New approach methods (NAMs) refer to any
technologies, methodologies, approaches, or
combinations thereof that can be used to provide
information on chemical hazard and potential
human exposure that can avoid or significantly
reduce the use of testing on animals.

on methods for using these data to
support risk assessments using NAMs
such as read-across (i.e., an effort to
predict biological activity based on
similarity in chemical structure) and
transcriptomics (i.e., a measure of
changes in gene expression in response
to chemical exposure or other external
stressors), and to make inferences about
the toxicity of PFAS mixtures that
commonly occur in real world
exposures. This research can inform a
more complete understanding of PFAS
toxicity for the large set of PFAS
chemicals without conventional toxicity
data and can allow prioritization of
actions to potentially address groups of
PFAS. For additional information on the
NAMs for PFAS toxicity testing, please
visit: https://www.epa.gov/chemical-
research/pfas-chemical-lists-and-tiered-
testing-methods-descriptions. These
EPA actions, in addition to other
research, may provide useful
information for future EPA evaluations
of additional PFAS.

(a) Summary of Public Comments on
Considerations for Additional PFAS and
Agency Responses

EPA requested comment on potential
regulatory constructs the Agency may
consider for PFAS chemicals including
PFOA and PFOS. EPA specifically
requested input on a regulatory
approach to evaluate PFAS by different
grouping approaches.

EPA received multiple comments on
how the Agency could consider
additional PFAS for potential future
rulemaking. Many commenters support
a class-based approach for regulating
PFAS based on one or more
characteristics such as chain length,
functional group, treatment processes,
health effects, toxicity, common
analytical methods, and/or shared
occurrence with other contaminants
within a group. Additionally, many
commenters also urge EPA to make
additional regulatory determinations for
PFAS that have a proposed or final
drinking water standard in at least one
state; PFAS that have been measured in
water systems through monitoring
programs such as UCMR; and/or PFAS
for which EPA or the Agency for Toxic
Substances and Disease Registry
(ATSDR) has established a toxicity
value. Some commenters suggest that
EPA should make positive regulatory
determinations for PFHxS and PFNA as
well as in combination with PFOA,
PFOS, and other PFAS such as PFBS.
Many commenters recommend EPA
consider various grouping and treatment
technique approaches for PFAS beyond
PFOA and PFOS that may not have
sufficient health and occurrence data.

Some of these commenters recommend
approaches that consider acute and
chronic health effects, long-term
compared to short-term exposures,
exposures during sensitive lifestages,
and type of water systems and
vulnerable populations such as
vulnerable workers. Many commenters
stated that the data may not be robust
enough for each PFAS and therefore
support a class-based approach for
regulating PFAS in drinking water. In
contrast, two commenters did not
support a class-based approach for
regulating PFAS. In summary, these
commenters suggest that regulation
without assessing each chemical’s
individual traits “would be contrary to
the intent of SDWA” and that the
Agency should address outstanding data
and knowledge gaps regarding PFAS of
concern prior to determining a
regulatory grouping approach.

With respect to comments received on
regulatory determinations for additional
PFAS compounds other than PFOA and
PFOS, EPA remains committed to filling
information gaps by completing peer
reviewed health assessments where
appropriate and collecting nationally
representative occurrence data. As
discussed above, in response to public
comments advocating timely regulation
of additional PFAS in drinking water,
where sufficient information is
available, EPA intends to make
regulatory determinations for additional
PFAS prior to the fifth Regulatory
Determination’s statutory deadline
(2026).

The Agency acknowledges many
commenters’ support for a class-based
approach for regulating PFAS and
appreciates commenter
recommendations regarding potential
regulatory constructs. EPA
acknowledges commenters’
recommendations to evaluate whether
PFAS can be regulated as groups, and
the Agency is developing the science
necessary to consider whether such
regulation is necessary and appropriate
for PFAS. Regarding commenters’
assertions that regulation without
assessing each chemical’s individual
traits “would be contrary to the intent
of SDWA,” the Agency notes that the
Safe Drinking Water Act establishes a
robust scientific and public
participation process that guide EPA’s
development of regulations for
unregulated contaminants that may
present a risk to public health.
Regulation by groups is a regulatory
strategy that is already used for certain
regulated contaminants like disinfection
byproducts, polychlorinated biphenyls,
and radionuclides. EPA will continue to
use best available science and available
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statutory authorities to guide Agency
decision making with respect to how the
Agency evaluates and potentially
regulates additional PFAS.

(b) Summary of Public Comments on
Potential PFAS Monitoring Approaches
and Agency Responses

As part of the proposed preliminary
regulatory determination for PFOA and
PFOS, EPA solicited comment on
potential monitoring approaches if the
Agency were to finalize a positive
regulatory determination for these
contaminants. EPA presented two
monitoring approaches in the Agency’s
preliminary Regulatory Determination
for CCL 4 contaminants. Under the
Standardized Monitoring Framework
(SMF) for synthetic organic chemicals,
monitoring schedules are based around
the detection levels of the regulated
contaminants, and state primacy
agencies can also issue waivers for
monitoring. The Agency also presented
an alternative monitoring approach to
allow state primacy agencies to require
monitoring at PWSs where information
indicates potential PFAS contamination,
such as proximity to facilities with
historical or on-going uses of PFAS.

Many commenters supported the
Agency’s goal of reducing potential
monitoring burden for PWSs without
compromising public health protection.
While there were differing views among
commenters regarding which
monitoring approach is best for PFAS,
many urged EPA to keep evaluating
different approaches as the Agency
promulgates the NPDWR for PFOA and
PFOS.

The Agency appreciates commenter
recommendations on monitoring
approaches. As the Agency promulgates
the regulatory standard for PFOA and
PFOS, EPA will continue to work to
establish monitoring requirements in
the rule that minimize burden while
ensuring public health protection.

B. 1,1-Dichloroethane

1. Description

1,1-Dichloroethane is a halogenated
alkane. It is an industrial chemical and
is used as a solvent and a chemical
intermediate. 1,1-Dichloroethane is
expected to have moderate to high
persistence in water (USEPA, 2021a).
2. Agency Findings

The Agency is making a
determination not to regulate 1,1-
dichloroethane with an NPDWR. It does
not occur with a frequency and at levels
of public health concern. As a result, the
Agency finds that an NPDWR does not
present a meaningful opportunity for
health risk reduction.

(a) Adverse Health Effects

The Agency finds that 1,1-
dichloroethane may have adverse effects
on the health of persons. Based on a 13-
week gavage study in rats (Muralidhara
et al., 2001), the kidney was identified
as a sensitive target for 1,1-
dichloroethane, and no-observed-
adverse-effect level (NOAEL) and
lowest-observed-adverse-effect level
(LOAEL) values of 1,000 and 2,000 mg/
kg/day, respectively, were identified
based on increased urinary enzyme
markers for renal damage and central
nervous system (CNS) depression
(USEPA, 2006a).

The only available reproductive or
developmental study with 1,1-
dichloroethane is an inhalation study
where pregnant rats were exposed on
days 6 through 15 of gestation (Schwetz
et al., 1974). No effects on the fetuses
were noted at 3,800 ppm. Delayed
ossification of the sternum without
accompanying malformations was
reported at a concentration of 6,000
ppm.

A cancer assessment for 1,1-
dichloroethane is available on IRIS
(USEPA, 1990a). That assessment
classifies the chemical, according to
EPA’s 1986 Guidelines for Carcinogenic
Risk Assessment (USEPA, 1986), as
Group G, a possible human carcinogen.
This classification is based on no
human data and limited evidence of
carcinogenicity in two animal species
(rats and mice), as shown by increased
incidences of hemangiosarcomas and
mammary gland adenocarcinomas in
female rats and hepatocellular
carcinomas and benign uterine polyps
in mice (NCI, 1978). The data were
considered inadequate to support
quantitative assessment. The close
structural relationship between 1,1-
dichloroethane and 1,2-dichloroethane,
which is classified as a B2 probable
human carcinogen and produces tumors
at many of the same sites where
marginal tumor increases were observed
for 1,1-dichloroethane, supports the
suggestion that the 1,1-isomer could
possibly be carcinogenic to humans.
Mixed results in initiation/promotion
studies and genotoxicity assays are
consistent with this classification. On
the other hand, the animals from the
1,1-dichloroethane National Cancer
Institute (NCI, 1978) study were housed
with animals being exposed to 1,2-
dichloroethane providing opportunities
for possible co-exposure impacting the
1,1-dichloroethane results. The
following groups of individuals may
have an increased risk from exposure to
1,1-dichloroethane (NIOSH, 1978;
ATSDR, 2015):

e Those with chronic respiratory
disease,

e Those with liver diseases that
impact hepatic microsomal cytochrome
P—-450 functions,

e Individuals with impaired renal
function and vulnerable to kidney
stones

¢ Individuals with skin disorders
vulnerable to irritation by solvents like
1,1-dichloroethane,

e Those who consume alcohol or use
pharmaceuticals (e.g., phenobarbital)
that alter the activity of cytochrome P—
450s.

A provisional chronic RfD was
derived from the 13-week gavage study
in rats based on a NOAEL of 1,000 mg/
kg/day administered for five days/week
and adjusted to 714.3 mg/kg/day for
continuous exposure (an increase in
urinary enzymes was the adverse impact
on the kidney). The chronic oral RfD of
0.2 mg/kg/day was derived by dividing
the normalized NOAEL of 714.3 mg/kg/
day in male Sprague-Dawley rats by a
combined UF of 3,000. The combined
UF includes factors of 10 for
interspecies extrapolation, 10 for
extrapolation from a subchronic study,
10 for human variability, and 3 for
database deficiencies (including lack of
reproductive and developmental
toxicity tests by the oral route). This
assessment noted several limitations in
the critical study and database as a
whole. Specifically, that the reporting of
the results in the critical study were
marginally adequate and that the
database lacks information on
reproductive and developmental and
nervous system toxicity.

EPA calculated an HRL for 1,1-
dichloroethane of 1,000 pg/L, based on
EPA oral RfD of 0.2 mg/kg/day, using
2.5 L/day drinking water ingestion, 80
kg body weight and a 20% relative
source contribution (RSC) factor.

(b) Occurrence

EPA has determined that 1,1-
dichloroethane does not occur with a
frequency and at levels of public health
concern at PWSs based on the Agency’s
evaluation of available occurrence
information. The primary occurrence
data for 1,1-dichloroethane are the
2013-2015 nationally representative
drinking water monitoring data
generated through EPA’s UCMR 3. 1,1-
Dichloroethane was not detected in any
of the 36,848 UCMR 3 samples collected
by 4,916 PWSs (serving ~ 241 million
people) at levels greater than V> the HRL
(500 pg/L) or the HRL (1,000 ug/L). 1,1-
Dichloroethane was detected in about
2.3% samples at or above the MRL (0.03
ug/L) (USEPA, 2019a; USEPA, 2021a).
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Other supplementary sources of
finished water occurrence data from
UCM Rounds 1 and 2 indicate that the
occurrence of 1,1-dichloroethane in
PWSs is likely to be low to non-existent
(USEPA, 2021a). 1,1-Dichloroethane
occurrence data for ambient water from
NAWQA and NWIS are consistent with
those for finished water (USEPA,
2021a).

(c) Meaningful Opportunity

The Agency has determined that
regulation of 1,1-dichloroethane does
not present a meaningful opportunity
for health risk reduction for persons
served by PWSs based on the estimated
exposed populations, including
sensitive populations. UCMR 3 findings
indicate that the estimated population
exposed to 1,1-dichloroethane at levels
of public health concern is 0%, based
on lack of detections at levels greater
than /2 the HRL (500 pg/L) or the HRL
(1,000 pg/L). As a result, the Agency
finds that an NPDWR for 1,1-
dichloroethane does not present a
meaningful opportunity for health risk
reduction.

(d) Summary of Public Comments on
1,1-Dichloroethane and Agency
Responses

EPA received several comments on
the Agency’s evaluation of 1,1-
dichloroethane under section
1412(b)(1)(A) of SDWA, all of which
were in support of its preliminary
determination not to regulate 1,1-
dichloroethane. EPA agrees with the
comments that are in support of the
negative regulatory determination.

C. Acetochlor

1. Description

Acetochlor is a chloroacetanilide
pesticide that is used as an herbicide for
pre-emergence control of weeds. It is
registered for use on corn crops (field
corn and popcorn) and has been
approved for use on cotton as a
rotational crop. Synonyms for
acetochlor include 2-chloro-2’-methyl-6-
ethyl-N-ethoxymethylacetanilide
(USEPA, 2021a). Acetochlor is expected
to have low to moderate persistence in
water due to its biodegradation half-life,
as well as susceptibility to photolysis
(USEPA, 2021a).

2. Agency Findings

The Agency is making a
determination not to regulate acetochlor
with an NPDWR. Acetochlor does not
occur with a frequency and at levels of
public health concern. As a result, the
Agency finds that an NPDWR does not
present a meaningful opportunity for
health risk reduction.

(a) Adverse Health Effects

The Agency finds that acetochlor may
have adverse effects on the health of
persons. Subchronic and chronic oral
studies have demonstrated adverse
effects on the liver, thyroid (secondary
to the liver effects), nervous system,
kidney, lung, testes, and erythrocytes in
rats and mice (USEPA, 2006b; USEPA,
2018c). There was evidence of
carcinogenicity in studies conducted
with acetochlor in rats and mice and a
non-mutagenic mode of action was
demonstrated for nasal and thyroid
tumors in rats (USEPA, 2006b). Cancer
effects include nasal tumors and thyroid
tumors in rats, lung tumors and
histiocytic sarcomas in mice, and liver
tumors in both rats and mice (Ahmed
and Seely, 1983; Ahmed et al., 1983;
Amyes, 1989; Hardisty, 1997a; Hardisty,
1997b; Hardisty, 1997c; Naylor and
Ribelin, 1986; Ribelin, 1987; USEPA,
2004b; USEPA, 2006b; and Virgo and
Broadmeadow, 1988). No biologically
sensitive human subpopulations have
been identified for acetochlor.
Developmental and reproductive
toxicity studies do not indicate
increased susceptibility to acetochlor
exposure at early life stages in test
animals (USEPA, 2006b).

The study used to derive the oral RfD
is a 1-year oral chronic feeding study
conducted in beagle dogs. This study
describes a NOAEL of 2 mg/kg/day, and
a LOAEL of 10 mg/kg/day, based on the
critical effects of increased salivation;
increased levels of alanine
aminotransferase (ALT) and ornithine
carbamoyl transferase (OTC); increased
triglyceride levels; decreased blood
glucose levels; and alterations in the
histopathology of the testes, kidneys,
and liver of male beagle dogs (USEPA,
2018c; ICI, Inc., 1988). The UF applied
was 100 (10 for intraspecies variation
and 10 for interspecies extrapolation).
The EPA OPP RfD for acetochlor of 0.02
mg/kg/day, based on the NOAEL of 2
mg/kg/day from the 1-year oral chronic
feeding study in beagle dogs, is
expected to be protective of both
noncancer and cancer effects.

EPA calculated an HRL of 100 pg/L
based on the EPA OPP RfD for non-
cancer effects for acetochlor of 0.02 mg/
kg/day (USEPA, 2018c) using 2.5 L/day
drinking water ingestion, 80 kg body
weight, and a 20% RSC factor.

(b) Occurrence

EPA has determined that acetochlor
does not occur with a frequency and at
levels of public health concern at PWSs
based on the Agency’s evaluation of
available occurrence information. The
primary occurrence data for acetochlor

are from the first Unregulated
Contaminant Monitoring Regulation
(UCMR 1) assessment monitoring (AM)
(2001-2003) and the second
Unregulated Contaminant Monitoring
Regulation (UCMR 2) screening survey
(SS) (2008-2010). Acetochlor was not
detected at levels greater than V2 the
HRL (50 pg/L), the HRL (100 pg/L), or
the MRL (2 pg/L) in any of the 33,778
UCMR 1 assessment monitoring samples
from 3,869 PWSs (USEPA, 2008;
USEPA, 2021a) or in any of the 11,193
UCMR 2 screening survey samples from
1,198 PWSs (USEPA, 2015; USEPA,
2021a).

Findings from the available ambient
water data for acetochlor are consistent
with the results in finished water.
Ambient water data in NAWQA show
that acetochlor was detected in between
13% and 23% of samples from between
3% and 10% of sites. While maximum
values in NAWQA Cycle 2 (2002-2012)
and Cycle 3 (2013-2017) monitoring
exceeded the HRL (215 pg/L in 2004 and
137 ug/L in 2013) (only one sample in
each of those two cycles exceeded the
HRL), 90th percentile levels of
acetochlor remained below 1 pg/L. More
than 10,000 samples were collected in
each cycle. Non-NAWQA NWIS data
(1991-2016), which included limited
finished water data in addition to the
ambient water data, show no detected
concentrations greater than the HRL
(USEPA, 2021a).

(c) Meaningful Opportunity

The Agency has determined that
regulation of acetochlor does not
present a meaningful opportunity for
health risk reduction for persons served
by PWSs based on the estimated
exposed populations, including
sensitive populations. The estimated
population exposed to acetochlor at
levels of public health concern is 0%
based on UCMR 1 finished water data
gathered from 2001 to 2003 and UCMR
2 finished water data gathered from
2008 to 2010. As a result, the Agency
finds that an NPDWR for acetochlor
does not present a meaningful
opportunity for health risk reduction.

(d) Summary of Public Comments on
Acetochlor and Agency Responses

EPA received several comments on
the Agency’s evaluation of acetochlor
under section 1412(b)(1)(A) of SDWA,
all of which were in support of its
preliminary determination not to
regulate acetochlor. EPA agrees with the
comments that are in support of the
negative regulatory determination.
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D. Methyl Bromide
1. Description

Methyl bromide is a halogenated
alkane and occurs as a gas. Methyl
bromide has been used as a fumigant
fungicide applied to soil before
planting, to crops after harvest, to
vehicles and buildings, and for other
specialized purposes. Use of the
chemical in the United States was
phased out in 2005, except for specific
critical use exemptions and quarantine
and pre-shipment exemptions in
accordance with the Montreal Protocol.
Critical use exemptions have included
strawberry cultivation and production
of dry cured pork. Synonyms for methyl
bromide include bromomethane,
monobromomethane, curafume, Meth-
O-Gas, and Brom-O-Sol. Methyl
bromide is expected to have moderate
persistence in water due to its
susceptibility to hydrolysis (USEPA,
2021a).

2. Agency Findings

The Agency is making a
determination not to regulate methyl
bromide with an NPDWR. Methyl
bromide does not occur with a
frequency and at levels of public health
concern. As a result, the Agency finds
that an NPDWR does not present a
meaningful opportunity for health risk
reduction.

(a) Adverse Health Effects

The Agency finds that methyl
bromide may have adverse effects on the
health of persons. The limited number
of studies investigating the oral toxicity
of methyl bromide indicate that the
route of administration influences the
toxic effects observed (USEPA, 2006c).
The forestomach of rats (forestomachs
are not present in humans) appears to be
the most sensitive target of methyl
bromide when it is administered orally
by gavage (ATSDR, 1992). Acute and
subchronic oral gavage studies in rats
identified stomach lesions (Kaneda et
al., 1998), hyperemia (excess blood)
(Danse et al., 1984), and ulceration
(Boorman et al., 1986; Danse et al.,
1984) of the forestomach. However,
forestomach effects were not observed
in rats and stomach effects were not
observed in dogs that were chronically
exposed to methyl bromide in the diet,
potentially because methyl bromide
degrades to other bromide compounds
in the food (Mertens, 1997). Decreases
in food consumption, body weight, and
body weight gain were noted in the
chronic rat study when methyl bromide
was administered in capsules (Mertens,
1997).

In a subchronic (13-week) rat study
(Danse et al., 1984), a NOAEL of 1.4 mg/
kg/day (a time weighted average, 5~
days, of the 2 mg/kg/day dose group)
was selected in the EPA IRIS assessment
based on severe hyperplasia of the
stratified squamous epithelium in the
forestomach, in the next highest dose
group of 7.1 mg/kg/day (USEPA, 1989).
In ATSDR’s Toxicological Profile
(ATSDR, 1992), a lower dose of 0.4 mg/
kg/day is selected as the NOAEL
because “mild focal hyperemia” was
observed at the 1.4 mg/kg/day dose
level. It is worth noting that authors of
this study reported neoplastic changes
in the forestomach. However, EPA and
others (USEPA, 1985; Schatzow, 1984)
re-evaluated the histological results,
concluding that the lesions were
hyperplasia and inflammation, not
neoplasms. ATSDR notes that
histological diagnosis of epithelial
carcinomas in the presence of marked
hyperplasia is difficult (Wester and
Kroes 1988; ATSDR 1992). Additionally,
the hyperplasia of the forestomach
observed after 13 weeks of exposure to
bromomethane regressed when
exposure ended (Boorman et al. 1986;
ATSDR 1992).

EPA selected an OPP Human Health
Risk Assessment from 2006 as the basis
for developing the HRL for methyl
bromide (USEPA, 2006c). As described
in the OPP document, the study was of
chronic duration (two years) with four
groups of male rats and four groups of
female rats treated orally via
encapsulated methyl bromide. In the
OPP assessment (USEPA, 2006c),
Mertens (1997) was identified as the
critical study and decreased body
weight, decreased rate of body weight
gain, and decreased food consumption
were the critical effects in rats orally
exposed to methyl bromide (USEPA,
2006¢). The NOAEL was 2.2 mg/kg/day
and the LOAEL was 11.1 mg/kg/day.
The RfD derived in the 2006 OPP
Human Health Assessment is 0.022 mg/
kg/day, based on the point of departure
(POD) of 2.2 mg/kg/day (the NOAEL)
and a combined uncertainty factor (UF)
of 100 for interspecies variability (10)
and intraspecies variability (10). No
benchmark dose modeling was
performed.

Neurological effects reported after
inhalation exposures have not been
reported after oral exposures, indicating
that route of exposure may influence the
most sensitive adverse health endpoint
(USEPA, 1988).

Limited data are available regarding
the developmental or reproductive
toxicity of methyl bromide, especially
via the oral route of exposure. ATSDR
(1992) found no information on

developmental effects in humans with
methyl bromide exposure. An oral
developmental toxicity study of methyl
bromide in rats (doses of 3, 10, or 30
mg/kg/day) and rabbits (doses of 1, 3, or
10 mg/kg/day) found that there were no
treatment-related adverse effects in
fetuses of the treated groups of either
species (Kaneda et al., 1998). ATSDR’s
1992 Toxicological Profile also did not
identify any LOAELs for rats or rabbits
in this study. In rats exposed to 30 mg/
kg/day, there was an increase in fetuses
having 25 presacral vertebrae; however,
ATSDR notes that there were no
significant differences in the number of
litters with this variation and the effect
was not exposure-related (ATSDR,
1992). No significant alterations in
resorptions or fetal deaths, number of
live fetuses, sex ratio, or fetal body
weights were observed in rats and no
alterations in the occurrence of external,
visceral, or skeletal malformations or
variations were observed in the rabbits.
Some inhalation studies reported no
effects on development or reproduction,
but other inhalation studies show
adverse developmental effects. For
example, Hardin et al. (1981) and Sikov
et al. (1980) conducted studies in rats
and rabbits and found no developmental
effects, even when maternal toxicity was
severe (ATSDR, 1992). However,
another inhalation study of rabbits
found increased incidence of
gallbladder agenesis, fused vertebrae,
and decreased fetal body weights in
offspring (Breslin et al., 1990).
Decreased pup weights were noted in a
multigeneration study in rats exposed to
30 ppm (Enloe et al., 1986).
Reproductive effects were noted in
intermediate-duration inhalation studies
in rats and mice (Eustis et al., 1988;
Kato et al., 1986), which indicated that
the testes may undergo degeneration
and atrophy at high exposure levels.

In the OPP HHRA for methyl bromide
(USEPA, 2006c), methyl bromide is
classified as “not likely to be
carcinogenic to humans”. In 2007, EPA
published a PPRTV report which stated
that there is “inadequate information to
assess the carcinogenic potential” of
methyl bromide in humans (USEPA,
2007a). The PPRTV assessment agrees
with earlier National Toxicology
Program (NTP) conclusions that the
available data indicate that methyl
bromide can cause genotoxic and/or
mutagenic changes. The PPRTV
assessment states that the results in
studies by Vogel and Nivard (1994) and
Gansewendt et al. (1991) clearly
indicate methyl bromide is distributed
throughout the body and is capable of
methylating DNA in vivo. However, the
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PPRTYV assessment also summarizes the
results of several studies in mice and
rats that have not demonstrated
evidence of methyl bromide-induced
carcinogenic changes (USEPA, 2007a;
NTP, 1992; Reuzel et al. 1987; ATSDR,
1992). In 2012, an epidemiology study
was published that concluded there was
a significant monotonic exposure-
dependent increase in stomach cancer
risk among 7,814 applicators of methyl
bromide (Barry et al., 2012). In OPP’s
Draft HHRA for Methyl Bromide, OPP
reviews all the epidemiological studies
for methyl bromide, including the Barry
et al. (2012) Agricultural Health Study.
OPP concludes that “based on the
review of these studies, there is
insufficient evidence to suggest a clear
associative or causal relationship
between exposure to methyl bromide
and carcinogenic or non-carcinogenic
health outcomes.”

According to ATSDR (1992) and the
EPA OPP assessment (USEPA, 2006c¢),
no studies suggest that a specific
subpopulation may be more susceptible
to methyl bromide, though there is little
information about susceptible lifestages
or subpopulations when exposed via the
oral route. Because the critical effects of
decreased body weight, decreased rate
of body weight gain, and decreased food
consumption in this study are not
specific to a sensitive subpopulation or
life stage, the target population of the
general adult population was selected in
deriving the HRL for regulatory
determination. EPA’s OPP assessment
conducted additional exposure
assessments for lifestages that may
increase exposure to methyl bromide
and concluded that no lifestages have
expected exposure greater than 10% of
the chronic population-adjusted dose
(cPAD), including children.

EPA calculated an HRL of 100 ug/L
(rounded from 140.8 ug/L) based on an
EPA OPP assessment cPAD of 0.022 mg/
kg/day and using 2.5 L/day drinking
water ingestion, 80 kg body weight, and
a 20% RSC factor (USEPA, 2006d;
USEPA, 2011, Table 8-1 and 3-33).

(b) Occurrence

EPA has determined that methyl
bromide does not occur with a
frequency and at levels of public health
concern at PWSs based on the Agency’s
evaluation of available occurrence
information. The primary data
occurrence data for methyl bromide are
the 2013-2015 nationally representative
drinking water monitoring data
generated through EPA’s UCMR 3.
Methyl bromide was not detected in any
of the 36,848 UCMR 3 samples collected
by 4,916 PWSs (serving ~ 241 million
people) at levels greater than V2 the HRL

(50 pg/L) or the HRL (100 pg/L). Methyl
bromide was detected in about 0.3%
samples at or above the MRL (0.2 pg/L)
(USEPA, 2019a; USEPA, 2021a).

Findings from the available ambient
water data for methyl bromide are
consistent with the results in finished
water. Ambient water data in NAWQA
show that methyl bromide was detected
in fewer than 1% of samples from fewer
than 2% of sites. No detections were
greater than the HRL in any of the three
cycles. The median concentration
among detections were 0.5 ug/L and 0.8
ug/L in Cycle 1 and Cycle 3,
respectively. There were no detections
in Cycle 2. The results of the NWIS
analysis show that methyl bromide was
detected in approximately 0.1% of
samples at approximately 0.1% of sites.
The median concentration among
detections was 0.6 pg/L.

(c) Meaningful Opportunity

The Agency has determined that
regulation of methyl bromide does not
present a meaningful opportunity for
health risk reduction for persons served
by PWSs based on the estimated
exposed populations, including
sensitive populations. UCMR 3 findings
indicate that the estimated population
exposed to methyl bromide at levels of
public health concern is 0%. As a result,
the Agency finds that an NPDWR for
methyl bromide does not present a
meaningful opportunity for health risk
reduction.

(d) Summary of Public Comments on
Methyl Bromide and Agency Responses

EPA received several comments on
the Agency’s evaluation of methyl
bromide under section 1412(b)(1)(A) of
SDWA, including several comments in
support of its preliminary determination
not to regulate methyl bromide. Three
anonymous members of the public
opposed the negative determination of
methyl bromide because of their
perceptions about its production and
use. Specifically, commenters appear to
be seeking to prohibit the production
and use of methyl bromide.

EPA agrees with the comments that
are in support of the negative regulatory
determination. Regarding comments
that oppose the negative determination
because of methyl bromide’s production
and use; the production, importation,
use, and disposal of specific chemicals
are not regulated by SDWA and
therefore are not relevant to this
determination. As discussed above,
methyl bromide was not found above %
the HRL in drinking water in any UCMR
3 samples. Furthermore, commenters
did not provide any data or other
information that suggested that their

concerns had impacts on the occurrence
of methyl bromide in drinking water or
discuss any other methyl bromide issues
that specifically related to drinking-
water. Hence, commenters concerns are
not addressable by this decision not to
regulate methyl bromide under SDWA.

E. Metolachlor
1. Description

Metolachlor is a chloroacetanilide
pesticide that is used as an herbicide for
weed control. Initially registered in
1976 for use on turf, metolachlor has
more recently been used on corn,
cotton, peanuts, pod crops, potatoes,
safflower, sorghum, soybeans, stone
fruits, tree nuts, non-bearing citrus, non-
bearing grapes, cabbage, certain
peppers, buffalograss, guymon
bermudagrass for seed production,
nurseries, hedgerows/fencerows, and
landscape plantings. Synonyms for
metolachlor include dual and bicep
(USEPA, 2021a). Metolachlor is
expected to have moderate to high
persistence in water due to its
biodegradation half-life (USEPA, 2021a).

2. Agency Findings

The Agency is making a
determination not to regulate
metolachlor with an NPDWR.
Metolachlor does not occur with a
frequency and at levels of public health
concern. As a result, the Agency finds
that an NPDWR does not present a
meaningful opportunity for health risk
reduction.

(a) Adverse Health Effects

The Agency finds that metolachlor
may have adverse effects on the health
of persons. The existing toxicological
database includes studies evaluating
both metolachlor and S-metolachlor.
When combined with the toxicology
database for metolachlor, the toxicology
database for S-metolachlor is considered
complete for risk assessment purposes
(USEPA, 2018d). In subchronic
(metolachlor and S-metolachlor)
(USEPA, 1995b; USEPA, 2018d) and
chronic (metolachlor) (Hazelette, 1989;
Tisdel, 1983; Page, 1981; USEPA,
2018d) toxicity studies in dogs and rats,
decreased body weight was the most
commonly observed effect. Chronic
exposure to metolachlor in rats also
resulted in increased liver weight and
microscopic liver lesions in both sexes
(USEPA, 2018d). No systemic toxicity
was observed in rabbits when
metolachlor was administered dermally,
though dermal irritation was observed at
lower doses (USEPA, 2018d). Portal of
entry effects (e.g., hyperplasia of the
squamous epithelium and mucous cell)
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occurred in the nasal cavity at lower
doses in a 28-day inhalation study in
rats (USEPA, 2018d). Systemic toxicity
effects were not observed in this study.
Immunotoxicity effects were not
observed in mice exposed to S-
metolachlor (USEPA, 2018d).

While some prenatal developmental
studies in the rat and rabbit with both
metolachlor and S-metolachlor revealed
no evidence of a qualitative or
quantitative susceptibility in fetal
animals, decreased pup body weight
was observed in a two-generation study
(Page, 1981, USEPA, 2018d). Though
there was no evidence of maternal
toxicity, decreased pup body weight in
the F1 and F2 litters was observed,
indicating developmental toxicity (Page,
1981; USEPA, 1990b). Therefore,
sensitive lifestages to consider include
infants, as well as pregnant women and
their fetus, and lactating women.

Although treatment with metolachlor
did not result in an increase in
treatment-related tumors in male rats or
in mice (both sexes), metolachlor caused
an increase in liver tumors in female
rats (USEPA, 2018d). There was no
evidence of mutagenic or cytogenetic
effects in vivo or in vitro (USEPA,
2018d). In 1994 (USEPA, 1995b), EPA
classified metolachlor as a Group C
possible human carcinogen, in
accordance with the 1986 Guidelines for
Carcinogen Risk Assessment (USEPA,
1986). In 2017 (USEPA, 2018d), EPA re-
assessed the cancer classification for
metolachlor in accordance with EPA’s
final Guidelines for Carcinogen Risk
Assessment (USEPA, 2005), and
reclassified metolachlor/S-metolachlor
as “Not Likely to be Carcinogenic to
Humans” at doses that do not induce
cellular proliferation in the liver. This
classification was based on convincing
evidence of a constitutive androstane
receptor (CAR)-mediated mitogenic
MOA for liver tumors in female rats that
supports a nonlinear approach when
deriving a guideline that is protective
for the tumor endpoint (USEPA, 2018d).

A recent OPP HHRA identified a two-
generation reproduction study in rats as
the critical study (USEPA, 2018d). OPP
proposed an RfD for metolachlor of 0.26
mg/kg/day, derived from a NOAEL of 26
mg/kg/day for decreased pup body
weight in the F1 and F2 litters. A
combined UF of 100 was used based on
interspecies extrapolation (10),
intraspecies variation (10), and an FQPA
Safety Factor of 1. This RfD is
considered protective of carcinogenic
effects as well as effects observed in
chronic toxicity studies (USEPA,
2018d). The decreased F1 and F2 litter
pup body weights in the absence of
maternal toxicity were considered

indicative of increased susceptibility to
the pups. Therefore, a rate of 0.15 L/kg/
day was selected from the Exposure
Factors Handbook (USEPA, 2011) to
represent the consumers-only estimate
of DWI based on the combined direct
and indirect community water ingestion
at the 90th percentile for bottle fed
infants. This estimate is more protective
than the estimate for pregnant women
(0.033 L/kg/day) or lactating women
(0.054 L/kg/day). DWI and BW
parameters are further outlined in the
Exposure Factors Handbook (USEPA,
2011).

EPA OW calculated an HRL for
metolachlor of 300 pg/L (rounded from
0.347 mg/L). The HRL was derived from
the oral RfD of 0.26 mg/kg/day for bottle
fed infants ingesting 0.15 L/kg/day
water, with the application of a 20%
RSC.

(b) Occurrence

EPA has determined that metolachlor
does not occur with a frequency and at
levels of public health concern at PWSs
based on the Agency’s evaluation of
available occurrence information. The
primary occurrence data for metolachlor
are from the UCMR 2 screening survey.
A total of 11,192 metolachlor samples
were collected from 1,198 systems. Of
these systems, three (0.25%) had
metolachlor detections (1 ug/L) and
none of the detections were greater than
1> the HRL (150 ug/L) or the HRL (300
ug/L) (USEPA, 2015; USEPA, 2021a).

Supplementary sources of finished
water occurrence data from UCM Round
2 indicate that the occurrence of
metolachlor in PWSs is likely to be low
to non-existent (USEPA, 2021a).
Metolachlor occurrence data for ambient
water from NAWQA and NWIS are
consistent with those for finished water
(USEPA, 2021a).

(c) Meaningful Opportunity

The Agency has determined that
regulation of metolachlor does not
present a meaningful opportunity for
health risk reduction for persons served
by PWSs based on the estimated
exposed populations, including
sensitive populations. UCMR 2 findings
indicate that the estimated population
exposed to metolachlor at levels of
public health concern is 0%. As a result,
the Agency finds that an NPDWR for
metolachlor does not present a
meaningful opportunity for health risk
reduction.

(d) Summary of Public Comments on
Metolachlor and Agency Responses
EPA received several comments on

the Agency’s evaluation of metolachlor
under section 1412(b)(1)(A) of SDWA,

all of which were in support of its
preliminary determination not to
regulate metolachlor. EPA agrees with
the comments that are in support of the
negative regulatory determination.

F. Nitrobenzene
1. Description

Nitrobenzene is a synthetic aromatic
nitro compound and occurs as an oily,
flammable liquid. It is commonly used
as a chemical intermediate in the
production of aniline and drugs such as
acetaminophen. Nitrobenzene is also
used in the manufacturing of paints,
shoe polishes, floor polishes, metal
polishes, aniline dyes, and pesticides.
Nitrobenzene is expected to have a
moderate to high likelihood of
partitioning to water and moderate
persistence in water (USEPA, 2021a).

2. Agency Findings

The Agency is making a
determination not to regulate
nitrobenzene with an NPDWR.
Nitrobenzene does not occur with a
frequency and at levels of public health
concern. As a result, the Agency finds
that an NPDWR does not present a
meaningful opportunity for health risk
reduction.

(a) Adverse Health Effects

The Agency finds that nitrobenzene
may have adverse effects on the health
of persons. NTP (1983) conducted a 90-
day oral gavage study of nitrobenzene in
F344 rats and B6C3F1 mice. The rats
were more sensitive to the effects of
nitrobenzene exposure than the mice,
and changes in absolute and relative
organ weights, hematologic parameters,
splenic congestion, and histopathologic
lesions in the spleen, testis, and brain
were reported. Based on statistically
significant changes in absolute and
relative organ weights, splenic
congestion, and increases in reticulocyte
count and methemoglobin (metHb)
concentration, a LOAEL of 9.38 mg/kg/
day was identified for the subchronic
oral effects of nitrobenzene in F344
male rats (USEPA, 2009). This was the
lowest dose studied, so a NOAEL was
not identified. The mice were treated
with higher doses and were generally
more resistant to nitrobenzene toxicity,
the toxic endpoints were similar in both
species.

The testis, epididymis, and
seminiferous tubules of the male
reproductive system are targets of
nitrobenzene toxicity in rodents. In
male rats (F344/N and CD) and mice
(B6C3F1), nitrobenzene exposure via the
oral and inhalation routes results in
histopathologic lesions of the testis and



Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Rules and Regulations

12285

seminiferous tubules, testicular atrophy,
a large decrease in sperm count, and a
reduction of sperm motility and/or
viability, which contribute to a loss of
fertility (NTP, 1983; Bond et al., 1981;
Koida et al., 1995; Matsuura et al., 1995;
Kawashima et al., 1995). These data
suggest that nitrobenzene is a male-
specific reproductive toxicant (USEPA,
2009).

Under the Guidelines for Carcinogen
Risk Assessment (USEPA, 2005),
nitrobenzene is classified as “likely to
be carcinogenic to humans” by any
route of exposure (USEPA, 2009). A
two-year inhalation cancer bioassay in
rats and mice (Cattley et al., 1994; CIIT,
1993) reported an increase in several
tumor types in both species. However,
the lack of available data, including a
physiologically based biokinetic or
model that might predict the impact of
the intestinal metabolism on serum
levels of nitrobenzene and its
metabolites following oral exposures,
precluded EPA’s IRIS program from
deriving an oral CSF (USEPA, 2009).
Additionally, a metabolite of
nitrobenzene, aniline, is classified as a
probable human carcinogen (B2)
(USEPA, 1988).

Nitrobenzene has been shown to be
non-genotoxic in most studies and was
classified as, at most, weakly genotoxic
in the 2009 USEPA IRIS assessment
(ATSDR, 1990; USEPA, 2009).

Of the available animal studies with
oral exposure to nitrobenzene, the 90-
day gavage study conducted by NTP
(1983) is the most relevant study for
deriving an RfD for nitrobenzene. This
study used the longest exposure
duration and multiple dose levels.
Benchmark dose software (BMDS)
(version 1.4.1c; USEPA, 2007b) was
applied to estimate candidate PODs for
deriving an RfD for nitrobenzene. Data
for splenic congestion and increases in
reticulocyte count and metHb
concentration were modeled. The POD
derived from the male rat increased
metHb data with a benchmark response
(BMR) of 1 standard deviation (SD) was
selected as the basis of the RfD (see
USEPA, 2009 for additional detail).
Therefore, the benchmark dose level
(BMDL) used as the POD is a BMDL1SD
of 1.8 mg/kg/day.

In deriving the RfD, EPA’s IRIS
program applied a composite UF of
1,000 to account for interspecies
extrapolation (10), intraspecies variation
(10), subchronic-to-chronic study
extrapolation (3), and database
deficiency (3) (USEPA, 2009). Thus, the
RfD calculated in the 2009 IRIS
assessment is 0.002 mg/kg/day. The
overall confidence in the RfD was
medium because the critical effect is

supported by the overall database and is
thought to be protective of reproductive
and immunological effects observed at
higher doses; however, there are no
chronic or multigenerational
reproductive/developmental oral
studies available for nitrobenzene.
Because the critical effect in this study
(increased metHb in the adult rat) is not
specific to a sensitive subpopulation or
lifestage, the general adult population
was selected in deriving the HRL for
regulatory determination.

EPA calculated an HRL for the
noncancer effects of nitrobenzene of 10
ug/L (rounded from 12.8 ug/L), based on
the RfD of 0.002 mg/kg/day, using 2.5 L/
day drinking water ingestion, 80 kg
body weight, and a 20% RSC factor.

(b) Occurrence

EPA has determined that
nitrobenzene does not occur with a
frequency and at levels of public health
concern at PWSs based on the Agency’s
evaluation of available occurrence
information. The primary occurrence
data for nitrobenzene are nationally
representative finished water
monitoring data generated through
EPA’s UCMR 1 a.m. (2001-2003). UCMR
1 collected 33,576 finished water
samples from 3,861 PWSs (serving ~226
million people) for nitrobenzene and it
was detected in only a small number of
those samples (0.01%) above the HRL
(10 ug/L), which is the same as the MRL
(10 pg/L).

Findings from the available ambient
water data for nitrobenzene are
consistent with the results in finished
water. Ambient water data in NAWQA
show that nitrobenzene was not
detected in any of the samples collected
under any of the three monitoring
cycles, while NWIS data show that
nitrobenzene was detected in
approximately 1% of samples.

(c) Meaningful Opportunity

The Agency has determined that
regulation of nitrobenzene does not
present a meaningful opportunity for
health risk reduction for persons served
by PWSs based on the estimated
exposed populations, including
sensitive populations. UCMR 1 data
indicate that the estimated population
exposed to nitrobenzene above the HRL
is 0.1%. The Agency finds that an
NPDWR for nitrobenzene does not
present a meaningful opportunity for
health risk reduction.

(d) Summary of Public Comments on
Nitrobenzene and Agency Responses

EPA received several comments on
the Agency’s evaluation of nitrobenzene
under section 1412(b)(1)(A) of SDWA,

all of which were in support of its
preliminary determination not to
regulate nitrobenzene. EPA agrees with
the comments that are in support of the
negative regulatory determination.

G. RDX
1. Description

RDX is a nitrated triazine and is an
explosive. The name RDX is an
abbreviation of “Royal Demolition
eXplosive.” The formal chemical name
is hexahydro-1,3,5-trinitro-1,3,5-
triazine. RDX is expected to have a
moderate to high likelihood of
partitioning to water and low to
moderate persistence in water (USEPA,
2021a).

2. Agency Findings

The Agency is making a
determination not to regulate RDX with
an NPDWR. RDX does not occur with a
frequency and at levels of public health
concern. As a result, the Agency finds
that an NPDWR does not present a
meaningful opportunity for health risk
reduction.

(a) Adverse Health Effects

The Agency finds that RDX may have
adverse effects on the health of persons.
Available health effects assessments
include an IRIS toxicological review
(USEPA, 2018e), and older assessments
including an ATSDR toxicological
profile (ATSDR, 2012) and an OW
assessment published in the 1992
Drinking Water Health Advisory:
Munitions (USEPA, 1992). The EPA
IRIS assessment (2018e) presents an RfD
of 0.004 mg/kg/day based on
convulsions as the critical effect
observed in a subchronic study in F-344
rats by Crouse et al. (2006). The POD for
the derivation was a BMDLg s of 1.3
mg/kg/day derived using a
pharmacokinetic model that identified
the human equivalent dose (HED) based
on arterial blood concentrations in the
rats as the dose metric. A 300-fold UF
(3 for extrapolation from animals to
humans, 10 for interindividual
differences in human susceptibility, and
10 for uncertainty in the database) was
applied in determination of the RfD.

Additionally, the EPA IRIS
assessment (USEPA, 2018e) classified
data from the Lish et al. (1984) chronic
study in B6C3F1 as providing suggestive
evidence of carcinogenic potential
following EPA (USEPA, 2005)
guidelines. The slope factor was derived
from the lung and liver tumors’ dose-
response in the Lish et al. (1984) study.
The POD for the slope factor was the
BMDL,, allometrically scaled to a HED
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yielding a slope factor of 0.08 per mg/
kg/day.

In mice fed doses of 0 to 35 mg/kg/
day for 24 months in the Lish et al.
(1984) study, there were dose-
dependent increases in adenomas or
carcinomas of the lungs and liver in
males and females (USEPA, 2018e). The
formulation used contained 3 to 10%
HMZX, another munition ingredient. EPA
assessed the toxicity of HMX (USEPA,
1988). No chronic-duration studies were
available to evaluate the carcinogenicity
of HMX (USEPA, 1988). HMX is
classified as Group D, or not classifiable
as to human carcinogenicity (USEPA,
1992; USEPA, 1988). In the Levine et al.
(1983) RDX dietary exposure study with
Fischer 344 rats, a statistically
significant increase in the incidence of
hepatocellular carcinomas was observed
in males but not in females (USEPA,
2018e). Although evidence of
carcinogenicity included dose-
dependent increases in two
experimental animal species, two sexes,
and two systems (liver and lungs),
evidence supporting carcinogenicity in
addition to the B6C3F1 mouse study
was not robust; this factor contributed to
the suggestive evidence of carcinogenic
potential classification. EPA considered
both the Lish et al. (1984) and Levine et
al. (1983) studies to be suitable for dose-
response analysis because they were
well conducted, using similar study
designs with large numbers of animals
at multiple dose levels (USEPA, 2018e).
EPA (2018e) concluded that insufficient
information was available to evaluate
male reproductive toxicity from
experimental animals exposed to RDX.
In addition, EPA (2018e) concluded that
inadequate information was available to
assess developmental effects from
experimental animals exposed to RDX.
EPA selected the 2018 EPA IRIS
assessment to derive two HRLs for RDX:
The RID-derived HRL (based on Crouse
et al., 2006) and the oral cancer slope
factor-derived HRL (based on Lish et al.,
1984). EPA has generally derived HRLs
for ““possible” or Group C carcinogens
using the RfD approach in past
Regulatory Determinations. However,
for RDX, EPA decided to show both an
RfD-derived and oral-cancer-slope-
factor-derived HRL since the mode of
action for liver tumors is unknown and
the 1 x 10 ¢ cancer risk level provides
a more health protective HRL to
evaluate the occurrence information.

The RfD-derived HRL for RDX was
calculated using the RfD of 0.004 mg/kg/
day based on a subchronic study in F—
344 rats by Crouse et al. (2006) with
convulsions as the critical effect
(USEPA, 2018e). The point of departure
for the RD calculation was a human

equivalent BMDL ¢s of 1.3 mg/kg/day.
The HED was derived using a
pharmacokinetic model based on
arterial blood concentrations in the rats
as the dose metric. A 300-fold
uncertainty factor (3 for extrapolation
from animals to humans, 10 for
interindividual differences in human
susceptibility, and 10 for uncertainty in
the database) was applied in
determination of the RfD. EPA
calculated a RfD-derived HRL of 30 ug/
L (rounded from 25.6 ug/L), for the
noncancer effects of RDX based on the
RID of 0.004 mg/kg/day, using 2.5 L/day
drinking water ingestion, 80 kg body
weight, and a 20% RSC factor.

The oral-cancer-slope-factor-derived
HRL for RDX was also based on values
presented in the 2018 EPA IRIS
assessment. The slope factor is derived
from the dose-response for lung and
liver tumors in the Lish et al. (1984)
study, with elimination of the data for
the high dose group due to high
mortality. The point of departure for the
slope factor of 0.08 (mg/kg/day)-1 was
the BMDL;o which was allometrically
scaled to a HED. EPA calculated an oral
cancer slope factor-derived HRL of 0.4
ug/L for RDX based on the cancer slope
factor of 0.08 (mg/kg/day)-1, using 2.5
L/day drinking water ingestion, 80 kg
body weight, and a 1 in a million cancer
risk level.

EPA’s (USEPA, 2018e) derivation of
an oral slope factor for cancer is in
accordance with the Guidelines for
Carcinogen Risk Assessment (USEPA,
2005) while RDX is classified as having
‘““suggestive evidence of carcinogenic
potential.” Specifically, the guidelines
state “when the evidence includes a
well-conducted study, quantitative
analyses may be useful for some
purposes, for example, providing a
sense of the magnitude and uncertainty
of potential risks, ranking potential
hazards, or setting research priorities”
(USEPA, 2005). The EPA IRIS
assessment concluded that the database
for RDX contains well-conducted
carcinogenicity studies (Lish et al.,
1984; Levine et al., 1983) suitable for
dose response and that the quantitative
analysis may be useful for providing a
sense of the magnitude and uncertainty
of potential carcinogenic risk (USEPA,
2018e). Therefore, EPA felt it was
important to evaluate the occurrence
information against both the RfD-
derived HRL and the oral cancer slope
factor-derived HRL.

(b) Occurrence

EPA has determined that RDX does
not occur with a frequency and at levels
of public health concern at PWSs based
on the Agency’s evaluation of available

occurrence information. The primary
data for RDX are nationally
representative drinking water
monitoring data generated through
EPA’s UCMR 2 AM (2008-2010). UCMR
2 collected 32,150 finished water
samples from 4,139 PWSs (serving ~229
million people) for RDX and it was
detected in only a small number of
those samples (0.01%) at or above the
MRL. The detections occurred in three
large surface water systems; the
maximum detected concentration of
RDX was 1.1 pug/L. The MRL is 1 pg/L,
which is about 2.5 times higher than the
oral cancer slope factor-derived HRL
(0.4 ug/L). The RfD-derived HRL (30 pg/
L) is 30 times higher than the MRL and
75 times higher than the cancer slope
factor-derived HRL.

Findings from the available ambient
water data for RDX in ambient water,
available from NWIS, show that RDX
was detected in approximately 46% of
samples and at approximately 29% of
sites; RDX data are not available from
the NAWQA program.

(c) Meaningful Opportunity

The Agency has determined that
regulation of RDX does not present a
meaningful opportunity for health risk
reduction for persons served by PWSs
based on the estimated exposed
populations, including sensitive
populations. UCMR 2 findings indicate
that the estimated population exposed
to RDX at or above the MRL is 0.04%.
There were no detections greater than
the non-cancer HRL (30 ug/L) or the
one-half the non-cancer HRL (15 pg/L).
Because the MRL of 1 ug/L is higher
than the cancer HRL of 0.4 ug/L, the
population exposed relative to the
cancer HRL and ' the cancer HRL is
not presented here. As a result, the
Agency finds that an NPDWR for RDX
does not present a meaningful
opportunity for health risk reduction.
Based on the small number of samples
measured at or marginally above the
MRL, EPA does not believe that there
would be enough occurrence in the
narrow range between the HRL and the
MRL to change the meaningful
opportunity determination.

(d) Summary of Public Comments on
RDX and Agency Responses

EPA received several comments on
the Agency’s evaluation of RDX under
section 1412(b)(1)(A) of SDWA, all of
which were in support of its
preliminary determination not to
regulate RDX. EPA agrees with the
comments that are in support of the
negative regulatory determination.
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Summary of Public Comments on
Strontium, 1,4-Dioxane, and 1,2,3-
Trichloropropane, and the Agency’s
Responses

H. Strontium

Strontium is an alkaline earth metal.
On October 20, 2014 the Agency
published its preliminary regulatory
determination to regulate strontium and
requested public comment on the
determination and supporting technical
information (USEPA, 2014). Informed
by the public comments received, rather
than making a final determination for
strontium in 2016, EPA delayed the
final determination to consider
additional data, and to decide whether
there is a meaningful opportunity for
health risk reduction by regulating
strontium in drinking water (USEPA,
2016{). Specifically, the publication on
the delayed final determination
mentioned that EPA would evaluate
additional studies on strontium
exposure and health studies related to
strontium exposure. Since 2016, EPA
has worked to identify and evaluate
published studies on health effects
associated with strontium exposure,
sources of exposure to strontium, and
treatment technologies to remove
strontium from drinking water. In its
March 10, 2020 document (USEPA,
2020a), EPA clarified that it is
continuing with its previous 2016
decision (USEPA, 2016f{) to delay a final
determination for strontium in order to
further consider additional studies
related to strontium exposure.

The Agency received several
comments in support of a continued
evaluation of strontium and not making
a final determination for strontium in
this action. One commenter requested
that EPA complete its evaluation of
strontium in a more timely manner. EPA
agrees with the comments that are in
support of the continued evaluation
prior to making a final regulatory
determination for strontium. Regarding
making a regulatory determination for
strontium in this rulemaking, EPA notes
that there continues to be a need for
additional information and analyses
before a regulatory determination can be
made for strontium. While EPA
determined in 2014 that strontium may
have adverse effects on the health of
persons including children, the Agency
continues to consider additional data,
consult existing assessments (such as
Health Canada’s Drinking Water
Guideline from 2018), and evaluate
whether there is a meaningful
opportunity for health risk reduction by
regulating strontium in drinking water.
Additionally, EPA understands that
strontium may co-occur with beneficial

calcium in some drinking water systems
and treatment technologies that remove
strontium may also remove calcium.
The Agency is evaluating the
effectiveness of treatment technologies
under different water conditions,
including calcium concentrations. EPA
intends to make a determination after
these data needs have been resolved as
part of its regulatory determination
process.

1. 1,4-Dioxane

1,4-Dioxane is used as a solvent in
cellulose formulations, resins, oils,
waxes, and other organic substances;
also used in wood pulping, textile
processing, degreasing; in lacquers,
paints, varnishes, and stains; and in
paint and varnish removers.

While the health effects data suggest
that 1,4-dioxane may have an adverse
effect on human health and the
occurrence data indicate that 1,4-
dioxane is occurring in finished
drinking water above the current HRL in
some systems, EPA has not made a
preliminary determination for 1,4-
dioxane, as the Agency has not
determined whether 1,4-dioxane occurs
in public water systems with a
frequency and at levels of public health
concern and whether there is a
meaningful opportunity for public
health risk reduction by establishing an
NPDWR for 1,4-dioxane (USEPA,
2020a). The Final Regulatory
Determination 4 Support Document
(USEPA, 2021a) and the Occurrence
Data from the Third Unregulated
Contaminant Monitoring Rule (UCMR 3)
(USEPA, 2019a) present additional
information and analyses supporting the
Agency'’s evaluation of 1,4-dioxane.

The Agency received several
comments in support of a continued
evaluation and not making a 1,4-
dioxane determination at this time. One
commenter provided information
summarizing their belief that 1,4
dioxane has a non-linear mode of
action. Another commenter requested
that EPA complete its evaluation of 1,4-
dioxane in a more-timely manner. EPA
agrees with the comments that are in
support of the continued evaluation.
Regarding making a regulatory
determination for 1,4-dioxane today,
EPA notes that there is a need for
additional information and analyses
before a regulatory determination can be
made for 1,4-dioxane. Based on UCMR
3 data, EPA derived a national estimate
of less than two baseline cancer cases
per year attributable to 1,4-dioxane in
drinking water (USEPA, 2021a).
However, while the number of baseline
cancer cases is relatively low, other
adverse health effects following

exposure to 1,4-dioxane may also
contribute to potential risk to public
health, and these analyses under SDWA
have not yet been completed. The
Agency recently completed its new
TSCA risk evaluation for 1,4-dioxane by
the Office of Chemical Safety and
Pollution Prevention (OCSPP) (USEPA,
2020c) and intends to consider it and
the Canadian guideline technical
document, once finalized, (Health
Canada, 2018) and other relevant new
science relevant to drinking water
contamination prior to making a
regulatory determination. This
evaluation may provide clarity as to
whether a new HRL is appropriate for
evaluating the occurrence of 1,4-dioxane
and whether there is a meaningful
opportunity for an NPDWR to reduce
public health risk.

J. 1,2,3-Trichloropropane

1,2,3-Trichloropropane is a man-made
chemical used as an industrial solvent,
cleaning and degreasing agent, and
synthesis intermediate.

While the UCMR 3 data indicated
1,2,3-trichloropropane occurrence was
relatively low at concentrations above
the MRL, the MRL (0.03 pg/L) is more
than 75 times the HRL (0.0004 ug/L) for
1,2,3-trichloropropane. This
discrepancy allows for a broad range of
potential contaminant concentrations
that could be in exceedance of the HRL
but below the MRL. EPA did not make
a preliminary determination for 1,2,3-
trichloropropane due to these analytical
method-based limitations. The Agency
noted that it needs additional lower-
level occurrence information prior to
making a preliminary regulatory
determination for 1,2,3-
trichloropropane. The Final Regulatory
Determination 4 Support Document
(USEPA, 2021a) and the Occurrence
Data from the Third Unregulated
Contaminant Monitoring Rule (UCMR 3)
(USEPA, 2019a) present additional
information and analyses supporting the
Agency’s evaluation of 1,2,3-
trichloropropane.

The Agency received several
comments in support of a continued
evaluation and not making a 1,2,3-
trichloropropane determination at this
time. In addition, EPA notes that several
comments requested that EPA find
solutions to the analytical method
limitations and collect additional
monitoring data with an MRL adequate
to support decision-making. EPA agrees
with the comments that are in support
of the continued evaluation. EPA also
agrees that further evaluation of 1,2,3-
tricholoropropane is warranted when
new methods or other tools are available
to do so.
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V. Next Steps

As required by SDWA, EPA will
initiate the process to propose a NPDWR
for PFOA and PFOS within 24 months
of the publication of this document in
the Federal Register. For this
rulemaking effort, in addition to using
the best available science, the Agency
will seek recommendations from the
EPA Science Advisory Board and
consider public comment on the
proposed rule. Therefore, EPA
anticipates further scientific review of
new science and an opportunity for
additional public input prior to the
promulgation of the regulatory standard
for PFOA and PFOS. Additionally, the
Agency will continue to collect and
review additional state and other
occurrence information during the
development of the proposed NPDWR
for PFOA and PFOS. The Agency will
not be taking any further regulatory
action under SDWA for the six negative
determinations at this time.
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Protection Agency was signed on
January 15, 2021, by Andrew Wheeler,
Administrator, pursuant to the statutory
requirements of the Safe Drinking Water
Act, Section 1412(b). That document
with the original signature and date is
maintained by EPA. For administrative
purposes only, and in compliance with
requirements of the Office of the Federal
Register, the undersigned EPA Official
re-signs the document for publication,
as an official document of the
Environmental Protection Agency. This
administrative process in no way alters
the legal effect of this document upon
publication in the Federal Register.

Jane Nishida,

Acting Administrator.

[FR Doc. 2021-04184 Filed 3—2—21; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635

[Docket No. 180117042-8884—-02; RTID
0648—-XA714]

Atlantic Highly Migratory Species;
Atlantic Bluefin Tuna Fisheries

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; closure of the
General category January fishery for
2021.

SUMMARY: NMFS closes the Atlantic
bluefin tuna (BFT) General category
fishery for the January subquota period.
The intent of this closure is to prevent
overharvest of the adjusted January
subquota.

DATES: Effective 11:30 p.m., local time,
February 27, 2021, through May 31,
2021.

FOR FURTHER INFORMATION CONTACT:
Sarah McLaughlin, sarah.mclaughlin@
noaa.gov, 978-281-9260, Nicholas
Velseboer, nicholas.velseboer@
noaa.gov, 978-675-2168, or Larry Redd,
Jr., larry.redd@noaa.gov, 301-427—-8503.
SUPPLEMENTARY INFORMATION:
Regulations implemented under the
authority of the Atlantic Tunas
Convention Act (ATCA; 16 U.S.C. 971 et
seq.) and the Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act; 16 U.S.C. 1801
et seq.) governing the harvest of BFT by
persons and vessels subject to U.S.
jurisdiction are found at 50 CFR part
635. Section 635.27 subdivides the U.S.
BFT quota recommended by the
International Commission for the
Conservation of Atlantic Tunas (ICCAT)
among the various domestic fishing
categories, per the allocations
established in the 2006 Consolidated
Atlantic Highly Migratory Species
Fishery Management Plan (2006
Consolidated HMS FMP) (71 FR 58058,
October 2, 2006) and amendments, and
in accordance with implementing
regulations.

Under §635.28(a)(1), NMFS files a
closure notice with the Office of the
Federal Register for publication when a
BFT quota (or subquota) is reached or is
projected to be reached. Retaining,
possessing, or landing BFT under that
quota category is prohibited on and after
the effective date and time of a closure
notice for that category, for the
remainder of the fishing year, until the

opening of the subsequent quota period
or until such date as specified.

The base quota for the General
category is 555.7 mt. See § 635.27(a).
Each of the General category time
periods (January, June through August,
September, October through November,
and December) is allocated a subquota
or portion of the annual General
category quota. Although it is called the
“January”’ subquota, the regulations
allow the General category fishery under
this quota to continue until the
subquota is reached or March 31,
whichever comes first. The baseline
subquotas for each time period are as
follows: 29.5 mt for January; 277.9 mt
for June through August; 147.3 mt for
September; 72.2 mt for October through
November; and 28.9 mt for December.
Any unused General category quota
rolls forward from one time period to
the next and is available for use in
subsequent time periods within the
fishing year. Effective January 1, 2021,
NMEFS transferred 19.5 mt of the 28.9-
mt General category quota allocated for
the December 2021 period to the
January 2021 period, resulting in an
adjusted subquota of 49 mt for the
January period and a subquota of 9.4 mt
for the December 2021 period (85 FR
83832, December 23, 2020). Effective
February 8, 2021, NMFS transferred an
additional 26 mt from the Reserve
category to the General category, in the
same notice as NMFS made the annual
reallocation of Purse Seine category
quota to the Reserve category, resulting
in an adjusted subquota of 75 mt for the
General category 2021 January subquota
period and 168 mt for the Reserve
category (86 FR 8717, February 9, 2021).

Closure of the January 2021 General
Category Fishery

Based on the best available General
category BFT Landings information (i.e.,
57.7 mt landed as of February 25, 2021),
as well as average catch rates and
anticipated fishing conditions, NMFS
projects that the adjusted General
category January 2021 subquota of 75 mt
will be reached shortly, and that the
General category fishery should be
closed. Therefore, retaining, possessing,
or landing large medium or giant BFT
by persons aboard vessels permitted in
the Atlantic Tunas General category and
the Atlantic HMS Charter/Headboat
category (while fishing commercially)
must cease at 11:30 p.m. local time on
February 27, 2021. The General category
will reopen automatically on June 1,
2021, for the June through August 2021
subquota period. This action applies to
those vessels permitted in the General
category, as well as to those HMS
Charter/Headboat permitted vessels


https://iaspub.epa.gov/tdb/pages/general/home.do
https://iaspub.epa.gov/tdb/pages/general/home.do
mailto:nicholas.velseboer@noaa.gov
mailto:nicholas.velseboer@noaa.gov
mailto:sarah.mclaughlin@noaa.gov
mailto:sarah.mclaughlin@noaa.gov
mailto:larry.redd@noaa.gov
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/final-risk-evaluation-14-dioxane#riskevaluation
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/final-risk-evaluation-14-dioxane#riskevaluation
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/final-risk-evaluation-14-dioxane#riskevaluation
https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/final-risk-evaluation-14-dioxane#riskevaluation
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with a commercial sale endorsement
when fishing commercially for BFT, and
is taken consistent with the regulations
at §635.28(a)(1). The intent of this
closure is to prevent overharvest of the
available January subquota.

Fishermen may catch and release (or
tag and release) BFT of all sizes, subject
to the requirements of the catch-and-
release and tag-and-release programs at
§635.26. All BFT that are released must
be handled in a manner that will
maximize their survival, and without
removing the fish from the water,
consistent with requirements at
§635.21(a)(1). For additional
information on safe handling, see the
“Careful Catch and Release” brochure
available at https://
www.fisheries.noaa.gov/resource/
outreach-and-education/careful-catch-
and-release-brochure/.

Monitoring and Reporting

NMFS will continue to monitor the
BFT fisheries closely. Dealers are
required to submit landings reports
within 24 hours of a dealer receiving
BFT. Late reporting by dealers
compromises NMFS’ ability to timely
implement actions such as quota and
retention limit adjustment, as well as
closures, and may result in enforcement
actions. Additionally, and separate from
the dealer reporting requirement,

General and HMS Charter/Headboat
category vessel owners are required to
report the catch of all BFT retained or
discarded dead within 24 hours of the
landing(s) or end of each trip, by
accessing hmspermits.noaa.gov, using
the HMS Catch Reporting app, or calling
(888) 872—8862 (Monday through Friday
from 8 a.m. until 4:30 p.m.).

Depending on the level of fishing
effort and catch rates of BFT, NMFS
may determine that additional
adjustments are necessary to ensure
available subquotas are not exceeded or
to enhance scientific data collection
from, and fishing opportunities in, all
geographic areas. If needed, subsequent
adjustments will be published in the
Federal Register. In addition, fishermen
may call the Atlantic Tunas Information
Line at (978) 281-9260, or access
hmspermits.noaa.gov, for updates on
quota monitoring and inseason
adjustments.

Classification

NMEFS issues this action pursuant to
section 305(d) of the Magnuson-Stevens
Act. This action is consistent with
regulations at 50 CFR part 635, which
were issued pursuant to section 304(c)
of the Magnuson-Stevens Act and the
Atlantic Tunas Convention Act, and is
exempt from review under Executive
Order 12866.

The Assistant Administrator for
NMFS finds that pursuant to 5 U.S.C.
553(b)(B), there is good cause to waive
prior notice of, and an opportunity for
public comment on, for the following
reasons: The regulations implementing
the 2006 Consolidated HMS FMP and
amendments provide for inseason
retention limit adjustments and fishery
closures to respond to the unpredictable
nature of BFT availability on the fishing
grounds, the migratory nature of this
species, and the regional variations in
the BFT fishery. This fishery is
currently underway and delaying this
action would be contrary to the public
interest as it could result in BFT
landings exceeding the January 2021
subquota, which could result in the
need to reduce quota for the General
category later in the year and thus could
affect later fishing opportunities. For all
of the above reasons, there is good cause
under 5 U.S.C. 553(d) to waive the 30-
day delay in effectiveness.

Authority: 16 U.S.C. 971 et seq. and 1801
et seq.

Dated: February 26, 2021.
Jennifer M. Wallace,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 2021-04400 Filed 2—26—21; 4:15 pm]
BILLING CODE 3510-22-P


https://www.fisheries.noaa.gov/resource/outreach-and-education/careful-catch-and-release-brochure/
https://www.fisheries.noaa.gov/resource/outreach-and-education/careful-catch-and-release-brochure/
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 149

[Docket No. APHIS-2020-0065]

RIN 0579-AE59

Elimination of the Voluntary Trichinae
Certification Program

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to eliminate
the Animal and Plant Health Inspection
Service (APHIS) Voluntary Trichinae
Certification Program and remove the
regulations associated with the program.
This action would also notify the public
that APHIS will no longer maintain any
activity associated with the program,
such as training for qualified accredited
veterinarians, on-farm audits, or any
other administrative process associated
with program maintenance and support.
We are proposing to eliminate the
program because it generates little
producer participation. This action
would allow APHIS to direct APHIS
resources to areas of greater need.

DATES: We will consider all comments
that we receive on or before May 3,
2021.

ADDRESSES: You may submit comments
by either of the following methods:

e Federal eRulemaking Portal: Go to
www.regulations.gov. Enter APHIS—
2020-0065 in the Search field. Select
the Documents tab, then select the
Comment button in the list of
documents.

e Postal Mail/Commercial Delivery:
Send your comment to Docket No.
APHIS-2020-0065, Regulatory Analysis
and Development, PPD, APHIS, Station
3A-03.8, 4700 River Road, Unit 118,
Riverdale, MD 20737-1238.

Supporting documents and any
comments we receive on this docket
may be viewed at regulations.gov or in

our reading room, which is located in
Room 1620 of the USDA South
Building, 14th Street and Independence
Avenue SW, Washington, DC. Normal
reading room hours are 8 a.m. to 4:30
p-m., Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 799-7039
before coming.

FOR FURTHER INFORMATION CONTACT: Dr.
Maria Celia Antognoli, Swine Health
Senior Staff Officer, Aquaculture,
Swine, Equine and Poultry Health
Center, Strategy and Policy, VS, APHIS,
2150 Centre Ave., Bldg. B, Fort Collins,
CO 80526—-8117; (970) 494—7304;
celia.antognoli@usda.gov.
SUPPLEMENTARY INFORMATION:

Background

Trichinella are parasitic nematodes
(roundworms) that are found in many
warm-blooded carnivores and
omnivores, including swine. There are
eight known species of Trichinella
nematodes: Trichinella britovi,
Trichinella murrelli, Trichinella nativa,
Trichinella nelsoni, Trichinella papuae,
Trichinella pseudospiralis, Trichinella
spiralis, and Trichinella zimbabwensis.
Trichinae is a generic term that refers to
all species of Trichinella.

In a final rule * published in the
Federal Register on October 10, 2008
(73 FR 60463-60488; Docket No.
APHIS-2006-0089), we established
regulations for the Voluntary Trichinae
Certification Program by adding 9 CFR
part 149. These regulations provide for
the certification of pork production sites
that follow certain prescribed
management practices that reduce,
eliminate, or avoid the risk of exposure
of swine to Trichinella spp.
Participation in the program is
voluntary. As stated in §149.2, a
producer’s initial enrollment and
continued participation in the Trichinae
Certification Program requires that the
producer adhere to all of the good
production practices set out in the
regulations, as confirmed by periodic
site audits, and comply with other
recordkeeping and program
requirements provided in part 149.

Producer participation in this
voluntary program has decreased since
the program began. Only two producers
re-enrolled in the past 3 years. The lack

1To view the final rule and supporting
documents, go to http://www.regulations.gov/
#!docketDetail;D=APHIS-2006-0089.

of producer interest and involvement
has become problematic for a number of
reasons. Maintaining the program places
demands on limited Animal and Plant
Health Inspection Service (APHIS)
funding and human resources that could
be better directed elsewhere. In
addition, the existence of a program that
producers have little interest in has had
trade implications. Trading partners
have questioned our ability to certify
freedom of trichinae in exported
products, given that the vast majority of
the products are not produced under the
auspices of the Trichinae Certification
Program.

We are therefore proposing to
eliminate the program by removing part
149 from the regulations. Eliminating
this program should benefit the swine
industry by reducing possible confusion
about the trichinae-free status of
exported products. APHIS would also
no longer incur the costs associated
with program administration and
payments to auditors.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been
determined to be not significant for the
purposes of Executive Order 12866 and,
therefore, has not been reviewed by the
Office of Management and Budget.

In accordance with the Regulatory
Flexibility Act, we have analyzed the
potential economic effects of this action
on small entities. The analysis is
summarized below. Copies of the full
analysis are available by contacting the
person listed under FOR FURTHER
INFORMATION CONTACT or on the
Regulations.gov website (see ADDRESSES
above for instructions for accessing
Regulations.gov).

APHIS is proposing to eliminate the
Voluntary Trichinae Certification
Program and remove its associated
regulations from title 9 of the Code of
Federal Regulations.

Producer participation in the
Voluntary Trichinae Certification
program has decreased significantly
since this voluntary program began in
2007. Only two producers with 23 audit
sites re-enrolled in the past 3 years.
Continuation of the voluntary program,
given the lack of producer participation,
is difficult to justify. Furthermore, a
voluntary certification program that
does not attract producer participation
could negatively affect APHIS’ and the
pork industry’s credibility, especially


http://www.regulations.gov/#!docketDetail;D=APHIS-2006-0089
http://www.regulations.gov/#!docketDetail;D=APHIS-2006-0089
mailto:celia.antognoli@usda.gov
http://www.regulations.gov
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during trade negotiations. Minimal
program participation can lead trading
partners to question APHIS’ ability to
certify exported products as trichinae-
free, even though certification is not a
requirement for U.S. pork exportation.

Preserving APHIS’ credibility is
crucial in supporting the U.S. pork
industry and its exports, which have
increased substantially in recent years.
Since 2007, U.S. pork exports have more
than doubled in value (110 percent
increase) and in quantity (109 percent
increase).

The Small Business Administration
(SBA) small business size standard for
hog and pig farming is annual revenue
of not more than $1 million. According
to the 2017 Agricultural Census, 64,871
hog and pig farms sold over 235 million
hogs and pigs with total sales of $26.3
billion in 2017. Average annual sales
per farm was 3,267 head valued at
$404,907, well below the SBA small-
entity standard.

When the census data are divided into
two categories—the largest producers,
with 5,000 or more hogs and pigs sold,
and the remaining farms—the
prevalence of small-scale producers
becomes clear. Farms with fewer than
5,000 hogs and pigs sold accounted for
57,084 farms (88 percent of the total).
However, the number and value of hogs
and pigs sold by these farms, 15,157,702
head valued at $2.4 billion, represent
only 6 percent and 9 percent,
respectively, of total sales. The average
number and value of hogs and pigs sold
per farm in 2017 by these smaller farms
was 266 head valued at $42,078.
Clearly, hog and pig farms are
predominantly small.

Because the Voluntary Trichinae
Certification Program did not progress
beyond the pilot stage, the participating
producers have not borne program costs.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action would not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 2 CFR
chapter IV.)

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) State and local laws and
regulations will not be preempted; (2)

no retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

This proposed rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.) and will reduce those currently
approved by the Office of Management
and Budget under control number 0579—
0323.

List of Subjects in 9 CFR Part 149

Animal diseases, Laboratories, Meat
and meat products, Meat inspection,
Reporting and recordkeeping
requirements, Swine.

Accordingly, for the reasons stated in
the preamble, and under the authority of
7 U.S.C. 8301 et seq., the Animal and
Plant Health Inspection Service is
proposing to amend 9 CFR chapter I by
removing part 149.

Done in Washington, DG, this 18th day of
February, 2021.

Michael Watson,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 2021-03772 Filed 3-2-21; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2021-0126; Project
Identifier MCAI-2020-00266—-R]

RIN 2120-AA64

Airworthiness Directives; Airbus
Helicopters Deutschland GmbH (AHD)
Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
Airbus Helicopters Deutschland GmbH
(AHD) Model MBB-BK 117 D-2
helicopters. This proposed AD was
prompted by a report of a broken
Titanium (Ti) bolt. This proposed AD
would require removing certain Ti-bolts
from service and prohibit installing
these Ti-bolts in a critical area. The FAA
is proposing this AD to address the
unsafe condition on these products.
DATES: The FAA must receive comments
on this proposed AD by April 19, 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—
0001.

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

For service information identified in
this NPRM, contact Airbus Helicopters,
2701 N Forum Drive, Grand Prairie, TX
75052; telephone (972) 641-0000 or
(800) 232-0323; fax (972) 641-3775; or
at https://www.airbus.com/helicopters/
services/technical-support.html. You
may view the referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177. For information
on the availability of this material at the
FAA, call (817) 222-5110.

Examining the AD Docket

You may examine the AD docket at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2021-0126; 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
NPRM, the European Union Aviation
Safety Agency (EASA) AD, any
comments received, and other
information. The street address for
Docket Operations is listed above.

FOR FURTHER INFORMATION CONTACT: Matt
Fuller, AD Program Manager, General
Aviation & Rotorcraft Unit,
Airworthiness Products Section,
Operational Safety Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-5110; email
matthew.fuller@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

The FAA invites you to send any
written relevant data, views, or
arguments about this proposal. Send
your comments to an address listed
under ADDRESSES. Include “Docket No.
FAA-2021-0126; Project Identifier
MCAI-2020-00266-R" at the beginning
of your comments. The most helpful
comments reference a specific portion of
the proposal, explain the reason for any
recommended change, and include


https://www.airbus.com/helicopters/services/technical-support.html
https://www.airbus.com/helicopters/services/technical-support.html
https://www.regulations.gov
https://www.regulations.gov
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supporting data. The FAA will consider
all comments received by the closing
date and may amend this proposal
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 NPRM.

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 NPRM
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 NPRM, 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
NPRM. Submissions containing CBI
should be sent to Matt Fuller, AD
Program Manager, General Aviation &
Rotorcraft Unit, Airworthiness Products
Section, Operational Safety Branch,
FAA, 10101 Hillwood Pkwy., Fort
Worth, TX 76177; telephone (817) 222—
5110; email matthew.fuller@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.

Background

EASA, which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD No. 2019—
0258, dated October 18, 2019, to correct
an unsafe condition for Airbus
Helicopters Deutschland GmbH (AHD),
formerly Eurocopter Deutschland
GmbH, Model MBB-BK117 D-2
helicopters. EASA advises of a report of
a broken Ti-bolt. Subsequent
investigation revealed that an improper
heat treatment process was
accomplished on a batch of Ti-bolts,
which can lead to hydrogen
embrittlement. Hydrogen embrittlement
can make high-strength bolts susceptible
to stress corrosion, pitting, and failure.

EASA states that this condition, if not
detected and corrected, could lead to

failure of an affected Ti-bolt installed in
a critical location, possibly resulting in
reduced control of the helicopter.
Accordingly, the EASA AD requires a
one-time inspection for Ti-bolt part
number (P/N) EN3740-060022F marked
with manufacturer monogram “D” or
with an illegible manufacturer
monogram installed on the aft
connection of the tail rotor ball bearing
control (ball bearing control) and,
depending on findings, contacting AHD
for corrective action. The EASA AD also
prohibits the (re)installation of these Ti-
bolts.

FAA’s Determination

These helicopters have been approved
by EASA and are approved for operation
in the United States. Pursuant to the
FAA'’s bilateral agreement with the
European Union, EASA has notified the
FAA about the unsafe condition
described in its AD. The FAA is
proposing this AD after evaluating all
known relevant information and
determining that an unsafe condition is
likely to exist or develop on other
helicopters of the same type design.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Airbus Helicopters
Alert Service Bulletin (ASB) No. ASB
MBB-BK117 D-2—00A—001, Revision 1,
dated October 16, 2019 (ASB MBB—
BK117 D-2-00A—-001 Rev 1), which
specifies replacing each Ti-bolt P/N
EN3740-060022F that is marked with
manufacturer monogram “D”’ or if the
manufacturer monogram cannot be
identified with an airworthy Ti-bolt in
both locations of the aft connection of
ball bearing control and both HF
antenna bracket locations.

This service information 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.

Proposed AD Requirements

This proposed AD would require
removing any Ti-bolt P/N EN3740—
060022F marked with manufacturer
monogram “D” or with an illegible
manufacturer monogram installed on
the aft connection of the ball bearing
control from service. This proposed AD
would also prohibit installing an
affected Ti-bolt on the aft connection of
the ball bearing control of any
helicopter.

Differences Between This Proposed AD
and the EASA AD

The EASA AD applies to Model
MBB-BK117 D-2 helicopters and
requires inspecting for Ti-bolt P/N

EN3740-060022F marked with
manufacturer monogram “D” or with an
illegible manufacturer monogram
installed on the aft connection of the
ball bearing control. This proposed AD
applies to Model MBB-BK 117 D-2
helicopters with a Ti-bolt P/N EN3740—
060022F marked with manufacturer
monogram “D” or with an illegible
manufacturer monogram installed on
the aft connection of the ball bearing
control instead. The EASA AD requires
contacting AHD for approved
instructions if an affected Ti-bolt is
found, whereas this proposed AD would
require removing an affected Ti-bolt
from service instead.

Costs of Compliance

The FAA estimates that this AD if
adopted as proposed, would affect 29
helicopters of U.S. Registry. Labor rates
are estimated at $85 per work-hour.
Based on these numbers, the FAA
estimates that operators may incur the
following costs in order to comply with
this proposed AD.

Replacing a Ti-bolt would take about
2 work-hours and parts would cost
about $100 for an estimated cost of $270
per Ti-bolt.

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
proposed AD would not have federalism
implications under Executive Order
13132. This proposed AD 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.
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For the reasons discussed, I certify
this proposed regulation:

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

(2) Would not affect intrastate
aviation in Alaska, and

(3) Would not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA proposes to amend 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:

Airbus Helicopters Deutschland GmbH
(AHD): Docket No. FAA-2021-0126;
Project Identifier MCAI-2020-00266-R.

(a) Comments Due Date

The FAA must receive comments on this
airworthiness directive (AD) by April 19,
2021.

(b) Affected ADs
None.

(c) Applicability

This airworthiness directive (AD) applies
to Airbus Helicopters Deutschland GmbH
(AHD) Model MBB-BK 117 D-2 helicopters,
certificated in any category, with a Titanium
(Ti) bolt part number EN3740-060022F
marked with manufacturer monogram “D” or
with an illegible manufacturer monogram,
installed on the aft connection of the tail
rotor ball bearing control.

(d) Subject
Joint Aircraft System Component (JASC)

Codes: 1430, Fasteners; and 6720, Tail Rotor
Control System.

(e) Unsafe Condition

This AD defines the unsafe condition as a
Ti-bolt with hydrogen embrittlement. This
condition could result in failure of the tail
rotor ball bearing control Ti-bolt and
subsequent loss of tail rotor control.

(f) Compliance

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

(g) Required Actions

(1) Within 50 hours time-in-service or 3
months, whichever occurs first, remove any
Ti-bolt identified in paragraph (c) of this AD,
located on the aft connection of the tail rotor
ball bearing rod end (item 5) and at the input
lever (item 2) as shown in Figure 1 to Airbus
Helicopters Alert Service Bulletin (ASB) No.
ASB MBB-BK117 D-2-00A-001, Revision 1,
dated October 16, 2019, from service.

(2) As of the effective date of this AD, do
not install a Ti-bolt identified in paragraph
(c) of this AD on the aft connection of the tail
rotor ball bearing control of any helicopter.

(h) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Strategic Policy
Rotorcraft Section, 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 local
Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to the attention of the person
identified in paragraph (i)(1) of this AD.
Information may be emailed to: 9-ASW-FTW-
AMOC-Requests@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(i) Related Information

(1) For more information about this AD,
contact Matt Fuller, AD Program Manager,
General Aviation & Rotorcraft Unit,
Airworthiness Products Section, Operational
Safety Branch, FAA, 10101 Hillwood Pkwy.,
Fort Worth, TX 76177; telephone (817) 222—
5110; email matthew.fuller@faa.gov.

(2) For service information identified in
this AD, contact Airbus Helicopters, 2701 N.
Forum Drive, Grand Prairie, TX 75052;
telephone (972) 641-0000 or (800) 232—0323;
fax (972) 641-3775; or at https://
www.airbus.com/helicopters/services/
technical-support.html. You may view the
referenced service information at the FAA,
Office of the Regional Counsel, Southwest
Region, 10101 Hillwood Pkwy., Room 6N—
321, Fort Worth, TX 76177. For information
on the availability of this material at the
FAA, call (817) 222-5110.

(3) The subject of this AD is addressed in
European Union Aviation Safety Agency
(EASA) AD No. 2019-0258, dated October
18, 2019. You may view the EASA AD on the
internet at https://www.regulations.gov in the
AD Docket.

Issued on February 22, 2021.
Gaetano A. Sciortino,

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

[FR Doc. 2021-03955 Filed 3—2-21; 8:45 am]

BILLING CODE 4910-13-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Part 1308
[Docket No. DEA-476]

Schedules of Controlled Substances:
Placement of 10 Specific Fentanyl-
Related Substances in Schedule |

AGENCY: Drug Enforcement
Administration, Department of Justice.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Drug Enforcement
Administration proposes placing N-(1-
(2-fluorophenethyl)piperidin-4-yl)-N-(2-
fluorophenyl)propionamide (2’-fluoro
ortho-fluorofentanyl), N-(1-(4-
methylphenethyl)piperidin-4-yl)-N-
phenylacetamide (4"-methyl acetyl
fentanyl), N-(1-phenethylpiperidin-4-
yl)-N,3-diphenylpropanamide (B’-
phenyl fentanyl; 3-phenylpropanoyl
fentanyl), N-phenyl-N-(1-(2-
phenylpropyl)piperidin-4-
yl)propionamide (B-methyl fentanyl), N-
(2-fluorophenyl)-N-(1-
phenethylpiperidin-4-yl)butyramide
(ortho-fluorobutyryl fentanyl; 2-
fluorobutyryl fentanyl), N-(2-
methylphenyl)-N-(1-
phenethylpiperidin-4-yl)acetamide
(ortho-methyl acetylfentanyl; 2-methyl
acetylfentanyl), 2-methoxy-N-(2-
methylphenyl)-N-(1-
phenethylpiperidin-4-yl)acetamide
(ortho-methyl methoxyacetylfentanyl),
N-(4-methylphenyl)-N-(1-
phenethylpiperidin-4-yl)propionamide
(para-methylfentanyl; 4-
methylfentanyl), N-(1-
phenethylpiperidin-4-yl)-N-
phenylbenzamide (phenyl fentanyl;
benzoyl fentanyl), N-(1-
phenethylpiperidin-4-yl)-N-
phenylthiophene-2-carboxamide
(thiofuranyl fentanyl), including their
isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers, in schedule
I of the Controlled Substances Act.
These ten specific substances fall within
the definition of fentanyl-related
substances set forth in the February 6,
2018, temporary scheduling order.
Through the Temporary Reauthorization
and Study of the Emergency Scheduling
of Fentanyl Analogues Act, which
became law on February 6, 2020,
Congress extended the temporary
control of fentanyl-related substances
until May 6, 2021. If finalized, this
action would make permanent the
existing regulatory controls and
administrative, civil, and criminal
sanctions applicable to schedule I
controlled substances on persons who
handle (manufacture, distribute, reverse
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distribute, import, export, engage in
research, conduct instructional
activities or chemical analysis, or
possess), or propose to handle 2’-fluoro
ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, f’-phenyl fentanyl, B-methyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl.

DATES: Comments must be submitted
electronically or postmarked on or
before April 2, 2021.

Requests for hearing and waivers of
an opportunity for a hearing or to
participate in a hearing must be
received on or before April 2, 2021.
ADDRESSES: To ensure proper handling
of comments, please reference “Docket
No. DEA-476" on all electronic and
written correspondence, including any
attachments.

e Electronic comments: Interested
persons may file written comments on
this proposal in accordance with 21 CFR
1308.43(g). The Drug Enforcement
Administration (DEA) encourages that
all comments be submitted
electronically through the Federal
eRulemaking Portal which provides the
ability to type short comments directly
into the comment field on the web page
or to attach a file for lengthier
comments. Please go to http://
www.regulations.gov and follow the
online instructions at that site for
submitting comments. Upon completion
of your submission you will receive a
Comment Tracking Number for your
comment. Please be aware that
submitted comments are not
instantaneously available for public
view on Regulations.gov. If you have
received a Comment Tracking Number,
your comment has been successfully
submitted and there is no need to
resubmit the same comment.
Commenters should be aware that the
electronic Federal Docket Management
System will not accept comments after
11:59 p.m. Easter Time on the last day
of the comment period.

e Paper comments: Paper comments
that duplicate the electronic submission
are not necessary. Should you wish to
mail a paper comment in lieu of an
electronic comment, it should be sent
via regular or express mail to: Drug
Enforcement Administration, Attn: DEA
Federal Register Representative/DPW,
8701 Morrissette Drive, Springfield,
Virginia 22152.

e Hearing requests: Interested persons
may file a request for hearing or waiver
of hearing pursuant to 21 CFR 1308.44
and in accordance with 21 CFR 1316.45
and/or 1316.47, as applicable. All

requests for hearing and waivers of
participation must be sent to: Drug
Enforcement Administration, Attn:
Administrator, 8701 Morrissette Drive,
Springfield, Virginia 22152. All requests
for hearing and waivers of participation
should also be sent to: (1) Drug
Enforcement Administration, Attn:
Hearing Clerk/OALJ, 8701 Morrissette
Drive, Springfield, Virginia 22152; and
(2) Drug Enforcement Administration,
Attn: DEA Federal Register
Representative/DPW, 8701 Morrissette
Drive, Springfield, Virginia 22152.

FOR FURTHER INFORMATION CONTACT:
Terrence L. Boos, Drug and Chemical
Evaluation Section, Diversion Control
Division, Drug Enforcement
Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia
22152; Telephone: (571) 362-3249
SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received in response to this docket are
considered part of the public record.
They will, unless reasonable cause is
given, be made available by the Drug
Enforcement Administration (DEA) for
public inspection online at http://
www.regulations.gov. Such information
includes personal identifying
information (such as your name,
address, etc.) voluntarily submitted by
the commenter. The Freedom of
Information Act applies to all comments
received. If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be made
publicly available, you must include the
phrase “PERSONAL IDENTIFYING
INFORMATION” in the first paragraph
of your comment. You must also place
all of the personal identifying
information you do not want made
publicly available in the first paragraph
of your comment and identify what
information you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be made
publicly available, you must include the
phrase “CONFIDENTIAL BUSINESS
INFORMATION” in the first paragraph
of your comment. You must also
prominently identify confidential
business information to be redacted
within the comment.

Comments containing personal
identifying information and confidential
business information identified as
directed above will be made publicly
available in redacted form. If a comment
has so much confidential business
information or personal identifying
information that it cannot be effectively

redacted, all or part of that comment
may not be made publicly available.
Comments posted to http://
www.regulations.gov may include any
personal identifying information (such
as name, address, and phone number)
included in the text of your electronic
submission that is not identified as
directed above as confidential.

An electronic copy of this document
and supplemental information to this
proposed rule are available at http://
www.regulations.gov for easy reference.

Request for Hearing or Waiver of
Participation in a Hearing

Pursuant to 21 U.S.C. 811(a), this
action is a formal rulemaking “on the
record after opportunity for a hearing.”
Such proceedings are conducted
pursuant to the provisions of the
Administrative Procedure Act, 5 U.S.C.
551-559. 21 CFR 1308.41-1308.45; 21
CFR part 1316, subpart D. Interested
persons may file requests for hearing or
notices of intent to participate in a
hearing in conformity with the
requirements of 21 CFR 1308.44(a) or
(b), and include a statement of interest
in the proceeding and the objections or
issues, if any, concerning which the
person desires to be heard. Any
interested person may file a waiver of an
opportunity for a hearing or to
participate in a hearing together with a
written statement regarding the
interested person’s position on the
matters of fact and law involved in any
hearing as set forth in 21 CFR
1308.44(c).

All requests for a hearing and waivers
of participation must be sent to DEA
using the address information provided
above.

Legal Authority

The Controlled Substances Act (CSA)
provides that proceedings for the
issuance, amendment, or repeal of the
scheduling of any drug or other
substance may be initiated by the
Attorney General (delegated to the
Administrator of DEA pursuant to 28
CFR 0.100) on his own motion. 21
U.S.C. 811(a). This proposed action is
supported by a recommendation from
the Assistant Secretary for Health of
U.S. Department of Health and Human
Services (HHS) (Assistant Secretary) and
an evaluation of all other relevant data
by DEA. If finalized, this action would
make permanent the existing temporary
regulatory controls and administrative,
civil, and criminal sanctions of schedule
I controlled substances on any person
who handles or proposes to handle 2’
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, p’-phenyl fentanyl, B-
methyl fentanyl, ortho-fluorobutyryl
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fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl.

Background

On February 6, 2018, pursuant to 21
U.S.C. 811(h)(1), the then-Acting
Administrator of DEA published an
order in the Federal Register (83 FR
5188) temporarily placing fentanyl-
related substances, as defined in that
order, in schedule I of the CSA upon
finding that these substances pose an
imminent hazard to the public safety.
The 10 substances named in this
proposed rule (2’-fluoro ortho-
fluorofentanyl, 4-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl) meet the existing
definition of fentanyl-related
substances. On April 19, 2019, DEA
specifically identified four of these 10
substances (2’-fluoro ortho-
fluorofentanyl, p’-phenyl fentanyl,
ortho-methyl acetylfentanyl, and
thiofuranyl fentanyl) as meeting the
definition of fentanyl-related
substances. 84 FR 16397. Although DEA
did not issue a Federal Register
publication to identify the other six
substances, the February 6, 2018,
temporary scheduling order emphasized
that, even still, a substance is controlled
by virtue of the order if it falls within
the definition of fentanyl-related
substances. 83 FR 5188, 5189. As
discussed below in Factor 3, all 10
substances meet the definition as they
are not otherwise controlled in any
other schedule (i.e., not included under
another Administration Controlled
Substance Code Number) and are
structurally related to fentanyl by one or
more of the five modifications listed
under the definition.

That temporary order was effective
upon the date of publication. Pursuant
to 21 U.S.C. 811(h)(2), the temporary
control of fentanyl-related substances, a
class of substances as defined in the
order, as well as the 10 specific
substances already covered by that
order, was set to expire on February 6,
2020. However, as explained in DEA’s
April 10, 2020, correcting amendment
(85 FR 20155), Congress overrode and
extended that expiration date until May
6, 2021, by enacting on February 6, 2020
the Temporary Reauthorization and
Study of the Emergency Scheduling of
Fentanyl Analogues Act (Pub. L. 116—
114, sec. 2, 134 Stat. 103). By operation
of law, the temporary control of
fentanyl-related substances, which

includes these 10 covered substances,
will remain in effect until May 6, 2021,
unless DEA permanently places them in
schedule I prior to May 6, 2021. As
discussed in the above Legal Authority
section, proceedings under 21 U.S.C.
811(a) may be initiated by the
Administrator of DEA on his own
motion.

The Acting Administrator, on his own
motion, is initiating proceedings to
permanently schedule the following 10
fentanyl-related substances: 2’-fluoro
ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, f’-phenyl fentanyl, B-methyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl. DEA gathered the
available information regarding the
pharmacology, chemistry, trafficking,
actual abuse, pattern of abuse, and the
relative potential for abuse for these 10
fentanyl-related substances, as well as
for six other fentanyl-related substances
(benzodioxole fentanyl, crotonyl
fentanyl, fentanyl carbamate, ortho-
fluoro isobutyryl fentanyl, ortho-
fluoroacryl fentanyl, and para-fluoro
furanyl fentanyl). On April 3, and
October 2, 2019, the then-Acting
Administrator submitted this data to the
Assistant Secretary, and requested that
HHS provide DEA with a scientific and
medical evaluation and a scheduling
recommendation for the 16 fentanyl-
related substances named above, in
accordance with 21 U.S.C. 811(b) and
(c).

Upon evaluating the scientific and
medical evidence, on July 2, 2020, the
Assistant Secretary submitted to the
Acting Administrator, HHS’s scientific
and medical evaluation and scheduling
recommendation for 11 of the 16
fentanyl-related substances, including
the 10 named substances in this
proposed rule as well as crotonyl
fentanyl.? Upon receipt of the scientific
and medical evaluation and scheduling
recommendation from HHS, DEA
reviewed these documents and all other
relevant data, and conducted its own
eight-factor analysis of the abuse
potential of the 10 substances in
accordance with 21 U.S.C. 811(c). On
October 2, 2020, DEA issued a final
order (85 FR 62215) for crotonyl
fentanyl to remain as a schedule I
substance under the CSA in order to
meet the United States’ obligations

1HHS’ scientific and medical evaluation for the
other five fentanyl-related substances (benzodioxole
fentanyl, fentanyl carbamate, ortho-fluoro
isobutyryl fentanyl, ortho-fluoroacryl fentanyl, and
para-fluoro furanyl fentanyl) is ongoing. DEA will
not further discuss these five substances in this
proposed rule.

under the 1961 Single Convention on
Narcotic Drugs (Single Convention),
March 30, 1961, 18 U.S.T. 1407, 570
U.N.T.S. 151, as amended.? As such,
crotonyl fentanyl will not be discussed
further in this scheduling action.

Proposed Determination To
Permanently Schedule 2’-Fluoro ortho-
Fluorofentanyl, 4’-Methyl Acetyl
Fentanyl, 3-Methyl Fentanyl, ’-Phenyl
Fentanyl, ortho-Fluorobutyryl fentanyl,
ortho-Methyl Acetylfentanyl, ortho-
Methyl Methoxyacetyl Fentanyl, para-
Methylfentanyl, Phenyl Fentanyl, and
Thiofuranyl Fentanyl

As discussed in the background
section, the Acting Administrator is
initiating proceedings to permanently
add 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, f’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl to schedule I. DEA
has reviewed the scientific and medical
evaluation and scheduling
recommendation from HHS, and all
other relevant data, and conducted its
own eight-factor analysis of the abuse
potential of these 10 substances.
Included below is a brief summary of
each factor as analyzed by HHS and
DEA, and as considered by DEA in its
proposed scheduling action. Please note
that both the DEA and HHS 8-Factor
analyses and the Assistant Secretary’s
July 2, 2020, letter are available in their
entirety under the tab “Supporting
Documents” of the public docket for
this action at http://
www.regulations.gov under Docket
Number “DEA-476.”

1. The Drug’s Actual or Relative
Potential for Abuse: The term “abuse” is
not defined in the CSA. However, the
legislative history of the CSA suggests
that DEA consider the following criteria
when determining whether a particular
drug or substance has a potential for
abuse:?

(a) There is evidence that individuals are
taking the drug or drugs containing such a
substance in amounts sufficient to create a

2In November 2019, the Director-General of the
World Health Organization recommended to the
Secretary-General that crotonyl fentanyl be placed
in Schedule I of the Single Convention. On May 7,
2020, the Secretary-General advised the Secretary of
State of the United States, by letter, that during its
63rd session in March 2020, the Commission on
Narcotic Drugs voted to place crotonyl fentanyl in
Schedule I of the Single Convention (CND Mar/63/
2).

3 Comprehensive Drug Abuse Prevention and
Control Act of 1970, H.R. Rep. No. 91-1444, 91st
Cong., Sess. 1 (1970); reprinted in 1970
U.S.C.C.A.N. 4566, 4603.
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hazard to their health or to the safety of other
individuals or to the community; or

(b) There is significant diversion of the
drug or drugs containing such a substance
from legitimate drug channels; or

(c) Individuals are taking the drug or drugs
containing such a substance on their own
initiative rather than on the basis of medical
advice from a practitioner licensed by law to
administer such drugs in the course of his
professional practice; or

(d) The drug or drugs containing such a
substance are new drugs so related in their
action to a drug or drugs already listed as
having a potential for abuse to make it likely
that the drug will have the same potentiality
for abuse as such drugs, thus making it
reasonable to assume that there may be
significant diversions from legitimate
channels, significant use contrary to or
without medical advice, or that it has a
substantial capability of creating hazards to
the health of the user or to the safety of the
community.

The abuse potential of 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl is associated with
their pharmacological similarity to other
schedule I and II mu-opioid receptor
agonist substances, which have a high
potential for abuse. Similar to morphine
and fentanyl, these 10 substances have
been shown to bind and act as mu-
opioid receptor agonists.

These 10 substances have no
approved medical use in the United
States and have been encountered on
the illicit drug market. The use of some
fentanyl-related substances has been
associated with adverse health
outcomes, including death. The
appearance of several substances
structurally related to fentanyl in the
illicit drug market has resulted in a
significant increase in drug overdose
deaths in the United States. According
to the Centers for Disease Control and
Prevention (CDC) overdose death data
for 2018, there continues to be an
increase in the number of deaths related
to synthetic opioids. Opioids were
involved in about 70 percent of all drug-
involved overdose deaths in 2018.
Further, CDC reports demonstrate that
the increase in synthetic opioid
overdose deaths are largely attributed to
an increase in the supply of illicitly
manufactured fentanyl and substances
structurally related to fentanyl. Because
2’-fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, f-methyl fentanyl, '
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl are not Food

and Drug Administration (FDA)-
approved drug products, a practitioner
may not legally prescribe them, and
these substances cannot be dispensed to
an individual. Therefore, the use of 2’-
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl is without
medical advice, and accordingly leads
to the conclusion that these 10
substances are abused for their
opioidergic properties.

There are no legitimate drug channels
for 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, p’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl as marketed FDA-
approved drug products, but these
substances are available for purchase
from legitimate chemical companies for
research purposes. However, despite the
limited legitimate research use of these
10 substances, reports from public
health and law enforcement data
indicate that all 10 substances are being
abused and taken in amounts sufficient
to create a hazard to an individual’s
health. Data from forensic databases can
be used as an indicator of illicit activity
with drugs and abuse ¢ within the
United States. According to the National
Forensic Laboratory Information System
(NFLIS),® which collects and analyzes
drug exhibits submitted to Federal,
State, and local forensic laboratories,
there were 235 total reports of seven of
the 10 substances (4’-methyl acetyl
fentanyl, B-methyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, para-methylfentanyl,
phenyl fentanyl, and thiofuranyl
fentanyl) between 2017 and 2020
(queried on July 16, 2020). In 2017 and
2018, U.S. Customs and Border
Protection (CBP) reported that two other
of the 10 substances (2’-fluoro ortho-
fluorofentanyl and p’-phenyl fentanyl)
have been positively identified in seized
drugs, respectively. In 2018, ortho-
methyl methoxyacetyl fentanyl was

4While law enforcement data is not direct
evidence of abuse, it can lead to an inference that
a drug has been diverted and abused. See 76 FR
77330, 77332, Dec. 12, 2011.

5NFLIS is a DEA program and a national forensic
laboratory reporting system that systematically
collects results from drug chemistry analyses
conducted by state and local forensic laboratories
in the United States. The NFLIS database also
contains Federal data from U.S. Customs and
Border Protection (CBP). NFLIS only includes drug
chemistry results from completed analyses.

positively identified in an exhibit
submitted to NMS laboratories for
analysis by the Department of
Homeland Security. Consequently, the
positive identification of the 10
substances in law enforcement
encounters indicates that these
substances are being abused, and thus
pose safety hazards to the health of
users.

2. Scientific Evidence of the Drug’s
Pharmacological Effects, if Known: 2’-
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl are
pharmacologically similar to other
schedule I and schedule II mu-opioid
receptor agonist substances. The abuse
potential (assessed by drug
discriminative studies) of 2’-fluoro
ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, f-methyl fentanyl, p’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl show that these
substances share discriminative
stimulus effects similar to fentanyl and
morphine. Similar to schedule I and II
opioid analgesics, these 10 substances
bind to and activate the mu-opioid
receptor. Additionally, behavioral
studies in animals demonstrate these 10
substances produce analgesic effects
similar to fentanyl and morphine. Pre-
treatment with naltrexone, an opioid
antagonist, attenuated analgesic effect of
these 10 substances, as well as fentanyl
and morphine. These data indicate that
the 10 substances are mu-opioid
receptor agonists with effects on the
central nervous system. Data from drug
discrimination studies showed that
these 10 substances share discriminative
stimulus effects similar to those of
morphine. Thus, it is concluded from in
vitro and in vivo pharmacological
studies that the effects of the 10
substances are similar to that of fentanyl
and morphine and are mediated by mu-
opioid receptor agonism.

3. The State of Current Scientific
Knowledge Regarding the Drug or Other
Substance: 2’-Fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl are synthetic
opioids of the 4-anilidopiperidine
structural class, which includes
fentanyl. As defined in the February 6,
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2018, temporary order, fentanyl-related
substances include any substance not
otherwise controlled in any schedule
(i.e., not included under any other
Administration Controlled Substance
Code Number) that is structurally
related to fentanyl by one or more of the
following modifications:

(A) Replacement of the phenyl
portion of the phenethyl group by any
monocycle, whether or not further
substituted in or on the monocycle;

(B) substitution in or on the phenethyl
group with alkyl, alkenyl, alkoxyl,
hydroxyl, halo, haloalkyl, amino or
nitro groups;

(C) substitution in or on the
piperidine ring with alkyl, alkenyl,

ey

()

" (C)

K (B)

(A)

(D)

alkoxyl, ester, ether, hydroxyl, halo,
haloalkyl, amino or nitro groups;

(D) replacement of the aniline ring
with any aromatic monocycle whether
or not further substituted in or on the
aromatic monocycle; and/or

(E) replacement of the N-propionyl
group by another acyl group.

Figure 1: Regions of the chemical structure of fentanyl described in the definition of

a fentanyl-related substance

According to the February 6, 2018,
temporary scheduling order, the
existence of a substance with any one,
or any combination, of above-mentioned
modifications (see Figure 1) would meet
the structural requirements of the
definition of fentanyl-related
substances. The present 10 substances
fall within the definition of fentanyl-
related substances by the following
modifications:

1. 2’-Fluoro ortho-fluorofentanyl:
Substitution on the phenethyl group
with a halo group and substitution on
the aniline ring (meets definition for
modifications B and D);

2. 4-methyl acetyl fentanyl:
Substitution on the phenethyl group
with an alkyl group and replacement of
the N-propionyl group by another acyl
group (meets definition for
modifications B and E);

3. B-methyl fentanyl: Substitution on
the phenethyl group with an alkyl group
(meets definition for modification B);

4. §’-phenyl fentanyl: Replacement of
the N-propionyl group by another acyl
group (meets definition for modification
E);
5. ortho-fluorobutyryl fentanyl:
Substitution on the aniline ring and
replacement of the N-propionyl group

with another acyl group (meets
definition for modifications D and E);

6. ortho-methyl acetylfentanyl:
Substitution on the aniline ring and
replacement of the N-propionyl group
with another acyl group (meets
definition for modifications D and E);

7. ortho-methyl
methoxyacetylfentanyl: Substitution on
the aniline ring and replacement of the
N-propionyl group with another acyl
group (meets definition for
modifications D and E);

8. para-methylfentanyl: Substitution
on the aniline ring (meets definition for
modification D);

9. phenyl fentanyl: Replacement of
the N-propionyl group by another acyl
group (meets definition for modification
E); and

10. thiofuranyl fentanyl: Replacement
of the N-propionyl group by another
acyl group (meets definition for
modification E).

No study has been undertaken to
evaluate the efficacy, toxicology, and
safety of the 10 substances in humans.
It can be inferred from data obtained
from animal studies that these 10
substances have sufficient distribution
to the brain to produce depressant
effects similar to that of other mu-opioid

receptor agonists such as fentanyl. Data
from in vitro receptor binding studies
show that these 10 substances, similar
to fentanyl, display high selectivity for
the mu-opioid receptor over other
opioid receptor subtypes.

There are no FDA-approved
marketing applications for a drug
product containing 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl for any therapeutic
indication in the United States.
Moreover, there are no clinical studies
or petitions which have claimed an
accepted medical use in the United
States for these 10 substances.

4. Its History and Current Pattern of
Abuse: 2’-Fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, f’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, like other
substances structurally related to
fentanyl, are disguised as a “legal”
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alternative to fentanyl. Between 2017
and 2020, law enforcement officials in
the United States encountered these 10
substances.

5. The Scope, Duration, and
Significance of Abuse: 2’-Fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, similar to other
substances structurally related to
fentanyl, are often used as recreational
drugs. The recreational use of these 10
substances and other fentanyl-related
substances continues to be of significant
concern as the United States currently is
in the midst of an opioid epidemic.
These substances are distributed to
users, often with unpredictable
outcomes. Because users of these
fentanyl-related substances and their
associated drug products are likely to
obtain these substances through
unregulated sources, the identity,
purity, and quantity are uncertain and
inconsistent, thus posing significant
adverse health risks to abusers.
Evidence that these 10 substances are
being abused and trafficked is
confirmed by law enforcement
encounters. NFLIS contained 235
reports of 4’-methyl acetyl fentanyl, B-
methyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl from Federal,
State, and local forensic laboratories
between 2017 and 2020. In 2017 and
2018, CBP reported that 2’-fluoro ortho-
fluorofentanyl and B’-phenyl fentanyl
have been positively identified in seized
drugs, respectively. In 2018, ortho-
methyl methoxyacetyl fentanyl was
positively identified in an exhibit
submitted to NMS laboratories for
analysis by the Department of
Homeland Security.

6. What, if Any, Risk There Is to the
Public Health: The increase in opioid
overdose deaths in the United States has
been exacerbated by the availability of
potent synthetic opioids such as
fentanyl and structurally related
substances in the illicit drug market.
These substances have a history of being
trafficked as replacements for heroin
and other synthetic opioids.
Increasingly, law enforcement has
encountered fentanyl and substances
structurally related to fentanyl in
counterfeit prescription opioids, heroin,
and other street drugs such as cocaine,
methamphetamine, and synthetic
cannabinoids. Fentanyl is a potent
synthetic opioid that is primarily
prescribed for acute and chronic pain

and is approximately 100 times more
potent than morphine. As such, fentanyl
has a high risk of abuse, dependence
and overdose that can lead to death.
Because fentanyl-related substances, as
defined in the February 6, 2018,
temporary order, have similar chemical
structure to fentanyl, these substances
are expected to have similar biological
effects. In in vitro and in vivo studies,
2’-fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl produced
pharmacological effects similar to
fentanyl. Thus, these 10 substances pose
the same qualitative public health risks
as heroin, fentanyl, and other mu-opioid
receptor agonists.

According to a CDC report, from 2013
to 2017, opioid-related overdose deaths
in the United States increased 90
percent from 25,052 to 47,600. The
increase in the number of opioid-related
deaths was primarily driven by illicitly
manufactured fentanyl.6 According to
CDC 2018 provisional data, there were
68,500 drug overdose fatalities; of those,
47,600 (~69 percent) involved an opioid.
The use of some fentanyl-related
substances has been associated with
adverse health outcomes, including
death.

7. Its Psychic or Physiological
Dependence Liability: There are no pre-
clinical and clinical studies that have
evaluated the dependence potential of
2’-fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl. These 10
substances are mu-opioid receptor
agonists, and discontinuation of the use
of mu-opioid receptor agonists such as
fentanyl and morphine is known to
cause withdrawal indicative of physical
dependence. Opioid withdrawal
includes nausea and vomiting,
depression, agitation, anxiety, craving,
sweats, hypertension, diarrhea, and
fever.

8. Whether the Substance Is an
Immediate Precursor of a Substance
Already Controlled Under the CSA: 2'-

6If evidence of prescription or illicit use was not
available, fentanyl was categorized as illicitly-
manufactured fentanyl (“IMF”’) because the vast
majority of fentanyl overdose deaths involve IMF.
Gladden RM, O’Donnell J, Mattson CL, Seth P.
Changes in Opioid-Involved Overdose Deaths by
Opioid Type and Presence of Benzodiazepines,
Cocaine, and Methamphetamine—25 States, July—
December 2017 to January—June 2018. MMWR Morb
Mortal Wkly Rep. 30; 68(34):737-744.

Fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl are not
considered immediate precursors of any
controlled substance of the CSA as
defined by 21 U.S.C. 802(23).

Conclusion: After considering the
scientific and medical evaluation
conducted by HHS, HHS’s scheduling
recommendation, and DEA’s own eight-
factor analysis, DEA finds that the facts
and all relevant data constitute
substantial evidence of the potential for
abuse of 2’-fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, p’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl. As such, DEA
hereby proposes to permanently
schedule 2’-fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, f’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl in schedule I of the
CSA.

Proposed Determination of Appropriate
Schedule

The CSA establishes five schedules of
controlled substances known as
schedules I, I1, 111, IV, and V. The CSA
also outlines the findings required to
place a drug or other substance in any
particular schedule. 21 U.S.C. 812(b).
After consideration of the analysis and
recommendation of the Assistant
Secretary for Health of HHS and review
of all other available data, the Acting
Administrator of DEA, pursuant to 21
U.S.C. 811(a) and 21 U.S.C. 812(b)(1),
finds that:

(1) 2’-Fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, p’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl have a high
potential for abuse.

According to HHS, 2’-fluoro ortho-
fluorofentanyl, 4-methyl acetyl
fentanyl, f-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, similar to fentanyl,
are mu-opioid receptor agonists. These
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substances have analgesic effects, and
these effects are mediated by mu-opioid
receptor agonism. HHS states that
substances that produce mu-opioid
receptor agonist effects in the central
nervous system (e.g., morphine and
fentanyl) are considered as having a
high potential for abuse. Data obtained
from drug discrimination studies
indicate that 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, f-methyl fentanyl, p’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl fully substituted for
the discriminative stimulus effects of
morphine.

(2) 2’-Fluoro ortho-fluorofentanyl, 4'-
methyl acetyl fentanyl, B-methyl
fentanyl, §’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl have no currently
accepted medical use in treatment in
the United States.

According to HHS, there are no FDA-
approved new drug applications for 2’-
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl in the United
States. There are no known
therapeutical applications for these
fentanyl-related substances and thus
they have no currently accepted medical
use in the United States.”

(3) There is a lack of accepted safety
for use of 2’-fluoro ortho-fluorofentanyl,

7 Although there is no evidence suggesting that 2’-
fluoro ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, p’-phenyl fentanyl,
ortho-fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl methoxyacetyl
fentanyl, para-methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl have a currently accepted
medical use in treatment in the United States, it
bears noting that a drug cannot be found to have
such medical use unless DEA concludes that it
satisfies a five-part test. Specifically, with respect
to a drug that has not been approved by the FDA,
to have a currently accepted medical use in
treatment in the United States, all of the following
must be demonstrated:

i. The drug’s chemistry must be known and
reproducible;

ii. there must be adequate safety studies;

iii. there must be adequate and well-controlled
studies proving efficacy;

iv. the drug must be accepted by qualified
experts; and

v. the scientific evidence must be widely
available.

57 FR 10499 (1992), pet. for rev. denied, Alliance
for Cannabis Therapeutics v. DEA, 15 F.3d 1131,
1135 (D.C. Cir. 1994).

4’-methyl acetyl fentanyl, B-methyl
fentanyl, §’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl under medical
supervision.

Because 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, B’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl have no FDA-
approved medical use and have not
been thoroughly investigated as new
drugs, their safety for use under medical
supervision is undetermined. Thus,
there is a lack of accepted safety for use
of 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, p’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl under medical
supervision.

Based on these findings, the Acting
Administrator of DEA concludes that 2’-
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl, including their
isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers warrant
continued control in schedule I of the
CSA. 21 U.S.C. 812(b)(1).

Requirements for handling 2’-fluoro
ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, B’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl.

If this rule is finalized as proposed, 2’
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl would
continue 8 to be subject to the CSA’s

8 2’-fluoro ortho-fluorofentanyl, 4-methyl acetyl
fentanyl, f-methyl fentanyl, B’-phenyl fentanyl,
ortho-fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl methoxyacetyl
fentanyl, para-methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, are covered by the February 6,
2018, temporary scheduling order, and are currently
subject to schedule I controls on a temporary basis,
pursuant to 21 U.S.C. 811(h). 83 FR 5188.

schedule I regulatory controls and
administrative, civil, and criminal
sanctions applicable to the manufacture,
distribution, reverse distribution,
dispensing, importation, exportation,
research, and conduct of instructional
activities, including the following:

1. Registration. Any person who
handles (manufactures, distributes,
reverse distributes, dispenses, imports,
exports, engages in research, or
conducts instructional activities or
chemical analysis with, or possesses) 2’
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl, or who desires
to handle 2’-fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, B’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl is required to be
registered with DEA to conduct such
activities pursuant to 21 U.S.C. 822,
823, 957, and 958, and in accordance
with 21 CFR parts 1301 and 1312.

2. Security. 2’-Fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl are subject to
schedule I security requirements and
must be handled and stored pursuant to
21 U.S.C. 821, 823, and in accordance
with 21 CFR 1301.71-1301.93. Non-
practitioners handling 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, f-methyl fentanyl, p’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl also must comply
with the employee screening
requirements of 21 CFR 1301.90—
1301.93.

3. Labeling and Packaging. All labels
and labeling for commercial containers
of 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, B’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl must be in
compliance with 21 U.S.C. 825 and
958(e), and be in accordance with 21
CFR part 1302.
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4. Quota. Only registered
manufacturers are permitted to
manufacture 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, p’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl in accordance with
a quota assigned pursuant to 21 U.S.C.
826 and in accordance with 21 CFR part
1303.

5. Inventory. Any person registered
with DEA to handle 2’-fluoro ortho-
fluorofentanyl, 4"-methyl acetyl
fentanyl, B-methyl fentanyl, B’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl must have an initial
inventory of all stocks of controlled
substances (including these substances)
on hand on the date the registrant first
engages in the handling of controlled
substances pursuant to 21 U.S.C. 827
and 958, and in accordance with 21 CFR
1304.03, 1304.04, and 1304.11.

After the initial inventory, every DEA
registrant must take a new inventory of
all stocks of controlled substances
(including 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl) on hand every two
years pursuant to 21 U.S.C. 827 and 958,
and in accordance with 21 CFR 1304.03,
1304.04, and 1304.11.

6. Records and Reports. Every DEA
registrant is required to maintain
records and submit reports with respect
to 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, p’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, pursuant to 21
U.S.C. 827 and 958(e), and in
accordance with 21 CFR parts 1304 and
1312.

7. Order Forms. Every DEA registrant
who distributes 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl is required to
comply with the order form
requirements, pursuant to 21 U.S.C. 828
and 21 CFR part 1305.

8. Importation and Exportation. All
importation and exportation of 2’-fluoro
ortho-fluorofentanyl, 4’-methyl acetyl
fentanyl, B-methyl fentanyl, f’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl must be in
compliance with 21 U.S.C. 952, 953,
957, and 958, and in accordance with 21
CFR part 1312.

9. Liability. Any activity involving 2’-
fluoro ortho-fluorofentanyl, 4’-methyl
acetyl fentanyl, B-methyl fentanyl, p’-
phenyl fentanyl, ortho-fluorobutyryl
fentanyl, ortho-methyl acetylfentanyl,
ortho-methyl methoxyacetyl fentanyl,
para-methylfentanyl, phenyl fentanyl,
and thiofuranyl fentanyl not authorized
by, or in violation of, the CSA or its
implementing regulations is unlawful,
and could subject the person to
administrative, civil, and/or criminal
sanctions.

Regulatory Analyses

Executive Orders 12866 (Regulatory
Planning and Review) and 13563
(Improving Regulation and Regulatory
Review)

In accordance with 21 U.S.C. 811(a),
this proposed scheduling action is
subject to formal rulemaking procedures
done “on the record after opportunity
for a hearing,” which are conducted
pursuant to the provisions of 5 U.S.C.
556 and 557. The CSA sets forth the
criteria for scheduling a drug or other
substance. Such actions are exempt
from review by the Office of
Management and Budget (OMB)
pursuant to section 3(d)(1) of Executive
Order (E.O.) 12866 and the principles
reaffirmed in E.O. 13563.

Executive Order 12988, Civil Justice
Reform

This proposed regulation meets the
applicable standards set forth in
sections 3(a) and 3(b)(2) of E.O. 12988
to eliminate drafting errors and
ambiguity, minimize litigation, provide
a clear legal standard for affected
conduct, and promote simplification
and burden reduction.

Executive Order 13132, Federalism

This proposed rulemaking does not
have federalism implications warranting
the application of E.O. 13132. The
proposed rule does not have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or the
distribution of power and
responsibilities among the various
levels of government.

Executive Order 13175, Consultation
and Coordination With Indian Tribal
Governments

This proposed rule does not have
tribal implications warranting the
application of E.O. 13175. 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.

Regulatory Flexibility Act

The Acting Administrator, in
accordance with the Regulatory
Flexibility Act, 5 U.S.C. 601-602, has
reviewed this proposed rule and by
approving it, certifies that it will not
have a significant economic impact on
a substantial number of small entities.
On February 6, 2018, DEA published an
order to temporarily place fentanyl-
related substances, as defined in the
order, in schedule I of the CSA pursuant
to the temporary scheduling provisions
of 21 U.S.C. 811(h). DEA estimates that
all entities handling or planning to
handle 2’-fluoro ortho-fluorofentanyl, 4’-
methyl acetyl fentanyl, B-methyl
fentanyl, B’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl have already
established and implemented the
systems and processes required to
handle these substances which meet the
definition of fentanyl-related
substances.

There are currently 57 registrations
authorized to handle the fentanyl-
related substances as a class, which
include 2’-fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, B’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, as well as a
number of registered analytical labs that
are authorized to handle schedule I
controlled substances generally. These
57 registrations represent 51 entities, of
which eight are small entities.
Therefore, DEA estimates eight small
entities are affected by this proposed
rule.

A review of the 57 registrations
indicates that all entities that currently
handle fentanyl-related substances,
including 2’-fluoro ortho-fluorofentanyl,
4’-methyl acetyl fentanyl, B-methyl
fentanyl, f’-phenyl fentanyl, ortho-
fluorobutyryl fentanyl, ortho-methyl
acetylfentanyl, ortho-methyl
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methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl, also handle other
schedule I controlled substances, and
have established and implemented (or
maintain) the systems and processes
required to handle 2’-fluoro ortho-
fluorofentanyl, 4’-methyl acetyl
fentanyl, f-methyl fentanyl, p’-phenyl
fentanyl, ortho-fluorobutyryl fentanyl,
ortho-methyl acetylfentanyl, ortho-
methyl methoxyacetyl fentanyl, para-
methylfentanyl, phenyl fentanyl, and
thiofuranyl fentanyl. Therefore, DEA
anticipates that this proposed rule will
impose minimal or no economic impact
on any affected entities; and thus, will
not have a significant economic impact
on any of the eight affected small
entities. Therefore, DEA has concluded
that this proposed rule will not have a

Paperwork Reduction Act of 1995

This action does not impose a new
collection of information under the
Paperwork Reduction Act of 1995. 44
U.S.C. 3501-3521. This action would

not impose recordkeeping or reporting

requirements on State or local

governments, individuals, businesses, or

organizations. An agency may not

conduct or sponsor, and a person is not

required to respond to, a collection of
information unless it displays a
currently valid OMB control number.

List of Subjects in 21 CFR Part 1308

Administrative practice and
procedure, Drug traffic control,
Reporting and recordkeeping
requirements.

For the reasons set out above, DEA

proposes to amend 21 CFR part 1308 as

m e. Redesignate paragraphs (b)(60)
through (64) as paragraphs (b)(70)
through (74);

m f. Add a new paragraph (69);

m g. Redesignate paragraphs (b)(56)
through (59) as paragraphs (b)(65)
through (68);

m h. Add a new paragraph (64);

m i. Redesignate paragraph (b)(55) as
paragraph (b)(63);

m j. Add new paragraphs (b)(61) and
(62);

m k. Redesignate paragraphs (b)(45)
through (54) as paragraphs (b)(51)
through (60);

m 1. Add new paragraph (b)(50);

m m. Redesignate paragraphs (b)(37)
through (44) as paragraphs (b)(42)
through (49);

m n. Add a new paragraph (b)(41);

m 0. Redesignate paragraph (b)(36) as

significant effect on a substantial follows:

number of small entities. pal‘airggh (b)(40];d h (b)(39)
PART 1308—SCHEDULES OF uD. areserved paragrap ;

Unfunded Mandates Reform Act of 1995 CONTROLLED SUBSTANCES m q. Redesignate paragraphs (b)(22)

In accordance with the Unfunded
Mandates Reform Act (UMRA) of 1995,
2 U.S.C. 1501 et seq., DEA has
determined and certifies that this action
would not result in any Federal
mandate that may result “in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any

m 1. The authority citation for 21 CFR

part 1308 continues to read as follows:

Authority: 21 U.S.C. 811, 812, 871(b),
956(b), unless otherwise noted.

m2.In §1308.11:

m a. Redesignate paragraph (75) as
paragraph (b)(84);

m b. Add paragraph (b)(83);

m c. Redesignate paragraphs (b)(65)

through (35) as paragraphs (b)(25)
through (38);
m r. Add areserved paragraph (b)(24);
m s. Redesignate paragraphs (b)(17)
through (21) as paragraphs (b)(19)
through (23); and
m t. Add new paragraphs (b)(17) and
(18).

The additions to read as follows:

1year. . . .” Therefore, neither a Small through (71) as paragraphs (b)(76) §1308.11 Schedule .

Government Agency Plan nor any other  through (82); * * * * *

action is required under UMRA of 1995. m d. Add a new paragraph (b)(75); (b) * * *

(17) Beta-methyl fentanyl (N-phenyl-N-(1-(2-phenylpropyl)piperidin-4-yl)propionamide; other name: B-methyl fentanyl) ............... 9856

(18) Beta’-phenyl fentanyl (N-(1-phenethylpiperidin-4-yl)-N,3-diphenylpropanamide; other names: ’-phenyl fentanyl; 3-

Phenylpropanoy]l fENANYL) .....cc.ooiiiiii e e e bbbt e R ettt s nr e s reenees 9842
(41) 2’-Fluoro ortho-fluorofentanyl (N-(1-(2-fluorophenethyl)piperidin-4-yl)-N-(2-fluorophenyl)propionamide; other name: 2’-

flUor0 2-fIUOTOTEIEANIYL) .oouviiiiiiiiieee bbbttt h et s bt e s s bt e e e s bt e ss e bt e ss e bt e e e bt eet e bt see et e sae e neenees 9829
(50) 4’-Methyl acetyl fentanyl (N-(1-(4-methylphenethyl)piperidin-4-yl)-N-phenylacetamide) .......c.cccccovvvivininininiiiiinininiiiininen, 9819
(61) ortho-Fluorobutyryl fentanyl (N-(2-fluorophenyl)-N-(1-phenethylpiperidin-4-yl)butyramide; other name: 2-fluorobutyryl

TEITATLYL) oottt bbb b b h bbb bbbk ek b e bbbt b bbbttt et sb s 9846
(62) ortho-Methyl acetylfentanyl (N-(2-methylphenyl)-N-(1-phenethylpiperidin-4-yl)acetamide; other name: 2-methyl

ACELYLIBITATIYL) Lovvoviiiiiiiiiicicc bbb bbb bbbk h e bbbt b bbbt eb e b s 9848
(64) ortho-Methyl methoxyacetyl fentanyl (2-methoxy-N-(2-methylphenyl)-N-(1-phenethylpiperidin-4-yl)acetamide; other name:

2-methyl methoxyacetyl FEntanyl) ......cocoiiiiiiiiiiii et 9820
(69) para-Methylfentanyl (N-(4-methylphenyl)-N-(1-phenethylpiperidin-4-yl)propionamide; other name: 4-methylfentanyl) ........... 9817
(75) Phenyl fentanyl (N-(1-phenethylpiperidin-4-yl)-N-phenylbenzamide; other name: benzoyl fentanyl ............cccoceiviiininnn 9841
(83) Thiofuranyl fentanyl (N-(1-phenethylpiperidin-4-yl)-N-phenylthiophene-2-carboxamide; other names: 2-thiofuranyl fentanyl;

thIOPhene fENTANYL) ..ottt bbb bbbt b bbbtk b e 9839
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* * * * *

D. Christopher Evans,

Acting Administrator.

[FR Doc. 2021-04214 Filed 3—-2-21; 8:45 am]
BILLING CODE 4410-09-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R04-OAR-2020-0129; FRL-10020-
85—-Region 4]

Air Plan Approval; AL; NOx SIP Call
and Removal of CAIR

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to approve a
State Implementation Plan (SIP)
revision submitted by the State of
Alabama through a letter dated February
27, 2020, to add regulations maintaining
compliance with the State’s Nitrogen
Oxide (NOx) SIP Call obligations for
large non-electricity generating units
(non-EGUs), to repeal the State’s
previously sunsetted NOx Budget
Trading Program regulations, and to
repeal the State’s Clean Air Interstate
Rule (CAIR) regulations. EPA is also
proposing to conditionally approve into
the SIP state regulations that establish
monitoring and reporting requirements
for units subject to the NOx SIP Call,
including alternative monitoring
options for certain sources for NOx SIP
Call purposes. In addition, EPA is
proposing to make ministerial changes
to reflect the State’s renumbering of an
existing regulation for “New
Combustion Sources.”

DATES: Comments must be received on
or before April 2, 2021.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R04—
OAR-2020-0129 at
www.regulations.gov. Follow the online
instructions for submitting comments.
Once submitted, comments cannot be
edited or removed from Regulations.gov.
EPA may publish any comment received
to its public docket. Do not submit
electronically any information you
consider to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Multimedia submissions (audio, video,
etc.) must be accompanied by a written
comment. The written comment is
considered the official comment and
should include discussion of all points
you wish to make. EPA will generally
not consider comments or comment

contents located outside of the primary
submission (i.e., on the web, cloud, or
other file sharing system). For
additional submission methods, the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
www2.epa.gov/dockets/commenting-
epa-dockets.

FOR FURTHER INFORMATION CONTACT:
Steven Scofield, Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—8960.
The telephone number is (404) 562—
9034. Mr. Scofield can also be reached
via electronic mail at scofield.steve@
epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

Under Clean Air Act (CAA or Act)
section 110(a)(2)(D)(i)(I), also called the
good neighbor provision, states are
required to address the interstate
transport of air pollution. Specifically,
the good neighbor provision requires
that each state’s implementation plan
contain adequate provisions to prohibit
air pollutant emissions from within the
state that will significantly contribute to
nonattainment of the national ambient
air quality standards (NAAQS), or that
will interfere with maintenance of the
NAAQS, in any other state.

In October 1998 (63 FR 57356), EPA
finalized the “Finding of Significant
Contribution and Rulemaking for
Certain States in the Ozone Transport
Assessment Group Region for Purposes
of Reducing Regional Transport of
Ozone” (NOx SIP Call). The NOx SIP
Call required eastern states, including
Alabama, to submit SIPs that prohibit
excessive emissions of ozone season
NOx by implementing statewide
emissions budgets.! The NOx SIP Call
addressed the good neighbor provision
for the 1979 ozone NAAQS and was
designed to mitigate the impact of
transported NOx emissions, one of the
precursors of ozone.2 EPA developed
the NOx Budget Trading Program, an
allowance trading program that states
could adopt to meet their obligations
under the NOx SIP Call. This trading
program allowed the following sources
to participate in a regional cap and trade

1See 63 FR 57356 (October 27, 1998).

2 As originally promulgated, the NOx SIP Call
also addressed good neighbor obligations under the
1997 8-hour ozone NAAQS, but EPA subsequently
stayed and later rescinded the rule’s provisions
with respect to that standard. See 65 FR 56245
(September 18, 2000); 84 FR 8422 (March 8, 2019).

program: Generally EGUs with capacity
greater than 25 megawatts (MW); and
large industrial non-EGUs, such as
boilers and combustion turbines, with a
rated heat input greater than 250 million
British thermal units per hour (MMBtu/
hr). The NOx SIP Call also identified
potential reductions from cement kilns
and stationary internal combustion
engines.

To comply with the NOx SIP Call
requirements, in 2001, the Alabama
Department of Environmental
Management (ADEM) submitted a
revision to add new rule sections to the
SIP-approved version of Alabama
Administrative Code Chapter 335-3-1,
General Provisions, and Chapter 335—-3—
8, Control of Nitrogen Oxides
Emissions. EPA approved the revision
as compliant with Phase I of the NOx
SIP Call in 2001. See 66 FR 36919 (July
16, 2001). The approved revision
required EGUs and large non-EGUs in
the State to participate in the NOx
Budget Trading Program beginning in
2004. In 2005, Alabama submitted, and
EPA approved, a SIP revision to address
additional emissions reductions
required for the NOx SIP Call under
Phase II. See 70 FR 76694 (Dec. 28,
2005).

In 2005, EPA published CAIR, which
required several eastern states,
including Alabama, to submit SIPs that
prohibited emissions consistent with
revised ozone season (and annual) NOx
budgets. See 70 FR 25162 (May 12,
2005); see also 71 FR 25328 (April 28,
2006). CAIR addressed the good
neighbor provision for the 1997 ozone
NAAQS and 1997 fine particulate
matter (PM,s) NAAQS and was
designed to mitigate the impact of
transported NOx emissions with respect
to ozone and PM, 5. CAIR established
several trading programs that EPA
implemented through federal
implementation plans (FIPs) for EGUs
greater than 25 MW in each affected
state, but not large non-EGUs; states
could submit SIPs to replace the FIPs
that achieved the required emission
reductions from EGUs and/or other
types of sources.? When the CAIR
trading program for ozone season NOx
was implemented beginning in 2009,
EPA discontinued administration of the
NOx Budget Trading Program; however,
the requirements of the NOx SIP Call
continued to apply.

On October 1, 2007 (72 FR 55659),
EPA approved revisions to Alabama’s
SIP that incorporated requirements for
CAIR. Consistent with CAIR’s

3CAIR had separate trading programs for annual
sulfur dioxide emissions, seasonal NOx emissions,
and annual NOx emissions.
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requirements, EPA approved a SIP
revision in which Alabama regulations:
(1) Sunset its NOx Budget Trading
Program requirements, and (2)
incorporated CAIR annual and ozone
season NOx state trading programs. See
72 FR 55659. Participation of EGUs in
the CAIR ozone season NOx trading
program addressed the State’s obligation
under the NOx SIP Call for those units,
and Alabama also chose to require non-
EGUs subject to the NOx SIP Call to
participate in the same CAIR trading
program. In this manner, Alabama’s
CAIR rules incorporated into the SIP
addressed the State’s obligations under
the NOx SIP Call with respect to both
EGUs and non-EGUs.

The United States Court of Appeals
for the District of Columbia Circuit (D.C.
Circuit) initially vacated CAIR in 2008,
but ultimately remanded the rule to EPA
without vacatur to preserve the
environmental benefits provided by
CAIR. See North Carolina v. EPA, 531
F.3d 896, modified on rehearing, 550
F.3d 1176 (D.C. Cir. 2008). The ruling
allowed CAIR to remain in effect
temporarily until a replacement rule
consistent with the court’s opinion was
developed. While EPA worked on
developing a replacement rule, the CAIR
program continued to be implemented
with the NOx annual and ozone season
trading programs beginning in 2009 and
the SO, annual trading program
beginning in 2010.

Following the D.C. Circuit’s remand
of CAIR, EPA promulgated the Cross-
State Air Pollution Rule (CSAPR) to
replace CAIR and address good neighbor
obligations for the 1997 ozone NAAQS,
the 1997 PM, s NAAQS, and the 2006
PM, s NAAQS. See 76 FR 48208 (August
8, 2011). Through FIPs, CSAPR required
EGUs in eastern states, including
Alabama, to meet annual and ozone
season NOx emission budgets and
annual SO, emission budgets
implemented through new trading
programs. Implementation of CSAPR
began on January 1, 2015.4 CSAPR also
contained provisions that would sunset
CAIR-related obligations on a schedule
coordinated with the implementation of
the CSAPR compliance requirements.
Participation by a state’s EGUs in the
CSAPR trading program for ozone
season NOx generally addressed the
state’s obligation under the NOx SIP
Call for EGUs. CSAPR did not initially
contain provisions allowing states to
incorporate large non-EGUs into that
trading program to meet the
requirements of the NOx SIP Call for
non-EGUs. EPA also stopped
administering CAIR trading programs

4 See 79 FR 71663 (December 3, 2014).

with respect to emissions occurring after
December 31, 2014.5

To comply with CSAPR, Alabama
adopted SO, and NOx CSAPR trading
program rules, including budgets, in
ADEM Administrative Code Chapters
335-3-5 and 335—-3-8. On August 31,
2016, EPA approved Alabama’s CSAPR
annual SO, and annual NOx trading
program rules into the SIP.¢ See 81 FR
59869. Because EPA stopped
administering the CAIR trading
programs after 2014, the approved CAIR
rules in the State’s SIP have not been
implemented for several years.
Furthermore, ADEM repealed all CAIR
and CAIR-related regulations from
Alabama Administrative Code Chapters
335-3-1, 335—-3-5, and 335—-3—-8 on
December 9, 2011.7 Even though the
CAIR programs were not being
implemented in Alabama, ozone season
NOx emissions have remained well
below the NOx SIP Call budget levels.

After litigation that reached the
Supreme Court, the D.C. Circuit
generally upheld CSAPR but remanded
several state budgets to EPA for
reconsideration. EME Homer City
Generation, L.P. v. EPA, 795 F.3d 118,
129-30 (D.C. Cir. 2015). EPA addressed
the remanded ozone season NOx
budgets in the Cross-State Air Pollution
Rule Update for the 2008 Ozone
NAAQS (CSAPR Update), which also
partially addressed eastern states’ good
neighbor obligations for the 2008 ozone
NAAQS. See 81 FR 74504 (October 26,
2016). The air quality modeling for the
CSAPR Update demonstrated that
Alabama contributes significantly to
nonattainment and/or interferes with
maintenance of the 2008 ozone NAAQS
in other states. The CSAPR Update
reestablished an option for most states
to meet their ongoing obligations for
non-EGUs under the NOx SIP Call by
including the units in the CSAPR
Update trading program.

The CSAPR Update trading program
replaced the original CSAPR trading
program for ozone season NOx for most
covered states. On October 6, 2017, EPA
approved Alabama’s CSAPR Update
ozone season NOx trading program rules

5See 79 FR 71663 (December 3, 2014) and 81 FR
13275 (March 14, 2016).

6In the 2016 action, EPA did not act on the
portion of Alabama’s SIP submittal intended to
replace Alabama units’ obligations to participate in
CSAPR’s federal trading program for ozone-season
NOx emissions.

7 Although CAIR-related regulations were
repealed from ADEM Administrative Code on
December 11, 2011, the repeal of the regulations
was not effective until February 20, 2015. EPA is
now proposing to remove the repealed regulations
from the SIP.

for EGUs into the State’s SIP.8 See 82 FR
46674. Alabama’s EGUs participate in
the CSAPR Update trading program,
generally also addressing the state’s
obligations under the NOx SIP Call for
EGUs. However, Alabama elected not to
include its large non-EGUs in the
CSAPR Update ozone season trading
program. Because Alabama’s large non-
EGUs no longer participate in any
CSAPR or CSAPR Update trading
program for ozone season NOx
emissions, the NOx SIP Call regulations
at 40 CFR 51.121(r)(2) as well as anti-
backsliding provisions at 40 CFR
51.905(f) and 40 CFR 51.1105(e) require
these non-EGUs to maintain compliance
with NOx SIP Call requirements in some
other way.

Under 40 CFR 51.121(f)(2) of the NOx
SIP Call regulations, where a State’s SIP
contains control measures for EGUs and
large non-EGU boilers and combustion
turbines, the SIP must contain
enforceable limits on the ozone season
NOx mass emissions from these sources.
In addition, under 40 CFR 51.121(i)(4)
of the NOx SIP Call regulations as
originally promulgated, the SIP also had
to require these sources to monitor
emissions according to the provisions of
40 CFR part 75, which generally entails
the use of continuous emission
monitoring systems (CEMS). Alabama
triggered these requirements by
including control measures in its SIP for
these types of sources, and the
requirements have remained in effect
despite the discontinuation of the NOx
Budget Trading Program after the 2008
ozone season. On March 8, 2019, EPA
revised some of the regulations that
were originally promulgated in 1998 to
implement the NOx SIP Call.® The
revision gave states covered by the NOx
SIP Call greater flexibility concerning
the form of the NOx emissions
monitoring requirements that the states
must include in their SIPs for certain
emissions sources. The revision
amended 40 CFR 51.121(i)(4) to make
Part 75 monitoring, recordkeeping, and
reporting optional, such that SIPs may
establish alternative monitoring
requirements for NOx SIP Call budget
units that meet the general requirements
of 40 CFR 51.121(f)(1) and (i)(1). Under
the updated provision, a state’s
implementation plan still needs to
include some form of emissions
monitoring requirements for these types
of sources, consistent with the NOx SIP

8 This action approved CSAPR and CSAPR
Update-related provisions of Alabama SIP
submissions dated October 26, 2015, and May 19,
2017.

9 See “Emissions Monitoring Provisions in State
Implementation Plans Required Under the NOx SIP
Call,” 84 FR 8422 (March 8, 2019).
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Call’s general enforceability and
monitoring requirements at
§§51.121(f)(1) and (i)(1), respectively,
but states are no longer be required to
satisfy these general NOx SIP Call
requirements specifically through the
adoption of 40 CFR part 75 monitoring
requirements.

After evaluating the various options
available following EPA’s March 8,
2019, revision to the NOx SIP Call
requirements, ADEM revised its
regulations to address NOx SIP Call
requirements and adopt alternative
monitoring options for certain large
non-EGUs. The changes require large
non-EGUs in the State to address the
NOx SIP Call’s requirements for
enforceable limits on ozone season NOx
mass emissions in a manner that does
not rely on the administration of an
interstate trading program. In addition,
Alabama had previously revised its
regulations to remove NOx Budget
Trading Program and CAIR trading
program provisions after EPA stopped
administering those programs. The
February 27, 2020 SIP revision
submitted by ADEM requests approval
into the SIP of all of these rule changes.
The contents of the submittal and EPA’s
analysis is further discussed in Section
III.

II. Why is EPA proposing these actions?

ADEM'’s February 27, 2020, letter 10
requests that EPA approve into the SIP
changes to ADEM Administrative Code
Chapter 335—-3-8 to include Rule 335—
3-8-.71, “NOx Budget Program,” and
Rule 335-3-8-.72, “NOx Budget
Program Monitoring and Reporting,” to
maintain state compliance with the
federal NOx SIP Call regulations at 40
CFR 51.121 and 51.122, and to provide
alternative monitoring options for
certain large non-EGUs. Additionally,
Alabama requests that EPA approve the
removal from the SIP of the State’s
repealed CAIR trading program and
NOx Budget Trading Program rules, as
those state regulations have been
replaced by CSAPR for EGUs and by the
State’s new rules for non-EGUs. ADEM
also requests that EPA approve the
State’s renumbering of the existing
regulation titled “New Combustion
Sources” from Rule 335-3-8-.14 to Rule
335—3-8-.05. The submission includes a
demonstration under CAA section 110(1)
intended to show that the revision does
not interfere with any applicable CAA
requirements. As discussed later, EPA

10On February 27, 2020, Alabama also submitted
other SIP revisions which will be addressed in
separate actions. This submission also includes
amended regulations which are not part of the
federally-approved SIP and are therefore not
addressed in this notice.

has reviewed these changes,
preliminarily finds them consistent with
the CAA and regulations governing the
NOx SIP Call, with one exception, and
is proposing to approve the revisions to
incorporate the NOx SIP Call
regulations into the State’s
implementation plan and to remove the
NOx Budget Trading Program and CAIR
trading program regulations from the
SIP. The exception is that EPA is
proposing to conditionally approve the
regulations that establish monitoring
and reporting requirements for NOx
budget units.

III. Analysis of Alabama’s Submission

As discussed above, ADEM has
revised its regulations to require non-
EGUs to maintain compliance with NOx
SIP Call requirements without
participation in an interstate trading
program. ADEM updated Chapter 335—
3-8, “Control of Nitrogen Oxides
Emissions” by revising Chapter 335-3—
8 to add Rule 335-3-8-.71, “NOx
Budget Program” and Rule 335-3—-8-.72,
“NOx Budget Program Monitoring and
Reporting,” to maintain state
compliance with the federal NOx SIP
Call regulations at 40 CFR 51.121 and
51.122 for large non-EGUs and to adopt
an alternative monitoring option for
certain large non-EGUs. EPA previously
approved Alabama’s sunsetting of the
State’s NOx Budget Trading Program
regulations when that program was
replaced by the CAIR trading program
for ozone season NOx. The State
subsequently repealed its NOx Budget
Trading Program regulations from
Alabama Administrative Code Chapters
335—-3-1 and 335-3—-8 and now requests
removal of those regulations from the
SIP. Also, because EPA has stopped
administering the CAIR trading
programs, the State repealed all CAIR
and CAIR-related regulations from
Alabama Administrative Code Chapters
335-3-1, 335—-3-5, and 335—-3-8 and
now requests removal of these
regulations from the SIP as well.11
Lastly, ADEM requests that EPA
approve a ministerial change that would
update the SIP to reflect the State’s
renumbering of the existing regulation

11EPA is proposing to approve removal of the
following rules related to the NOx Budget Trading
Program and CAIR from Alabama’s SIP: 335-3—1-
.14, 335-3-1-.16, 335-3—5-.06 through 335-3-5-.08,
335-3-5-.11 through .14, 335-3-8-.05 through 335—
3-8-.13, 335—-3-8-.16 through 335-3-8-.18, 335-3—
8-.20, 335-3-8-.21, 335—-3-8-.23 through 335-3-8-
.27, 335—-3-8-.29, 335-3-8-.30, 335—-3-8-.32, and
335-3-8-.33. Other Alabama rules that share many
of the same rule numbers would not be removed
from the SIP; these rules relate to the State’s CSAPR
and CSAPR Update trading programs.

titled, “New Combustion Sources” from
Rule 335-3—-8—.14 to Rule 335-3-8-.05.

1. Revised State Regulations

ADEM added Rule 335-3-8-.71, “NOx
Budget Program,” to establish a state
control program for sources that are
subject to the NOx SIP Call, but not
covered under the CSAPR Update
trading program. ADEM Rule 335-3-8-
.71 is designed to ensure that the State’s
large non-EGUs will continue to satisfy
NOx SIP Call requirements for
enforceable limits on ozone season NOx
mass emissions.

ADEM Rule 335-3-8-.71(4) and (5)
contain the rule’s applicability
provisions, generally covering all
existing and new non-EGUs (including
cogeneration units) that would have
been subject to the NOx Budget Trading
Program and that are not subject to the
CSAPR Update trading program. ADEM
Rule 335-3-8-.71(6)(a) defines the
budget for the State at 2,328 tons per
ozone season, which is the portion of
the State’s trading budget under the
NOx Budget Trading Program assigned
to non-EGUs, and restricts the collective
emissions from the State’s affected large
non-EGUs from exceeding the budget
during each control period. ADEM Rule
335-3-8-.71(6)(a) also states that
Alabama will conduct an annual review
of the actual NOx emissions to ensure
that the state budget has not been
exceeded. Further, in the event of an
exceedance, Alabama will submit a
revised SIP to EPA which compensates
for any potential budget shortfall and
ensures the state program budget is met
in all future years. ADEM Rule 335-3—
8-.71(6)(b) requires monitoring and
reporting of NOx emissions from
covered units according to the methods
specified in ADEM Rule 335-3-8-.72.
Other provisions of ADEM Rule 335-3—
8-.71 address definitions, recordkeeping
requirements, and liability.

ADEM Rule 335-3-8-.72, “NOx
Budget Program Monitoring and
Reporting,” requires all owners and
operators of covered NOx budget units
to implement a monitoring and
reporting system necessary to attribute
ozone season NOx mass emissions to
each individual NOx budget unit at the
source and provide a compliance
certification report following each ozone
season. ADEM Rule 335-3—8-.72(1)
requires units to monitor and report
ozone season NOx mass emissions
determined under one of the following
alternatives: (1) 40 CFR part 75; (2) NOx
CEMS, with a requirement to convert
the NOx concentration or NOx emission
rate derived from the CEMS to mass
emissions; or (3) the use of approved
emissions factors, with a requirement to
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convert the emission factors to mass
emissions. ADEM Rule 335—-3-8-
.72(1)(a) requires units to monitor and
report under Part 75 if required by any
other regulation or permit, and allows
any other unit to choose to report under
Part 75. ADEM Rules 335-3-8-.72(1)(b)
and 335-3-8-.72(1)(c) together provide
the requirements for units that are
required to, or choose to, operate a
CEMS outside of Part 75 requirements.
ADEM Rule 335-3-8-.72(1)(c) requires
NOx budget units operating a CEMS to
comply with any applicable monitoring
and reporting regulations, and outlines
the methods by which a NOx budget
unit shall calculate the NOx mass
emissions (in tons) for compliance
under the NOx Budget Program. ADEM
Rule 335-3-8-.72(1)(b) outlines
additional quality assurance and
compliance requirements for NOx
budget units that choose to operate a
CEMS. Last, ADEM Rule 335—3-8-
.72(1)(d) provides that any unit not
covered under ADEM Rule 335-3-8-
.72(1)(a), (b), or (c), must calculate NOx
mass emissions through the use of
emissions factors. In addition, ADEM
Rule 335-3-8-.72(1)(e) requires units to
submit a monitoring protocol to ADEM
for review and approval. For all
compliance options, ADEM Rule 335-3—
8-.72(2) requires units to submit their
ozone season NOx emissions to ADEM
as part of an annual compliance report
and certification no later than November
30th following each ozone season.

As discussed above, in order to
address the requirements of the NOx SIP
Call for sources that are not covered
under a CSAPR trading program for
ozone season NOx emissions, SIP
revisions must provide for enforceable
emissions limitations and require
emissions monitoring consistent with
the NOx SIP Call’s general
enforceability and monitoring
requirements.?2 In this notice, EPA is
proposing to find that ADEM Rule 335—
3-8-.71 meets the requirement under 40
CFR 51.121(f)(2) for enforceable limits
on the subject units’ collective
emissions of ozone season NOx mass
emissions. Thus, EPA is proposing to
approve ADEM rule 335-3-8-.71 into
the SIP.

Further, EPA is proposing to find that
ADEM Rule 335—-3-8-.72 meets the
State’s ongoing obligations under the
NOx SIP Call with respect to monitoring
to ensure compliance with required
limitations, with the following
exception. While ADEM Rule 335-3—8-
.72 generally addresses the State’s
ongoing obligations under the NOx SIP
Call with respect to monitoring, EPA

12 See 40 CFR 51.121(f)(2)(ii) and 51.121(i)(4).

identified one issue impacting
monitoring under ADEM’s rule.
Accordingly, on September 15, 2020,
ADEM sent a letter 13 requesting that
EPA conditionally approve ADEM Rule
335-3-8-.72 under CAA section
110(k)(4), as ADEM inadvertently added
stack testing requirements for units
choosing to operate a CEMS outside of
Part 75 requirements rather than for
units using emissions factors, as
intended. In that letter, ADEM also
commits to EPA that it will make a final
submission to EPA within twelve (12)
months of the grant of conditional
approval of the February 27, 2020
submittal to correct this stack testing
issue. Based on the State’s commitment
to submit a SIP revision addressing the
identified deficiency, EPA is proposing
to conditionally approve the February
27, 2020 submission, as clarified by the
State’s September 15, 2020 letter. If
Alabama meets its commitment to
submit a SIP revision addressing the
deficiency by 12 months from the date
of final approval of this action, ADEM
Rule 335-3-8-.72 will remain a part of
the SIP until EPA takes final action
approving or disapproving the new SIP
revision. However, if the State fails to
submit this revision on or before 12
months from the date of final approval
of this action, the conditional approval
will become a disapproval and EPA will
issue a notice to that effect. If the
conditional approval becomes a
disapproval, the disapproval triggers the
requirement for EPA to issue a federal
implementation plan (FIP) under CAA
section 110(c) to correct the deficiency.

2. Removal of NOx Budget Trading
Program and CAIR Trading Program
Regulations From Alabama’s SIP

EPA proposes to approve the removal
from the SIP of the State’s repealed NOx
Budget Trading Program and CAIR
trading program regulations. With
respect to the State’s NOx Budget
Trading Program regulations, removal
from the SIP would have no substantive
effect because EPA previously approved
the sunsetting of these regulations when
Alabama began to meet its ongoing NOx
SIP Call requirements for both EGUs
and large non-EGUs through its CAIR
regulations instead. With respect to the
State’s CAIR regulations, EPA proposes
to find removal from the SIP is
appropriate because the State’s ongoing
NOx SIP Call obligations for EGUs are
now being met through the State’s SIP-
approved CSAPR regulations, the State’s

13 See ADEM’s September 15, 2020, letter from
Lance R. LeFleur, Director, to Mary S. Walker,
Regional Administrator, US EPA Region 4, available
in the docket for this proposed action.

ongoing NOx SIP Call obligations for
non-EGUs would be met through the
rules proposed for approval into the SIP
in this action, as discussed above, and
EPA is no longer administering the
CAIR trading programs.

CAA section 110(1) provides that EPA
cannot approve a SIP revision if the
revision would interfere with any
applicable requirement concerning
attainment or reasonable further
progress (RFP), or any other applicable
requirement of the CAA. EPA generally
considers whether the SIP revision
would worsen, preserve, or improve the
status quo in air quality.

ADEM'’s February 27, 2020
submission seeks to remove the SIP-
approved portions of the state trading
program rules adopted to comply with
annual CAIR programs from Alabama’s
SIP because the CAIR annual programs
have been replaced by the CSAPR
annual programs. In addition, ADEM’s
February 27, 2020 submission seeks to
remove the SIP-approved portions of the
State’s trading program rules adopted to
comply with ozone season CAIR
programs from Alabama’s SIP because
the CAIR program has been replaced by
CSAPR for EGUs, and, if approved,
Alabama’s state control program would
address the outstanding NOx SIP Call
requirements for non-EGUs. With
respect to non-EGUs, ADEM’s February
27,2020 submission contains a
technical demonstration showing that
no increase in NOx ozone season
emissions is expected to result from the
removal of CAIR because the combined
potential to emit from non-EGU sources
remains below CAIR budget levels.

In this notice, EPA is proposing to
approve the removal of the CAIR-related
provisions from Alabama’s SIP because
removal of these provisions is
appropriate and consistent with all
applicable requirements, including 40
CFR 51.121 and CAA section 110(1). As
explained above, the D.C. Circuit
remanded CAIR to EPA in 2008;
however, the court left CAIR in place
while EPA worked to develop a new
interstate transport rule. CSAPR was
promulgated to respond to the Court’s
concerns and to replace CAIR. The
implementation of CSAPR was delayed
for several years beyond its originally
expected implementation timeframe of
2012, and therefore, the sunsetting of
CAIR was also deferred. CAIR was
implemented through the 2014
compliance periods and was replaced
by CSAPR on January 1, 2015. EPA
promulgated regulations to sunset the
CAIR trading programs and is no longer
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administering them.14 EPA
preliminarily concludes that approval of
the February 27, 2020 Alabama
submittal would not result in increased
NOx emissions, and therefore, would
have no impact on any requirements
related to attainment, reasonable further
progress (RFP), or any other NAAQS
requirements under the CAA. EPA
therefore proposes to approve the
removal of Alabama’s SIP provisions
related to CAIR.

ADEM further provided an analysis to
demonstrate that the monitoring
flexibilities comply with CAA section
110(1). Given that several of the original
large non-EGU sources are no longer
subject to the NOx SIP Call due to shut-
downs and that the remaining facilities,
through compliance with federal permit
restrictions, have potentials-to-emit that
are well below the NOx SIP Call budget
levels, accompanied by replacement
monitoring requirements sufficient to
ensure compliance with the unchanged
emissions requirements, this SIP
revision is not expected to result in
increases in emissions. EPA also
preliminarily concludes that Alabama’s
monitoring regulations related to the
NOx SIP Call will not interfere with
continued attainment of the NAAQS,
RFP, or any other applicable
requirement of the Clean Air Act.

3. Ministerial Change

EPA also proposes to approve into the
SIP ADEM'’s non-substantive
renumbering of the existing regulation
titled, “New Combustion Sources” from
Rule 335-3—-8—.14 to Rule 335-3-8-.05.

IV. Incorporation by Reference

In this document, EPA is proposing to
include in a final EPA rule regulatory
text that includes incorporation by
reference. In accordance with
requirements of 1 CFR 51.5, EPA is
proposing to incorporate by reference
Alabama Administrative Code Rule
335-3-8-.71, “NOx Budget Program,”
which reestablishes enforceable limits
on ozone season NOx mass emission for
certain units as required by EPA’s NOx
SIP Call regulations, and Rule 335-3—8—
.72, “NOx Budget Program Monitoring
and Reporting,” which establishes
alternative emission monitoring
requirements for the units, effective
April 13, 2020. Also in this document,
EPA is proposing to remove from the
SIP the State’s NOx Budget Trading
Program and CAIR trading program
regulations at 335-3—1-.14, 335-3—-1—
.16, 335—3—5—.06 through 335-3-5-.08,

1440 CFR 51.123(ff) and 52.35(f) (SIP and FIP
requirements related to NOx); 40 CFR 51.124(s) and
52.36(e) (SIP and FIP requirements related to SO,).

335-3-5—-.11 through 335—-3—-5—.14, 335—
3-8-.05 through 335—-3-8-.13, 335—3—-8—
.16 through 335—-3-8-.18, 335—-3-8-.20,
335—-3-8-.21, 335—-3-8-.23 through 335—
3-8-.27, 335-3-8-.29, 335-3-8-.30,
335—-3-8-.32, and 335—-3—-8—.33. EPA has
made, and will continue to make, the
SIP generally available through
www.regulations.gov and at the EPA
Region 4 Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).

V. Proposed Actions

EPA is proposing to approve
Alabama’s February 27, 2020 SIP
revision to Rule 335-3—-8-.71, “NOx
Budget Program,” into the SIP, and
conditionally approve Alabama’s
February 27, 2020 SIP revision to Rule
335—-3-8-.72, “NOx Budget Program
Monitoring and Reporting,” into the
SIP. In addition, EPA is proposing to
remove from the SIP the State’s NOx
Budget Trading Program and CAIR
trading program regulations within
Chapters 335-3-1, titled “General
Provisions,” 335—-3-5, titled “Control of
Sulfur Compound Emissions,” and 335—
3-8, titled “Control of Nitrogen Oxides
Emissions,” as identified earlier. EPA is
also proposing to update the SIP to
reflect the State’s renumbering of the
existing regulation titled ‘“New
Combustion Sources” from Rule 335-3—
8-.14 to Rule 335-3-8—.05.

VI. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
CAA and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, these proposed
actions merely propose to approve, or
conditionally approve, state law as
meeting Federal requirements and do
not impose additional requirements
beyond those imposed by state law. For
that reason, these proposed actions:

e Are not significant regulatory
actions subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Do not impose information
collection burdens under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

o Are certified as not having
significant economic impacts on a
substantial number of small entities

under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

e Do not contain any unfunded
mandates or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Do not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Are not economically significant
regulatory actions based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Are not significant regulatory
actions subject to Executive Order
13211 (66 FR 28355, May 22, 2001);

e Are not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Do not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved
to apply on any Indian reservation land
or in any other area where EPA or an
Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, these proposed actions
do not have tribal implications and will
not impose substantial direct costs on
tribal governments or preempt tribal law
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping
requirements, Sulfur oxides.

Authority: 42 U.S.C. 7401 et seq.

Dated: February 25, 2021.
John Blevins,
Acting Regional Administrator, Region 4.
[FR Doc. 2021-04324 Filed 3—2—21; 8:45 am]
BILLING CODE 6560-50-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R09-OAR-2020-0735; FRL—10020-
57-Region 9]

Air Plan Approval; Arizona; Miami
Copper Smelter Sulfur Dioxide Control
Measures

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to approve
revisions to the Arizona State
Implementation Plan (SIP). These
revisions concern emissions of sulfur
dioxide (SO,) from the copper smelter
in Miami, Arizona. We are proposing to
approve the rescission of two Arizona
Department of Environmental Quality
(ADEQ) Arizona Administrative Code
(A.A.C.) provisions from the Arizona
SIP that are no longer needed to regulate
this emission source under the Clean
Air Act (CAA or the “Act”’). We are
taking comments on this proposal and
plan to follow with a final action.
DATES: Comments must be received on
or before April 2, 2021.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R09-
OAR-2020-0735 at https://
www.regulations.gov. For comments

submitted at Regulations.gov, follow the
online instructions for submitting
comments. Once submitted, comments
cannot be edited or removed from
Regulations.gov. The EPA may publish
any comment received to its public
docket. Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. The EPA will generally not
consider comments or comment
contents located outside of the primary
submission (i.e., on the web, cloud, or
other file sharing system). For
additional submission methods, please
contact the person identified in the FOR
FURTHER INFORMATION CONTACT section.
For the full EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
https://www.epa.gov/dockets/
commenting-epa-dockets. If you need
assistance in a language other than
English or if you are a person with
disabilities who needs a reasonable
accommodation at no cost to you, please
contact the person identified in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT:
Kevin Gong, EPA Region IX, 75
Hawthorne St., San Francisco, CA
94105. By phone: (415) 972-3073 or by
email at gong.kevin@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,” “us”
and ‘“‘our” refer to the EPA.
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I. The State’s Submittal

A. Of what rule provisions did the State
request rescission?

Table 1 lists the rule provisions
addressed by this proposal with the
dates that they were adopted, submitted,
and approved. On March 10, 2020,
ADEQ submitted a formal request to the
EPA requesting that the EPA rescind
these provisions from the SIP.?

TABLE 1—RULE FOR WHICH RESCISSION FROM THE SIP IS REQUESTED

Local agency Citation

Rule title

Adopted SIP approval date

A.A.C. R18-2-715(F)(2)
and (H).

Standards of Performance for Existing Primary

Copper Smelters; Site-specific Requirements.

March 7, 2009 ....... September 23, 2014.

On September 10, 2020 the submittal
for the rescission of A.A.C. R18-2—
715(F)(2) and (H) was deemed by
operation of law to meet the
completeness criteria in 40 CFR part 51
appendix V, which must be met before
formal EPA review.

B. What was the purpose of the SIP-
approved rule provisions, and what is
the purpose of the State’s rescission
request?

ADEQ adopted A.A.C. R18-2—
715(F)(2) and (H) in order to establish
source-specific SO, emissions limits for
the copper smelter located in Miami,
Arizona (‘“Miami Smelter”’). ADEQ also
adopted compliance and monitoring

1 Letter from Daniel Czecholinski, Director, Air
Quality Division, ADEQ, to John Busterud, Regional
Administrator, EPA Region IX, RE: Miami SO,
Nonattainment Area State Implementation Plan

provisions for these limits in A.A.C.
R18-2-715.01. These provisions were
necessary to provide for attainment of
the 1971 National Ambient Air Quality
Standard (NAAQS), for which the
Miami area was designated
nonattainment in 1978.2 The State of
Arizona submitted regulations to the
EPA in 1979 and 1980 to reduce
emissions from criteria pollutant
sources in Miami and across the state.
The EPA approved these measures on
January 14, 1983, but found that further
analysis and control of smelter fugitive
emissions was needed.? The Miami
smelter operators submitted fugitive
emissions studies in the 1990s to better
estimate fugitive emissions during

Revision (undated; received by EPA on March 10,
2020).

2The Miami SO, NAA (nonattainment area)
initially included all of Gila County (43 FR 8968,
March 3, 1978), but its boundaries were later

typical operation to eventually
determine maximum emissions. This
analysis resulted in the implementation
of further control measures and
emission limits at the Miami Smelter to
provide for attainment of the 1971 SO,
NAAQS. On November 1, 2004, the EPA
approved rules R18-2-715 (sections F,
G, and H), R18-2-715.01 and R18-2—
715.02, which codified these new
requirements.4 In 2007, the EPA

revised to include only the nine townships in and
around Miami (44 FR 21261, April 10, 1979).

348 FR 1717. These provisions were codified
within A.A.C. R9-3-515, which was the
predecessor to A.A.C. R18-2-715.
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redesignated the Miami area to
attainment for the 1971 NAAQS.5

In 2010, the EPA promulgated a new
1-hour SO, NAAQS, and
simultaneously established provisions
for revoking the 1971 SO, NAAQS.¢ The
EPA designated the Miami area as
nonattainment for the 2010 SO, NAAQS
in 2013.7 ADEQ submitted a new SO,
attainment plan and rule for Miami
(R18-2—C1302) in 2017 to comply with
CAA requirements for 2010 SO»
nonattainment areas. ADEQ also
submitted new transitional provisions
in A.A.C. R18-2-715(I) and R18-2—
715.01(V) in order to sunset the existing
rule provisions upon the effective date
of R18-2-B1302, which regulates SO»
emissions from the copper smelter in
Hayden, Arizona along with the
provisions for Miami, Arizona in R18—
2—-(C1302.

The EPA approved A.A.C. R18-2—
C1302 into the Arizona SIP on
November 14, 2018,8 and approved the
Miami SO, attainment plan on March
12, 2019.92 However, we have not yet
proposed to act on the transitional
provisions in A.A.C. R18-2-715(I) and
R18-2-715.01(V). As explained in our
recent final limited approval and
limited disapproval of R18—-2-B1302
(“Limits on SO, Emissions from the
Hayden Smelter”) “because the
transitional provisions that apply to
Hayden and Miami are inseverable from
one another (i.e., both are contained
within a single paragraph within R18—
2-715(1) and R18—-2-715.01(V)), we
cannot separately approve the
transitional provisions for Miami
without also approving the provisions
for Hayden, which is prohibited by CAA
section 110(1).” 10 Therefore, the Miami
smelter remains subject to the emission
limits in R18-2-715(F)(2) and (H) and
associated requirements in R18-2—
715.01.

ADEQ is requesting that EPA rescind
R18-2-715(F)(2) and (H) from the
Arizona SIP in order to remove the
emissions limits and associated
requirements that were established to
meet the now-revoked 1971 SO,
NAAQS. In support of this request,
ADEQ submitted a demonstration of
how rescission of these provisions from

469 FR 63324. The EPA later approved minor
revisions to A.A.C. R18-2-715. 79 FR 56655
(September 23, 2014).

572 FR 3061 (January 24, 2007).

675 FR 35520 (June 22, 2010).

778 FR 47191 (August 5, 2013; effective October
4, 2013). This action also established an effective
date for revocation of the 1971 SO> NAAQS in the
Miami area of October 4, 2014. See 40 CFR 50.4(e).

883 FR 56736.

984 FR 8813.

1085 FR 70483, 70485 (November 5, 2020).

the SIP would comply with applicable
CAA requirements.1?

II. The EPA’s Evaluation and Action

A. How is the EPA evaluating the
request for rescission?

Once a rule has been approved as part
of a SIP, the rescission of that rule from
the SIP constitutes a SIP revision. To
approve such a revision, the EPA must
determine whether the revision meets
relevant CAA criteria for stringency, and
complies with restrictions on relaxation
of SIP measures under CAA section
110(1), and the General Savings Clause
in CAA section 193 for SIP-approved
control requirements in effect before
November 15, 1990.

Stringency: CAA section 172(c)(1)
requires that SIPs for nonattainment
areas provide for the implementation of
all reasonably available control
measures (RACM), including any
reasonably available control technology
(RACT), in order to provide for
attainment of the NAAQS.

Plan Revisions: States must
demonstrate that SIP revisions would
not interfere with attainment,
reasonable further progress (RFP) or any
other applicable requirement of the
CAA under the provisions of CAA
section 110(1). Therefore, consistent
with CAA section 110(l) requirements,
ADEQ must demonstrate that the
rescission of R18—-2-715(F)(2) and (H)
from the SIP would not interfere with
attainment and RFP of the NAAQS or
any other applicable CAA requirement.

General Savings Clause: CAA section
193 prohibits the modification of any
control requirement in effect, or
required to be adopted by an order,
settlement agreement or plan in effect
before November 15, 1990, in areas
designated as nonattainment for an air
pollutant unless the modification
ensures equivalent or greater emission
reductions of the relevant pollutant.

B. Does the rule rescission meet the
evaluation criteria?

The EPA previously determined that
R18-2-C1302 and the Miami SO,
attainment plan meet the requirements
for RACM/RACT for the Miami 2010
SO, nonattainment area.?2 We have also
found that the emissions limits in R18—

11 “State Implementation Plan Revision; Miami
SO; Nonattainment Area Demonstration of
Compliance with Clean Air Act Sections 110(1) and
193 for the 2010 SO, National Ambient Air Quality
Standards,” dated February 27, 2020.

12EPA, “Technical Support Document for the
EPA’s Rulemaking for the Arizona State
Implementation Plan; Arizona Administrative Code,
Title 18, Chapter 2, Article 13, Part B—Hayden,
Arizona, Planning Area, R18-2—-B1302—Limits on
SO; Emissions from the Hayden Smelter,” April

2—C1302 are more stringent than those
in R18-2-715.13 In particular, the 30-
day rolling average emission limit of
142.45 pounds per hour (Ib/hr) in R18—
2—C1302(C), which covers both stack
and fugitive emissions, is far more
stringent than the annual average limit
of 2,420 Ib/hr for combined stack and
fugitive emissions in R18-2-715(H).
The 142.45 1b/hr limit in R18-2-C1302
is also clearly more stringent than
annual average emission limit of 604 1b/
hr and 3-hour limits of 712—8,678 1b/
hr for stack emissions in R18—-2—
715(F)(2).

We also note that while ADEQ is not
requesting rescission of the compliance
and monitoring requirements in R18-2—
715.01, the removal of R18—2-715(F)(2)
and (H) from the SIP would effectively
render the provisions of R18-2-715.01
inapplicable to the Miami smelter.1¢ We
find that the nullification of these
provisions with respect to the Miami
smelter would not interfere with any
CAA requirements because the Miami
smelter is already required to comply
with the more prescriptive requirements
for compliance and monitoring in R18—
2—-C1302(E).

For the foregoing reasons, we propose
to find that the rescission of R18-2—
715(F)(2) and (H) from the Arizona SIP
would not interfere with any CAA
requirements and would therefore
comply with CAA section 110(1). We
also propose to find that our prior
approval of R18-2—C1302 ensures
equivalent or greater emission
reductions of SO, than the rescission of
R18-2-715(F)(2) and (H) and therefore
satisfies the requirements of CAA
section 193.

C. Public Comment and Proposed
Action

As authorized in section 110(k)(3) of
the Act, the EPA proposes to approve
the rescission of R18—2-715(F)(2) and
(H) from the Arizona SIP because these
provisions are no longer needed to meet
any CAA requirement and rescission
would comply with CAA sections 110(1)
and 193. We will accept comments from
the public on this proposal until April
2, 2021. If we take final action to
approve the rule rescission, our final
action will rescind these provisions
from the federally enforceable SIP.

2020 (“Rule B1302 TSD”’), 10 —12; 84 FR 8813,
March 12, 2019.

13Rule B1302 TSD, 12-13.

14 The Hayden Smelter will remain subject to the
applicable requirements of both R18-2-715 and
R18-2-715.01 until we take action to remove those
requirements from the SIP or approve the
transitional provisions in A.A.C. R18-2-715(I) and
R18-2-715.01(V) into the SIP.
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IIL. Incorporation by Reference

In this document, the EPA is
proposing to amend regulatory text that
includes incorporation by reference.
The EPA is proposing to remove R18—
2—715(F)(2) and (H) as described in
Table 1 of this preamble from the
Arizona State Implementation Plan,
which is incorporated by reference in
accordance with the requirements of 1
CFR part 51.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions, the
EPA’s role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. Accordingly, this
proposed action merely proposes to
approve state law as meeting federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this proposed action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide the EPA with the
discretionary authority to address

disproportionate human health or
environmental effects with practical,
appropriate, and legally permissible
methods under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, the SIP is not approved
to apply on any Indian reservation land
or in any other area where the EPA or
an Indian tribe has demonstrated that a
tribe has jurisdiction. In those areas of
Indian country, the rule does not have
tribal implications and will not impose
substantial direct costs on tribal
governments or preempt tribal law as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).

List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Reporting and recordkeeping
requirements, Sulfur dioxide.
Authority: 42 U.S.C. 7401 et seq.

Dated: February 18, 2021.
Deborah Jordan,
Acting Regional Administrator, Region IX.
[FR Doc. 2021-03753 Filed 3—2-21; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 1 and 63

[IB Docket No. 16—155; DA 20-1545; FRS
17408]

International Bureau Seeks Comment
on Standard Questions for Applicants
Whose Applications Will Be Referred
to the Executive Branch for Review
Due to Foreign Ownership

AGENCY: Federal Communications
Commission.

ACTION: Proposed rules.

SUMMARY: In this document, the
International Bureau seeks comment on
a set of standardized national security
and law enforcement questions
(Standard Questions) that proponents of
certain applications and petitions
involving reportable foreign ownership
will be required to answer as part of the
application review process and whose
application and petition will be referred
to the Executive Branch.

DATES: Comments are due April 2, 2021.
Reply comments are due April 19, 2021.
ADDRESSES: You may submit comments,
identified by IB Docket No. 16-155, by
any of the following methods:

e Electronic Filers: Comments may be
filed electronically using the internet by
accessing the ECFS: http://www.fcc.gov/
ecfs/.

e Paper Filers: Parties who choose to
file by paper must file an original and
one copy of each filing. If more than one
docket or rulemaking number appears in
the caption of this proceeding, filers
must submit two additional copies for
each additional docket or rulemaking
number.

Filings can be sent by commercial
overnight courier, or by first-class or
overnight U.S. Postal Service mail. All
filings must be addressed to the
Commission’s Secretary, Office of the
Secretary, Federal Communications
Commission.

e Commercial overnight mail (other
than U.S. Postal Service Express Mail
and Priority Mail) must be sent to 9050
Junction Drive, Annapolis Junction, MD
20701.

e U.S. Postal Service first-class,
Express, and Priority mail must be
addressed to 45 L Street NE,
Washington, DC 20554.

¢ Effective March 19, 2020, and until
further notice, the Commission no
longer accepts any hand or messenger
delivered filings. This is a temporary
measure taken to help protect the health
and safety of individuals, and to
mitigate the transmission of COVID-19.

See FCC Announces Closure of FCC
Headquarters Open Window and
Change in Hand-Delivery Policy, Public
Notice, 35 FCC Rcd 2788 (2020), https://
www.fcc.gov/document/fcc-closes-
headquarters-open-window-and-
changes-hand-delivery-policy.

People with Disabilities. To request
materials in accessible formats for
people with disabilities (Braille, large
print, electronic files, audio format),
send an email to fec504@fcc.gov or call
the Consumer and Governmental Affairs
Bureau at 202—418-0530 (voice), 202—
418-0432 (tty).

In addition, filers should provide one
copy of each filing to each of the
following:

(1) Arthur Lechtman, Attorney,
Telecommunications and Analysis
Division, International Bureau, at
Arthur.Lechtman@fcc.gov, and

(2) David Krech, Associate Division
Chief, Telecommunications and
Analysis Division, International Bureau,
at David.Krech@fcc.gov.

FOR FURTHER INFORMATION CONTACT:
Arthur Lechtman, International Bureau,
Telecommunications and Analysis
Division, at (202) 418—-1465. For
information regarding the Paperwork
Reduction Act (PRA) information
collection requirements contained in the
PRA, contact Cathy Williams, Office of
Managing Director, at (202) 418-2918 or
Cathy.Williams@fcc.gov.
SUPPLEMENTARY INFORMATION: This is a
summary of the Public Notice, DA 20—


http://www.fcc.gov/ecfs/
http://www.fcc.gov/ecfs/
mailto:Arthur.Lechtman@fcc.gov
mailto:Cathy.Williams@fcc.gov
mailto:David.Krech@fcc.gov
mailto:fcc504@fcc.gov
https://www.fcc.gov/document/fcc-closes-headquarters-open-window-and-changes-hand-delivery-policy
https://www.fcc.gov/document/fcc-closes-headquarters-open-window-and-changes-hand-delivery-policy
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1545, released on December 30, 2020.
The full text of this document is
available on the Federal
Communications Commission’s website
at https://www.fcc.gov/document/
standard-questions-applications-
referred-executive-branch.

Supplemental Initial Regulatory
Flexibility Analysis

As required by the Regulatory
Flexibility Act of 1980, as amended
(RFA), the International Bureau has
prepared a Supplemental Initial
Regulatory Flexibility Analysis
(Supplemental IRFA) of the possible
significant economic impact on small
entities of the proposals addressed in
this Public Notice to supplement the
Federal Communications Commission’s
(Commission) Final Regulatory
Flexibility Analyses completed in the
Executive Branch Review Order, 85 FR
76360 (Nov. 27, 2020).

Synopsis

By this Public Notice, the
International Bureau (Bureau) seeks
comment on a set of standardized
national security and law enforcement
questions (Standard Questions) that
proponents of certain applications and
petitions involving reportable foreign
ownership will be required to answer as
part of the review process. In the
Executive Branch Review Order, ! the
Commission adopted rules and
procedures to facilitate a more
streamlined and transparent review
process for coordinating these
applications and petitions with the
Executive Branch agencies (the
Departments of Justice, Homeland
Security, Defense, State, and Commerce,
as well as the U.S. Trade
Representative) for any national
security, law enforcement, foreign
policy, or trade policy issues. The
Commission refers applications for
international section 214 authorizations
and submarine cable licenses and
applications to assign, transfer control
or modify such authorizations and
licenses where the applicant has
reportable foreign ownership, and all
petitions for section 310(b) foreign
ownership rulings.

To expedite the Executive Branch
agencies’ review of such applications
and petitions, applicants and petitioners
will provide responses to the Standard
Questions directly to the Committee for

1 Process Reform for Executive Branch Review of
Certain FCC Applications and Petitions Involving
Foreign Ownership, IB Docket No. 16-155, Report
and Order, 85 FR 76360 Nov. 27, 2020, 35 FCC Rcd
10927 (2020) (Executive Branch Review Order);
Erratum (Appendix B—Final Rules), 35 FCC Rcd
13164 (OMD/IB 2020).

the Assessment of Foreign Participation
in the United States
Telecommunications Services Sector
(Committee) prior to or at the same time
that they file applications or petitions
with the Commission. The Commission
adopted five categories of information to
be provided by an applicant or
petitioner: (1) Corporate structure and
shareholder information; (2)
relationships with foreign entities; (3)
financial condition and circumstances;
(4) compliance with applicable laws and
regulations; and (5) business and
operational information, including
services to be provided and network
infrastructure. The Commission directed
the International Bureau (Bureau) to
develop, solicit comment on, and make
available on a publicly available website
the Standard Questions that will elicit
the information needed by the
Committee within those categories of
information. The Bureau will also
maintain and update the Standard
Questions, as needed.

We seek comment on the Standard
Questions set out in each of the
following Appendices, which are
identified by the type of application or
petition. The Standard Questions are
based upon current questionnaires used
by the Committee to obtain information
from applicants and petitioners.

e Appendix A—Standard Questions
for an International Section 214
Authorization Application. Standard
Questions for an international section
214 authorization application filed
pursuant to 47 CFR 63.18, including a
modification of an existing
authorization;

e Appendix B—Standard Questions
for an Application for an Assignment or
Transfer of Control of an International
Section 214 Authorization. Standard
Questions for an assignment or transfer
of control of an international section
214 authorization application filed
pursuant to 47 CFR 63.24;

e Appendix C—Standard Questions
for Submarine Cable Landing License
Application. Standard Questions for a
cable landing license application filed
pursuant to 47 CFR 1.767 including a
modification of an existing license;

o Appendix D—Standard Questions
for an Application for Assignment or
Transfer of Control of a Submarine
Cable Landing License. Standard
Questions for an assignment or transfer
of control of a cable landing license
application filed pursuant to 47 CFR
1.767;

o Appendix E—Standard Questions
for Section 310(b) Petition for
Declaratory Ruling Involving a
Broadcast Licensee. Standard Questions
for a petition for declaratory ruling for

foreign ownership in a broadcast
licensee above the benchmark in section
310(b)(4) of the Communications Act
(the Act) filed pursuant to 47 CFR
1.5000-1.5004;

e Appendix F—Standard Questions
for Section 310(b) Petition for
Declaratory Ruling Involving a Common
Carrier Wireless or Common Carrier
Earth Station Licensee. Standard
Questions for a petition for declaratory
ruling for foreign ownership in a
common carrier wireless or common
carrier earth station licensee above the
benchmarks in section 310(b)(3) or
310(b)(4) of the Act filed pursuant to 47
CFR 1.5000-1.5004; and

e Appendix G—Personally
Identifiable Information (PII)
Supplement. All of the Standard
Questions reference this supplement to
assist the Committee in identifying PII.

We seek comment on the questions in
each of the Appendices. If needed, to
help clarify the questions for applicants
and petitioners, we ask that commenting
parties provide specific suggested
changes to the language of the
questions. We seek comment on
whether there are questions that are not
necessary or if there are any questions
that we should include to help expedite
the review process. We ask parties for
comment on the definitions of key terms
that are used in the Appendices, such as
“corporate officers” and ‘“‘senior-level”
officers as well as “remote access” and
“managed services.” We seek comment
on how often, and under what
circumstances, the Bureau should
reevaluate the Standard Questions.
Finally, we seek comment on how long
it would take applicants to fill out each
questionnaire.

After we review and consider the
comments received on the Standard
Questions, we will issue an Order
addressing the comments and will seek
approval for the Standard Questions
under the Paperwork Reduction Act. We
will issue a Public Notice informing the
public of the effective date of the
Standard Questions. Following Public
Notice of the effective date, the
Standard Questions will be made
available on the Commission’s website
and all parties filing applications or
petitions subject to Executive Branch
referral will be required to submit
answers to the Standard Questions to
the Committee prior to or at the same
time that they file the application or
petition with the Commission. Until
that time, the Committee will continue
to send its own questions to the
applicant or petitioner upon the
Commission’s referral of the application
or petition.


https://www.fcc.gov/document/standard-questions-applications-referred-executive-branch
https://www.fcc.gov/document/standard-questions-applications-referred-executive-branch
https://www.fcc.gov/document/standard-questions-applications-referred-executive-branch

12314

Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Proposed Rules

Supplemental Initial Regulatory
Flexibility Analysis

Pursuant to the Regulatory Flexibility
Act of 1980, as amended (RFA),2 we
have prepared this Supplemental Initial
Regulatory Flexibility Analysis
(Supplemental IRFA) of the possible
significant economic impact on small
entities of the proposals addressed in
this Public Notice to supplement the
Commission’s Final Regulatory
Flexibility Analyses completed in the
Executive Branch Review Order.3
Written public comments are requested
on this Supplemental IRFA. Comments
must be identified as responses to the
Supplemental IRFA and must be filed
by the same deadline for comments
specified on the first page of this Public
Notice. We will send a copy of this
Public Notice, including this
Supplemental IRFA, to the Chief
Counsel for Advocacy of the Small
Business Administration (SBA).4

This Public Notice sets forth the
specific proposed “Standard Questions”
for applications and petitions prescribed
by the Executive Branch Review Order.
As noted in the Initial and Final
Regulatory Flexibility Analyses
associated with that proceeding,
standardizing these questions should
improve the timeliness and
transparency of the Executive Branch
review process, thereby lessening the
burden on all applicants and
petitioners, including small entities.
That order specified that the Standard
Questions should include the following
categories of information: (1) Corporate

25 U.S.C. 603. The RFA, 5 U.S.C. 601-612, has
been amended by the Small Business Regulatory
Enforcement Fairness Act of 1996, Public Law 104—
121, 110 Stat. 857 (1996).

3 Executive Branch Review Order, 35 FCC Rcd at
10990-11000, App. C.

4 See 5 U.S.C. 603(a).

structure and shareholder information;
(2) relationships with foreign entities;
(3) financial condition and
circumstances; (4) compliance with
applicable laws and regulations; and (5)
business and operational information,
including services to be provided and
network infrastructure. The proposed
Standard Questions constitute the more
specific implementation of the
requirements set forth in the Executive
Branch Review Order and are fully
consistent therewith, and as directed by
the Commission in that order take due
account of the sample questions
previously made available in this docket
and the comments provided to the
Commission thereon. Initial and Final
Regulatory Flexibility Analyses were
incorporated into the Executive Branch
Review Order and the notice of
proposed rulemaking associated with
that order. In this Public Notice, we
hereby incorporate by reference the
descriptions and estimates of the
number of small entities, as well as the
associated analyses, set forth therein.

A copy of this Public Notice,
including the Supplemental Initial
Regulatory Flexibility Analysis, shall be
sent to the Chief Counsel for Advocacy
of the Small Business Administration.

Ex Parte Information

This proceeding shall be treated as a
“permit-but-disclose” proceeding in
accordance with the Commission’s ex
parte rules. Persons making ex parte
presentations must file a copy of any
written presentation or a memorandum
summarizing any oral presentation
within two business days after the
presentation (unless a different deadline
applicable to the Sunshine period
applies). Persons making oral ex parte
presentations are reminded that
memoranda summarizing the

presentation must (1) list all persons
attending or otherwise participating in
the meeting at which the ex parte
presentation was made, and (2)
summarize all data presented and
arguments made during the
presentation. If the presentation
consisted in whole or in part of the
presentation of data or arguments
already reflected in the presenter’s
written comments, memoranda, or other
filings in the proceeding, the presenter
may provide citations to such data or
arguments in his or her prior comments,
memoranda, or other filings (specifying
the relevant page and/or paragraph
numbers where such data or arguments
can be found) in lieu of summarizing
them in the memorandum. Documents
shown or given to Commission staff
during ex parte meetings are deemed to
be written ex parte presentations and
must be filed consistent with section
1.1206(b) of the Commission’s rules. In
proceedings governed by section 1.49(f)
of the Commission’s rules or for which
the Commission has made available a
method of electronic filing, written ex
parte presentations and memoranda
summarizing oral ex parte
presentations, and all attachments
thereto, must be filed through the
electronic comment filing system
available for that proceeding, and must
be filed in their native format (e.g., .doc,
.xml, .ppt, searchable .pdf). Participants
in this proceeding should familiarize
themselves with the Commission’s ex
parte rules.

Federal Communications Commission
Troy Tanner,
Deputy Chief, International Bureau.

Note: The following appendices will not
appear in the Code of Federal Regulations.

BILLING CODE 6712-01-P
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Appendix A

Standard Questions for an
International Section 214 Authorization Application

Applicant:
FCC File Number(s):

Purpose: This list of standard questions solicits the initial information that the Committee for
the Assessment of Foreign Participation in the United States Telecommunications Services
Sector (Committee) will review in connection with any referral of the above-referenced
application by the Federal Communications Commission (FCC) in order to assess any national
security and law enforcement concerns raised by the application. After review, the Committee
may request additional information, including through tailored questions. The 120-day initial
review period will typically start on the date the Chair of the Committee determines that your
responses to these standard questions and any tailored questions, when required, are complete. If
the Committee determines no tailored questions are necessary, the 120-day initial review period
will start no more than 30 days after the FCC's referral, on the date the Committee informs the
FCC that the responses to the standard questions are complete and that no tailored questions are
required. If you fail to provide timely responses to any Committee requests for information, the
Committee may recommend that the FCC dismiss the application without prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47
CFR 1.40003 and any subsequent requests for information by the Committee may be shared and
used in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Complete all Sections: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and its security-
related practices, and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services the
Applicant will be offering should the FCC grant those authorities. Accordingly, in answering
the “Section V: Applicant’s Services” questions and “Section VI: Applicant Services
Portfolio Checklist and Reference Questions,” the Applicants must file complete and
accurate responses and identify all switches, routing equipment, and all services offered in
retail markets.

2) Identify Sensitive Information: Specifically identify answers or documents for which a
claim of privilege or confidentiality is asserted based on the information containing trade
secrets or commercial or financial information. If there are multiple applicants, each
applicant should also clearly mark any answers or documents that contain sensitive
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3)

4)

5)

6)

7)

8)

information that should not be disclosed to the other applicants. Personally Identifiable
Information (PI1) may be submitted in a separate attachment. The PII Supplement is
Appendix G.

Response Format: Uniquely and sequentially Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates number
must be a unique, consistently formatted identifier;, the number of digits in the numeric
portion of the format should not change in subsequent productions, if any, nor should spaces,
hyphens, or other separators be added or deleted. Produce any Excel documents in native
format (if desired, you may also produce a PDF version for record keeping purposes).

Individuals’ Names: For names that follow different naming conventions, such as the use
of surnames as first names (e.g., Korean names), or the use of mother's last name as one of
two last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes, write
“Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working, or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership,
equipment, and Communications Assistance for Law Enforcement Act (CALEA)
compliance.

Definitions — These terms, as used in this questionnaire, have the following definitions:

e A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the Applicant/Licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 30% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing 50% or greater of the board of directors
or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the Licensee; or playing an integral
role in management decisions. In the case of a consortium, each member of the
consortium shall be considered to have a Controlling Interest in the consortium.

o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.
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o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
words, the Immediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.

o An Entity or Individual with an “Ownership Interest” is any Entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” and the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto controlling interests, for which equity and/or voting ownership
may be below 5%.

“Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity.

“Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant/Licensee.

“Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant.

The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United
States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facto or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.
“Individual” refers to a natural person, as distinguished from an Entity.

“Managed Services” or “Enterprise Services” refers to the provision of a complete, end-
to-end communications solution to customers.

A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the Ultimate Parent/Owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e., all entities that exist in the ownership structure
between the Applicant itself and its Ultimate Parent).

“Remote Access” is access from a point that is not physically co-located with the
Applicant’s network facilities, or that is not at a point within the Applicant’s network.
“Senior Officer” refers to the Chief Executive Officer, President, Chief Financial Officer,
Chief Information Officer, Chief Technical Officer, Chief Operating Officer, or any other
similarly situated Individual that has actual or apparent authority to act on behalf of the
Entity.
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Section I: Identification of Applicant

1) Provide the Applicant’s name, address, principal place of business, and place of
incorporation.

Section II: Applicant’s Ownership

2) Identify each Individual or Entity that holds an Ownership Interest in the Applicant,
specifically identifying any foreign Entities or Foreign Government-controlled entities,
including the ultimate parent owner of the Applicant and any other Individuals/Entities
holding an Ownership Interest in the chain of ownership.

a) For each such Individual or Entity with Ownership Interest in Applicant, include a clear
explanation of its involvement in the Applicant, including whether it will have a
management role.

b) For each such Individual or Entity with an Ownership Interest in Applicant, provide all
identifying information, as follows:

i)

For Individuals, provide the name (including all names and aliases used by that
person), country of citizenship (indicate whether the individual is a dual citizen and
all countries where citizenship is held), date and place of birth, U.S. alien number
(indicate if individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and
country), all residence addresses, all business addresses and all phone numbers.
Personally Identifiable Information (PII) may be provided in Appendix G, a PII
Supplement.

For Entities, provide country of incorporation (if the United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm, etc.), all business addresses, email addresses, and related
phone numbers.

Section III: Applicant Details

3) Does the Applicant have existing (or planned) relationships/partnerships (formal or
informal), funding or service contracts, directly or indirectly, with any foreign Individuals,
foreign companies, Foreign Governments, and/or any Foreign Government-controlled
companies?

4

Yes |:| No |:|

If yes, indicate whether the relationship/partnership includes a management role by any
foreign Individuals, foreign companies or Foreign Governments. Provide the name(s) of the
foreign Individuals, foreign companies and Foreign Governments and explain the nature of

the relationship/partnership, including whether the relationship/partnership currently exists

and/or is intended to continue in the future.

Identify the total number of current employees, and planned number of employees for the
Applicant for the next 12 months.
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6)

7)

8)

9)

Does the Applicant currently operate or plan to operate a website?

Yes|:| No|:|

If yes, provide all URL addresses for any current or known future company websites and
describe whether the information in the website is up to date.

Has the Applicant, any Entity with an Ownership Interest in the Applicant, or any of the
Applicant’s Corporate Officers, Senior Officers or Directors been involved in bankruptcy
proceedings, or any other legal proceeding undertaken for the purpose of liquidating,
reorganizing, refinancing, or otherwise seeking relief from all or some of the Applicant’s or
its parent’s debts, in any jurisdiction over the past 5 years?

Yes |:| No |:|
If yes, provide details.

Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any
Individual/Entity with an Ownership Interest in the Applicant ever been involved or
associated with a previous application to the FCC?

Yes |:| No |:|
If yes, provide application identifying information.

Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any
Individual/Entity with an Ownership Interest in the Applicant ever been involved or
associated with a previous filing with the Committee on Foreign Investment in the United
States (CFIUS)?

Yes[ | No[]
If yes, provide filing identifying information.
Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any

Individual/Entity with an Ownership Interest in the Applicant ever been blocked, sanctioned,
penalized, or had an authorization or other permission revoked/terminated by the FCC?

Yes[ | No[]

If yes, provide details.

10) Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any

Individual/Entity with an Ownership Interest in the Applicant ever been blocked, sanctioned,
penalized, or had an authorization or other permission prohibited, suspended, or revoked by
CFIUS?

Yes |:| No |:|

If yes, provide details.

11) Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any

Individual/Entity with an Ownership Interest in the Applicant, ever been convicted of any
felony (an offense carrying a maximum potential sentence of a term of imprisonment of more
than a year) in the United States or any other country? This includes any settlements or
negotiated resolutions, non-prosecution agreements, or deferred prosecution agreements.
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Yes |:| No |:|

If yes, provide details, including name(s) of the Individual and/or Entity involved, dates,
offenses, jurisdiction/court, and sentence.

12) Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any
Individual/Entity with an Ownership Interest in the Applicant, ever been subject to any
criminal, administrative, or civil penalties imposed for violating the regulations of the FCC,
the U.S. Department of State, U.S. Department of the Treasury (including, but not be limited
to, the Internal Revenue Service, Office of Foreign Assets Control, Financial Crimes
Enforcement Network (FinCEN), or the Office of the Comptroller of the Currency), U.S.
Department of Energy, U.S. Department of Commerce, U.S. Federal Trade Commission,
U.S. Securities and Exchange Commission, U.S. Environmental Protection Agency, the
World Bank Group, or the U.S. Commodity Futures Trading Commission, or for violating
the regulations of any comparable state or foreign agency? This includes any settlements or
negotiated resolutions, non-prosecution agreements, or deferred prosecution agreements.
Yes |:| No |:|

If yes, provide details, including name(s) of the Individual and/or Entity involved, dates,
violations, agency, penalty, and if a fine was imposed, status of payment.

13) Has the Applicant, any investor with an Ownership Interest in the Applicant, any of its
Corporate Officers, or any associated foreign entities, ever been on the Specially Designated
Nationals And Blocked Persons List (SDN List), the BIS Unverified List or Entity List in 15
CFR part 744, or equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|

If yes, describe in detail, including providing the specific category of list, the name of the
Individual or Entity placed on the list, the date the Individual or Entity was placed on the list,
and the factual circumstances underlying the reason for the Individual or Entity being placed
on the list.

14) Has the Applicant, any Corporate Officers, Senior Officers, Directors, or any
Individual/Entity with an Ownership Interest in the Applicant, ever been investigated,
arraigned, arrested, indicted or convicted of any of the following:

a) Criminal violations of U.S. law, including espionage-related acts or criminal violations of
the International Trade in Arms Regulations (ITAR) or the Export Administration
Regulations (EAR)?

Yes |:| No |:|

b) Deceptive sales practices, violations of the Consumer Fraud Act and regulations, and/or
other fraud or abuse practices whether pursuant to Federal, state, or local law?
Yes |:| No |:|

¢) Violations of Federal, state, or local law in connection with the provision of
telecommunications services, equipment and/or products and/or any other practices
regulated by the Telecommunications Act of 1996 and/or by state public utility
commissions?

Yes |:| No |:|
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If yes to any of the above, describe in detail, including name(s) of Corporate Officers and
Senior Officers involved, date(s), and current status or final disposition of matter, including
any terms of settlement. Provide any available supporting documentation.

Section IV: Applicant Operations

15) Has the Applicant been operational over the course of the current or previous year?
Yes [ | No[ ]

If yes, answer the following:
a) Provide separately for each year its gross revenue.
b) Provide separately for each year the Cost of Goods Sold (COGS).

¢) What was the total amount of COGS allocated for telecommunications equipment and
service types?

d) Describe the customer base of the Applicant (business, residential, carrier, enterprise).

e) Describe, for all services provided to each category of customer (e.g., enterprise,
residential, carrier, etc.):

i. Total number of subscribers;
ii. Total annual gross revenue for preceding fiscal year; and
iii. Percentage of total gross revenue per category of customer for preceding fiscal year.

16) List all expected and actual Federal, state, and local government customers including
pursuant to any classified contracts and include a description of all services to be provided, or
services that are currently being provided, to such customers.

17) Name each of the Applicant’s Senior Officers and Directors and for each provide the
following:

a) Explain the nature and extent of each Senior Officer’s or Director’s involvement in the
Applicant; and

b) Provide the countries of citizenship, date and place of birth, U.S. alien number (indicate
whether the individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and country),
all residence addresses, all business addresses and all phone numbers. P1l may be
provided in Appendix G.

18) Identify the Senior Officer or employee (who is a U.S. citizen residing in the United States
with an active security clearance or who is eligible to obtain one) who will be the Applicant’s
authorized law enforcement point of contact responsible for accepting and responding to
requests or compulsory processes from U.S. law enforcement or other U.S. government
agencies.
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a)

Explain the Individual’s relationship to the Applicant and provide name, all countries of
citizenship, date and place of birth, U.S. social security number, all passport identifying
information (including number and country), all residence addresses, all business
addresses and all phone numbers. Also identify whether the Individual has an active U.S.
Government security clearance. PII may be provided in Appendix G.

19) Identify whether, if required by law, regulation or license condition, the Applicant will report
to the appropriate law enforcement agencies, immediately upon discovery:

a)

b)

<)

d)

Any act of compromise of a lawful interception of communications?

Yes [ | No[ ]

Any unauthorized access to customer information and/or call-identifying information?

Yes |:| No |:|

Any artificially inflated or fraudulent call traffic detected on your network?

Yes [ | No[ ]

Any felony (an offense carrying a maximum potential sentence of a term of
imprisonment of more than a year) conviction, U.S. or foreign, of the Applicant or its
officers/directors, or any Individual/Entity Ownership Interest in the Applicant?

Yes [ | No[ ]

Any act of unlawful electronic surveillance that occurred on its premises or via electronic
systems under its control?

Yes [ | No[ ]

20) Will the Applicant store and/or maintain any U.S. communications content, transactional
data, call-associated data, billing records or other subscriber information?

Yes[ | No[ |

If yes, answer the following:

a)

b)

<)

d)

e)

Describe the types of records that will be stored.

Provide all addresses of locations where such records will be stored and/or remotely
accessed/managed via electronic systems.

If any storage location differs from the Applicant’s address, explain the general purpose
of the location and its function within the Applicant’s business.

If any of the records will be accessible from outside the United States, explain where,
how, and who will have access to them.

Describe all physical/electronic security measures utilized for all locations/systems to
protect the confidentiality of records.

21) Will any Non-U.S. Individual have access to one or more of the following:

a)

Physical facilities and/or equipment under the Applicant’s control?



Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Proposed Rules

12323

Yes |:| No |:|

If yes, provide the identity of the Individual(s) and explain the type(s) of access that will
be provided.

b) Customer records, including Customer Proprietary Network Information (CPNI), billing
records, and Call Detail Records (CDRs)?

Yes |:| No |:|

If yes, provide identity of the Individual(s) and explain the type(s) of access and records
that will be provided.

¢) Network control, monitoring, and/or auditing features?
Yes |:| No |:|

If yes, explain the type(s) of access that will be provided, and how access will be logged
and archived.

d) Electronic interfaces that allow control and/or monitoring of the infrastructure under the
Applicant’s control including, but not limited to, access to actual communications content
and data?

Yes |:| No |:|

If yes, provide the identity of the Individual(s) and explain the type(s) of access and
control that will be provided.

For each Individual identified in response to these questions, provide the following
information: name, countries of citizenship, date and place of birth, U.S. alien number
and/or social security number (if applicable), passport identifying information (including
number and country), all residence addresses, all business addresses, and all phone
numbers. PII may be provided in Appendix G.

22) What access control/security policies (physical and cyber) are in place, or will be in place
prior to commencing operations, for your network? If the policies exist and are available in
writing, provide copies of these policies.

23) What encryption products/technologies have been installed on this network, or will be
installed prior to commencing operations?

24) Does/will the Applicant have any screening and/or vetting procedures which will be applied
to U.S. or non-U.S. Individuals who have access, remote or otherwise, to the Applicant’s
communications network facilities, equipment, or data?

Yes |:| No |:|
If yes, explain all such procedures.

25) Identify whether, if required by law, regulation, or a license condition, the Applicant will
inform the National Security Division (NSD) of the U.S. Department of Justice if, in the
future, any record storage/access location is transferred and/or newly established outside of
the United States.

Yes |:| No |:|
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26) Explain how the Applicant would make any and all records not stored in the United States
electronically available in the United States within 5 business days pursuant to a lawful
request to the authorized law enforcement point of contact identified above.

27) Describe all lawful intercept capabilities of the Applicant and its Ownership Interest holders.
28) What, if any, outside capabilities via Remote Access will exist within the Applicant
to control or monitor operations over the network (e.g., audit mechanisms, record access

monitoring)?

29) Do/will any third-party Individual or Entity have Remote Access to the Applicant’s network,
systems, or records to provide Managed Services?

Yes |:| No |:|
If yes, provide a detailed explanation.

Section V: Applicant’s Services

30) Provide a general summary of the nature of the Applicant’s current and planned services and
operations, including an explanation of the Applicant’s intended overall business model and
its relationship with any sister and/or partner companies.

31) Why is the Applicant seeking an FCC Authorization?

32) Provide all addresses of the present and anticipated physical locations for all of the
Applicant’s network equipment, data centers, and infrastructure, advise whether they are
owned or lecased--if leased, provide details of the owner(s) and a list of goods/services the
owner(s) provides--and the make and model of the primary equipment used, including, but
not be limited to, the portions of the network covered below:

a) Describe the carrier transport facilities (e.g., T1, DS3, Optical Carrier) that will enable
customer data flow into and out of owned and/or leased equipment.

b) Will the Applicant be operating any physical and/or virtual telecommunications
switching platforms (e.g., TDM and/or VoIP switches)?
Yes |:| No |:|

If yes, provide a network architecture diagram that shows all switches and connection
points.

¢) Provide a description of any other intended network equipment and/or proposed
infrastructure (e.g., routers, media gateways, multiplexing/cross-connect facilities,
signaling devices, data centers, other equipment).

d) Does the Applicant have a network topology map that shows its Points of Presence
(POPs), Network Operation Centers (NOC), and other network elements?
Yes |:| No |:|

If yes, attach to your response.
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e) Is the Applicant or its affiliates or anyone else able to control operations at any POP
and/or NOC from any overseas locations?

Yes |:| No |:|

If yes, describe the nature of the foreign-based control, where it is, who has the control,
and how?

33) Will the Applicant use interconnecting carriers and/or peering relationships?
Yes |:| No |:|

If yes, provide details and list the carriers.

34) Will the Applicant rely on underlying carrier(s) to furnish services to its customers and/or
resell any services?

Yes |:| No |:|
If yes, provide details and list whose services and what services will be resold.
35) In what manner will services be delivered to customers?

36) Does/will the Applicant serve any sectors of U.S. critical infrastructure?
Yes |:| No |:|

If yes, check all that apply:

a. [ ] Defense Industrial Base i. []Information Technology

b. []U.S. Intelligence Community j. [ Chemical

¢. []Emergency Services k. [_] Commercial Facilities
(i.e., Federal, state, local law enforcement, I. [] Agriculture and Food Supply

fire, police) m. [_| Health Care

d. [] Government Facilities n. [_] National Monuments
(i.e., Federal, state, local entities) o. [_] Transportation

e. [ ]Banking and Finance p. []Postal Shipping

f. [ ] Nuclear Reactors, Materials, or Waste g. []Dams

g. [ ]Drinking Water and Water Supply r. [] Other (explain in detail)

h. []Energy

Section VI: Applicant Services Portfolio Checklist and Reference Questions

Instructions: Check all applicable boxes that reflect the types of telecommunication services the
Applicant intends to provide in the United States only. Do not select any services that will be
wovided outside the United States.

For each checked box: (1) provide a separate and full explanation at the end of this
questionnaire and (2) answer the Reference Questions below the table regarding the services you
have indicated in the checklist.
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PROPOSED SERVICES

VoIP (Voice over Internet Protocol)

POTS (Plain Old Telephone Service)

TDM (Time Division Multiplexing)

Voicemail

PBX (Private Branch Exchange)

Centrex (Hosted/Managed PBX)

Callback Service

Calling Card

Dial Tone Service

Issue DID (Direct Inward Dial) Local Telephone Numbers
Local Exchange Service

Local Toll Service

Domestic/International Long Distance (Interexchange Service)
Tollfree Service

IVR (Interactive Voice Response)

Conference Calling

Operator Service

Directory Assistance

Dial Around Service (1010XXX Casual Calling)
Switched Access

Special Access (Dedicated Line)

Mobile Top Up/Reload Services

Mobile Network Operator Services (MNQO)

Mobile Virtual Network Operator Services (MVNO)
Automatic Call Distribution (ACD)

Other

Data/Private Line

ISP (Internet Service Provider)

VPN (Virtual Private Network)

Web Hosting

LAN (Local Area Network)

WAN (Wide Area Network)

ISDN (Integrated Services Digital Network) BRI (Basic Rate Interface)
ISDN PRI (Primary Rate Interface)
DSL (Digital Subscriber Line)

Frame Relay

Email

International Voice/Data Service
Wireless/Mobile Voice/Data Services
Satellite Services

RF (Radio Frequency), Microwave
Video

Cloud Services

Other

Routing, Signaling Services []
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Transport Facilities

Leased Lines

Collocation Services

Other

HEEN

Reference Questions:

Instructions: Answer each question below as it relates to each of the services selected in the
above table.

1)
2)

3)

4)

5)

In what manner will the service(s) be delivered to your customers?
What kind of network infrastructure will be utilized to deliver the service(s)?

What equipment (manufacturer, make and model) and software version will be utilized to
provide the service(s)? Will the software be regularly updated?

Will the service(s) be facilities-based, resold, or both? Describe in detail.

Are you planning to implement and deploy 5G? If so, describe the plans, approach,
anticipated services, and the intended vendors.

WARNING

If an Applicant knowingly and willfully (1) falsifies, conceals, or covers up by any trick, scheme
or device a material fact; (2) makes any materially false, fictitious, or fraudulent statement or
representation; or (3) makes or uses any false writing or document knowing the same to contain
any materially false, fictitious, or fraudulent statement or entry, the Applicant may be subject to
prosecution under Title 18, United States Code, Section 1001. The FCC may also terminate,
revoke, or render null and void any license or authorization granted in this matter if any
responses provided are false or intentionally misleading.

Applicant Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Applicant, declare under penalty of perjury that the foregoing is true and correct to the best of
my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:

2
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Appendix B

Standard Questions for an
Application for an Assignment or Transfer of Control of an
International Section 214 Authorization

Applicants:
FCC File Number(s):

Purpose: This list of standard questions solicits the initial information that the Committee for the
Assessment of Foreign Participation in the United States Telecommunications Services Sector
(Committee) will review in connection with any referral of the above-referenced application by
the Federal Communications Commission (FCC) in order to assess any national security and law
enforcement concerns raised by the application. After review, the Committee may request
additional information, including through tailored questions. The 120-day initial review period
will typically start on the date the Chair of the Committee determines that your responses to
these standard questions and any tailored questions, when required, are complete. If the
Committee determines no tailored questions are necessary, the 120-day initial review period will
start no more than 30 days after the FCC's referral, on the date the Committee informs the FCC
that the responses to the standard questions are complete and that no tailored questions are
required. If you fail to provide timely responses to any Committee requests for information, the
Committee may recommend that the FCC dismiss the application without prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47 CFR
1.40003 and any subsequent requests for information by the Committee may be shared and used
in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Complete all Sections: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and its security-
related practices, and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services the
Applicant will be offering should the FCC grant those authorities. Accordingly, in answering
the “Section V: Applicants’ Services” questions and “Section VI: Applicant Services
Portfolio Checklist and Reference Questions,” the Applicants must file complete and
accurate responses and identify all switches, routing equipment, and all services offered in
retail markets.

2) Response Format: Uniquely and sequentially Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates number
must be a unique, consistently formatted identifier; the number of digits in the numeric
portion of the format should not change in subsequent productions, if any, nor should spaces,
hyphens, or other separators be added or deleted. Produce any Excel documents in native
format (if desired, you may also produce a PDF version for record keeping purposes).

3) Identify Sensitive Information: Specifically identify answers or documents for which a
claim of privilege or confidentiality is asserted based on the information containing trade
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4

6)

7)

8)

secrets or commercial or financial information. If there are multiple applicants, each
applicant should also clearly mark any answers or documents that contain sensitive
information that should not be disclosed to the other applicants. Personally Identifiable
Information (PIT) may be submitted in a separate attachment. The PII Supplement is
Appendix G.

Individuals’ Names: For names that follow different naming conventions, such as the use
of surnames as first names (e.g., Korean names), or the use of mother's last name as one of
two last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes, write
“Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working, or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership,
equipment, and Communications Assistance for Law Enforcement Act (CALEA)
compliance.

Definitions — These terms, as used in this questionnaire, have the following definitions:

e A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the Applicant/Licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 50% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing 50% or greater of the board of directors
or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the Licensee; or playing an integral
role in management decisions. In the case of a consortium, each member of the
consortium shall be considered to have a Controlling Interest in the consortium.

o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.

o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
words, the Immediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.
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o An Entity or Individual with an “Ownership Interest” is any Entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” and the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto controlling interests, for which equity and/or voting ownership
may be below 5%.

e “Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity.

e “Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant/Licensee.

e “Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

e An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant.

e The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United
States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facto or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.

e “Individual” refers to a natural person, as distinguished from an Entity.

e “Managed Services” or “Enterprise Services” refers to the provision of a complete, end-
to-end communications solution to customers.

e A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

e An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

e An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the Ultimate Parent/Owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e., all entities that exist in the ownership structure
between the Applicant itself and its Ultimate Parent).

e “Remote Access” is access from a point that is not physically co-located with the
Applicant’s network facilities, or that is not at a point within the Applicant’s network.

e “Senior Officer” refers to the Chief Executive Officer, President, Chief Financial Officer,
Chief Information Officer, Chief Technical Officer, Chief Operating Officer, or any other
similarly situated Individual that has actual or apparent authority to act on behalf of the
Entity.

Section I: Identification of Relevant Parties

1) Provide the name, address, principal place of business, and place of incorporation of
Relevant Parties. For the purposes of the following questions “Relevant Parties” means the
following:

a) Current International Section 214 Authorization Holder(s) (“Authorization Holder(s)”);
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b) Proposed International Section 214 Authorization Holder(s) (“Proposed Authorization
Holder(s)”);

¢) Any Individual and Entity with an Ownership Interest in the Authorization Holder(s)
(“Owner(s)/Controller(s)”);

d) Any Individual or Entity with an Ownership Interest in the Proposed Authorization
Holder(s) (“Proposed Owner(s)/Controller(s)”):

Section II: Applicants’ Ownership

2) Identify each Individual or Entity that holds/will hold an Ownership Interest in the Relevant
Parties, specifically identifying any foreign Entities or Foreign Government-controlled
entities, including the ultimate parent owner of the Relevant Parties and any other
Individuals/Entities holding an Ownership Interest in the chain of ownership.

a) For each such Individual or Entity with an Ownership Interest in the Relevant Parties,
include a clear explanation of its involvement in the Proposed Authorization Holder(s),
including whether it will have a management role; and

b) Provide all necessary identifying information, as follows:

1) For Individuals, provide the name (including all names and aliases used by that
Individual), country of citizenship (indicate whether the Individual is a dual citizen
and all countries where citizenship is held), date and place of birth, U.S. alien number
(indicate whether the individual is a U.S. Lawful Permanent Resident) and/or social
security number (if applicable), passport identifying information (including number
and country), all residence addresses, all business addresses, and all phone numbers.
Personally Identifiable Information (PII) may be provided in Appendix G, a PII
Supplement.

ii) For Entities, provide country of incorporation (if the United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm), all business addresses, email addresses, and related phone
numbers.

Section I11: Applicant Details

3) Do any of the Relevant Parties have existing (or planned) relationships/partnerships (formal
or informal), funding or service contracts, directly or indirectly, with any foreign Individuals,
foreign companies, Foreign Governments, and/or any Foreign Government-controlled
companies?

Yes[] No[]

If yes, indicate whether the relationship/partnership includes a management role by any
foreign Individuals, foreign companies, or Foreign Governments. Provide the name(s) of the
foreign Individuals, foreign companies, and Foreign Governments, and explain the nature of
the relationship/partnership, including whether the relationship/partnership currently exists
and/or is intended to continue in the future.
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4) Identify the total number of current employees, and planned number of employees for each
of the Proposed Authorization Holder(s) and Proposed Owner(s)/Controller(s) for the next 12
months.

5) Does the Proposed Authorization Holder(s) and/or the Proposed Owner(s)/Controller(s)
currently operate or plan to operate a website?

Yes[ | No[ |

If yes, provide all URL addresses for any current or known future websites and describe
whether the information in the website is up to date.

6) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors been involved in bankruptcy proceedings, or any other legal proceeding undertaken
for the purpose of liquidating, reorganizing, refinancing, or otherwise seeking relief from all
or some of the Applicant’s or its parent’s debts, in any jurisdiction over the past 5 years?

Yes [ | No[ |
If yes, describe in detail.

7) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been involved or associated with a previous application to the FCC?

Yes |:| No |:|

If yes, provide the application identifying information.

8) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission revoked/terminated by the FCC?

Yes [ ] No[ ]
If yes, describe in detail.

9) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been involved or associated with a previous filing to the Committee on
Foreign Investment in the United States (CF1US)?

Yes[ | No[ ]
If yes, provide the filing identifying information.

10) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission prohibited, suspended, or revoked by CFIUS?

Yes [ ] No[ ]
If yes, describe in detail.

11) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been convicted of any felony (an offense carrying a maximum potential
sentence of a term of imprisonment of more than a year) in the United States or any other
country? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements.
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Yes |:| No |:|

If yes, provide the details including name(s) of the Individual or Entity involved, dates,
offenses, jurisdiction/court, and sentence.

12) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors been subject to any criminal, administrative, or civil penalties imposed for violating
the regulations of the FCC, the U.S. Department of State, U.S. Department of the Treasury
(including, but not be limited to, the Internal Revenue Service, Office of Foreign Assets
Control, Financial Crimes Enforcement Network (FinCEN), or the Office of the Comptroller
of the Currency), U.S. Department of Energy, U.S. Department of Commerce, U.S. Federal
Trade Commission, U.S. Securities and Exchange Commission, U.S. Environmental
Protection Agency, the World Bank Group, or the U.S. Commodity Futures Trading
Commission, or for violating the regulations of any comparable state or foreign agency? This
includes any settlements or negotiated resolutions, non-prosecution agreements, or deferred
prosecution agreements.

Yes |:| No |:|

If yes, provide the details including name(s) of the Individual or Entity involved, dates,
violations, agency, penalty, and if a fine was imposed, status of payment.

13) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers,
Directors, or any associated foreign entities, ever been on the Specially Designated Nationals
And Blocked Persons List (SDN List), the BIS Unverified List or Entity List in 15 CFR part
744, or equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|

If yes, describe in detail, including providing the specific category of list, the name of the
Individual or Entity placed on the list, the date the Individual or Entity was placed on the list,
and the factual circumstances underlying the reason for the Individual or Entity being placed
on the list.

14) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been investigated, arraigned, arrested, indicted or convicted of any of the
following:

a) Criminal violations of U.S. law, including espionage-related acts or criminal violations of
the International Trade in Arms Regulations (ITAR) or the Export Administration
Regulations (EAR)?

Yes |:| No |:|

b) Deceptive sales practices, violations of the Consumer Fraud Act and regulations, and/or
other fraud or abuse practices whether pursuant to Federal, state, or local law?
Yes |:| No |:|

¢) Violations of Federal, state, or local law in connection with the provision of
telecommunications services, equipment and/or products and/or any other practices
regulated by the Telecommunications Act of 1996 and/or by state public utility
commissions?

Yes |:| No |:|
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If yes to any of the above, describe in detail, including name(s) of the Individual or Entity
involved, date(s), and current status or final disposition of matter, including any terms of
settlement. Provide any available supporting documentation.

Section 1V: Applicant Operations

15) Have any of the Relevant Parties been operational over the course of the current or previous
year?

Yes [ ] No[]

If yes, answer the following:

a) Provide separately for each Entity for each year the gross revenue.

b) Provide separately for each Entity for each year the Cost of Goods Sold (COGS).

¢)  What was the total amount of COGS allocated for telecommunications equipment and
service types?

d) Describe the customer base of the Authorization Holder(s) and Proposed Authorization
Holder(s) (business, residential, carrier, enterprise).

e) Describe, for all services provided to each category of customer (e.g., enterprise,
residential, carrier, etc.):

i. Total number of subscribers;
ii. Total annual gross revenue for preceding fiscal year; and
iii. Percentage of total gross revenue per category of customer for preceding fiscal year.

16) List all expected and actual Federal, state, and local government customers of the
Authorization Holder(s) and the Proposed Authorization Holder(s), including pursuant to any
classified contracts, and include a description of all services to be provided, or services that
are currently being provided, to such customers.

17) Name the Senior Officers and Directors of the Proposed Authorization Holder(s) and the
Proposed Owner(s)/Controller(s) and for each provide the following:

a) Explain the nature and extent of each Senior Officer’s or Director’s involvement in the
Applicant; and

b) Provide the countries of citizenship, date and place of birth, U.S. alien number (indicate
whether the individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and country),
all residence addresses, all business addresses, and all phone numbers. PII may be
provided in Appendix G.

18) Identify the Individual (who is a U.S. citizen residing in the United States with an active
security clearance or who is eligible to obtain one) who will be the Proposed Authorization
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Holder(s)’s point of contact for law enforcement concerns, including responding to requests
or compulsory processes from U.S. law enforcement or other U.S. government agencies.

a) Explain the relationship to the Proposed Authorization Holder(s) and provide name, all
countries of citizenship, date and place of birth, U.S. social security number (if
applicable), all passport identifying information (including number and country), all
residence addresses, all business addresses, and all phone numbers. Also identify
whether the Individual has an active U.S. Government security clearance. PII may be
provided in Appendix G.

19) Identify whether, if required by law, regulation, or a license condition, the Proposed
Authorization Holder(s) will report to the appropriate law enforcement agencies,
immediately upon discovery:

a) Any act of compromise of a lawful interception of communications?
Yes |:| No |:|

b) Any unauthorized access to customer information and/or call-identifying information?

Yes[ | No[]

¢) Any artificially inflated or fraudulent call traffic detected on your network?

Yes |:| No |:|

d) Any felony (an offense carrying a maximum potential sentence of a term of
imprisonment of more than a year) conviction, U.S. or foreign, of the Applicant or its
officers/directors, or any Individual or Entity Ownership Interest in the Applicant? Yes

[] No[]

e) Any act of unlawful electronic surveillance that occurred on its premises or via electronic
systems under its control?

Yes |:| No |:|

20) Will the Proposed Authorization Holder(s) store and/or maintain any U.S. communications
content, transactional data, call-associated data, billing records or other subscriber
information?

Yes |:| No |:|
If yes, answer the following:
a) Describe the types of records that will be stored.

b) Provide all addresses of locations where such records will be stored and/or remotely
accessed/managed via electronic systems.

¢) If any storage location differs from the Applicant’s address, explain the general purpose
of the location and its function within the Applicant’s business.

d) If any of the records will be accessible from outside the United States, explain where,
how, and who will have access to them.
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¢)

Describe all physical/electronic security measures utilized for all locations/systems to
protect the confidentiality of records.

21) Will any Non-U.S. Individual have access to one or more of the following:

a)

b)

d)

Physical facilities and/or equipment under the Proposed Authorization Holder(s) or
Proposed Owner(s)/Controller(s) control?
Yes [ ] No[ ]

If yes, provide the identity of the Individual (s) and explain the type of access that will be
provided.

Customer records, including Customer Proprietary Network Information (CPNI), billing
records, and Call Detail Records (CDRs)?

Yes [ ] No[ ]

If yes, provide the identity of the Individual(s) and explain the type of access and records
that will be provided.

Network control, monitoring, and/or auditing features?

Yes [ ] No[ ]

If yes, explain the type of access that will be provided, and how access will be logged and
archived.

Electronic interfaces that allow control and/or monitoring of the infrastructure under the
Proposed Authorization Holder(s) or the Proposed Owner(s)/Controller(s)’s control
including, but not limited to, access to actual communications content and data?

Yes [ ] No[ ]

If yes, provide the identity of the Individual(s) and explain the type of access and control
that will be provided.

For each Individual identified in response to these questions, provide the following
information: name, countries of citizenship, date and place of birth, U.S. alien number
and/or social security number (if applicable), passport identifying information (including
number and country), all residence addresses, all business addresses, and all phone
numbers. PII may be provided in Appendix G.

22) What access control/security policies (physical and cyber) are in place, or will be in place
prior to commencing operations, for the Proposed Authorization Holder(s) or the Proposed
Owner(s)/Controller(s)’s network? If the policies exist and are available in writing, provide
copies of these polices.

23) What encryption products/technologies have been installed on these networks or will be
installed prior to commencing operations?

24) Does/will the Proposed Authorization Holder(s) or the Proposed Owner(s)/Controller(s) have
any screening and/or vetting procedures which will be applied to U.S. or non-U.S.
Individuals who have access, remote or otherwise, to communications network facilities,
equipment, or data?
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Yes [ ] No[]
If yes, explain all such procedures.

25) Identify whether, if required by law, regulation, or a license condition, the Proposed
Authorization Holder(s) will inform the National Security Division (NSD) of the U.S.
Department of Justice if, in the future, any record storage/access location is transferred
and/or newly established outside of the United States.

Yes |:| No |:|

26) Explain how the Proposed Authorization Holder(s) would make any and all records not
stored in the United States electronically available in the United States within 5 business days
pursuant to a lawful request to the authorized law enforcement point of contact identified
above.

27) Describe all lawful intercept capabilities of the Authorization Holder, the Proposed
Authorization Holder and/or the Proposed Ownership Interest holders.

28) What, if any, outside capabilities via Remote Access will exist within the Proposed
Authorization Holder(s) to control or monitor operations over the network (e.g., audit

mechanisms, record access monitoring)?

29) Do/will any third-party Individual or Entity have Remote Access to the Proposed
Authorization Holder(s) network, systems, or records to provide Managed Services?

Yes |:| No |:|
If yes, provide a detailed explanation.
30) Do/will any third parties have access to the Applicant’s network, systems, or records for any
other reason (e.g., sharing subscriber data for marketing purposes)?
Yes |:| No |:|

If yes, provide a detailed explanation.

Section V: Applicants’ Services

31) Provide a general summary of the nature of the Authorization Holder(s) and Proposed
Authorization Holder(s)’s current and planned services and operations, including an
explanation of the intended overall business model and its relationship with any sister and/or
partner companies.

32) Provide all addresses of the present and anticipated physical locations for all of the Proposed
Authorization Holder(s) and the Proposed Owner(s)/Controller(s) network equipment, data
centers, and infrastructure, whether owned or leased — if leased, provide details of the owners
and a list of goods/services the owner provides — and the make and model of the primary
equipment used, including, but not be limited to, the portions of the network covered below:

a) Describe the carrier transport facilities (e.g., T1, DS3, Optical Carrier) that will enable
customer data flow into and out of owned and/or leased equipment.
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b) Will the Proposed Authorization Holder(s) be operating any physical and/or virtual
telecommunications switching platforms (e.g., TDM and/or VoIP switches)?

Yes |:| No |:|

If yes, provide a network architecture diagram that shows all switches and connection
points.

¢) Provide a description of any other intended network equipment and/or proposed
infrastructure (e.g., routers, media gateways, multiplexing/cross-connect facilities,
signaling devices, other equipment).

d) Does the Authorization Holder(s) and/or Proposed Authorization Holder(s) have a
network topology map that shows its Points of Presence (POPs), Network Operation
Centers (NOC), and other network elements?

Yes |:| No |:|

If yes, attach to Response.

e) Will the Proposed Authorization Holder(s) and the Proposed Owner(s)/Controller(s) or its
affiliates be able to control operations at any POP and/or NOC from any overseas
locations?

Yes|:| N0|:|

If yes, describe the nature of the foreign-based control, where it is, who has the control,
and how?

33) Will the Proposed Authorization Holder(s) use interconnecting carriers and/or peering
relationships?

Yes [ ] No[ ]
If yes, provide details and list the carriers.

34) Will the Proposed Authorization Holder(s) rely on underlying carrier(s) to furnish services to
its customers and/or resell any services?

Yes |:| No |:|
If yes, provide details and list whose services and what services will be resold.
35) In what manner will services be delivered to customers?

36) Does/will the Proposed Authorization Holder(s) serve any sectors of U.S. critical
infrastructure?

Yes |:| No |:|

If yes, check all that apply:

a. [ ] Defense Industrial Base i. [ Information Technology
b. []U.S. Intelligence Community j- [ Chemical
e [ Emergency Services k. [ ] Commercial Facilities
(i.e., Federal, state, local law enforcement, 1. [] Agriculture and Food Supply

fire, m. [_] Health Care



Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Proposed Rules

12339

police) n. []
d. [ ] Government Facilities o. []

National Monuments
Transportation

(i.e., Federal, state, local entities) p. []Postal Shipping
e. [ ] Banking and Finance q. []Dams
f. ] Nuclear Reactors, Materials, or Waste r. [ ] Other (explain in detail)
g. [] Drinking Water and Water Supply
h

. [] Energy

Section VI: Applicant Services Portfolio Checklist and Reference Questions

Instructions: Check all applicable boxes that reflect the types of telecommunication services the

Proposed Authorization Holder(s) intends to provide in the United States only. Do not select

any services that will be provided outside the United States,

For each checked box: (1) provide a separate and full explanation at the end of this
questionnaire and (2) answer the Reference Questions below the table regarding the services you

have indicated in the checklist.

PROPOSED SERVICES

VolIP (Voice over Internet Protocol)

POTS (Plain Old Telephone Service)

TDM (Time Division Multiplexing)

Voicemail

PBX (Private Branch Exchange)

Centrex (Hosted/Managed PBX)

Callback Service

Calling Card

Dial Tone Service

Issue DID (Direct Inward Dial) Local Telephone Numbers

Local Exchange Service

Local Toll Service

Domestic/International Long Distance (Interexchange Service)

Tollfree Service

IVR (Interactive Voice Response)

Conference Calling

Operator Service

Directory Assistance

Dial Around Service (1010XXX Casual Calling)

Switched Access

Special Access (Dedicated Line)

Other

Mobile Top Up/Reload Services

Mobile Network Operator Services (MNO)

Mobile Virtual Network Operator Services (MVNO)

ISP (Internet Service Provider)

Automatic Call Distribution iACDi [

Data/Private Line
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VPN (Virtual Private Network)

Web Hosting

LAN (Local Area Network)

WAN (Wide Area Network)

ISDN (Integrated Services Digital Network) BRI (Basic Rate Interface)
ISDN PRI (Primary Rate Interface)

DSL (Digital Subscriber Line)

Frame Relay

Email

International Voice/Data Service

Wireless/Mobile Voice/Data Services

Satellite Services

RF (Radio Frequency), Microwave

Video

Cloud Services

Other

FEEE
Routing, Signaling Services
Transport Facilities

Leased Lines

Collocation Services

Other

I

L]

Reference Questions

Instructions: Answer each question below as it relates to each of the services selected in the
above table.

1) In what manner will the service(s) be delivered to customers?
2) What kind of network infrastructure will be utilized to deliver the service(s)?

3) What equipment (manufacturer, make, and model) and software version will be utilized to
provide the service(s)? Will the software be regularly updated?

4) Will the service(s) be facilities-based, resold, or both? Describe in detail.

5) Are you planning to implement and deploy 5G? 1f so, describe the plans, approach,
anticipated services, and the intended vendors.

WARNING

If an Applicant knowingly and willfully (1) falsifies, conceals, or covers up by any trick, scheme,
or device a material fact; (2) makes any materially false, fictitious, or fraudulent statement or
representation; or (3) makes or uses any false writing or document knowing the same to contain
any materially false, fictitious, or fraudulent statement or entry, the Applicant may be subject to
prosecution under Title 18, United States Code, Section 1001. The FCC may also terminate,
revoke, or render null and void any license or authorization granted in this matter if any
responses provided are false or intentionally misleading.
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Authorization Holder Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Authorization Holder, declare under penalty of perjury that the foregoing is true and correct to
the best of my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:

Proposed Authorization Holder Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Assignee/Transferee, declare under penalty of perjury that the foregoing is true and correct to the
best of my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:
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Appendix C

Standard Questions for
Submarine Cable Landing License Application

Submarine Cable Name:

Applicant(s):

FCC File Number:

Purpose: This list of standard questions solicits the initial information that the Committee for
the Assessment of Foreign Participation in the United States Telecommunications Services
Sector (Committee) will review in connection with any referral of the above-referenced
application by the Federal Communications Commission (FCC) in order to assess any national
security and law enforcement concerns raised by the application. After review, the Committee
may request additional information from you, including through tailored questions. The 120-day
initial review period will typically start on the date the Chair of the Committee determines that
your responses to these standard questions and any tailored questions, where required, are
complete. If the Committee determines no tailored questions are necessary, the 120-day initial
review period will start no more than 30 days after the FCC’s referral, on the date the Committee
informs the FCC that the responses to the standard questions are complete and that no tailored
questions are required. If you fail to provide timely responses to any Committee requests for
information, the Committee may recommend that the FCC dismiss the application without
prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47
CFR 1.40003 and any subsequent requests for information by the Committee may be shared and
used in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Complete all Sections: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and its security-
related practices, and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services the
Applicant will be offering should the FCC grant those authorities.

2) Response Format: Uniquely and sequentially, Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates number
must be a unique, consistently formatted identifier; the number of digits in the numeric
portion of the format should not change in subsequent productions, if any, nor should spaces,
hyphens, or other separators be added or deleted. Produce any Excel documents in native
format (if desired, you may also produce a PDF version for record keeping purposes).

3) Identify Sensitive Information: Specifically identify answers or documents for which a
claim of privilege or confidentiality is asserted based on the information containing trade
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4)

5)

6)

7)

8)

secrets or commercial or financial information. If there are multiple applicants, each
applicant should also clearly mark any answers or documents that contain sensitive
information that should not be disclosed to the other applicants. Personally ldentifiable
Information (PIT) may be submitted in a separate attachment. The PII Supplement is
Appendix G.

Individuals’ Names: For names that follow different naming conventions, such as the use
of surnames as first names (e.g., Korean names), or the use of mother's last name as one of
two last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes, write
“Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working, or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership,
equipment, and Communications Assistance for Law Enforcement Act (CALEA)
compliance.

Definitions — These terms, as used in this questionnaire, have the following definitions:

e “Applicant” shall have the same meaning as the term is defined in 47 CFR 1.767(h).

e A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the Owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the applicant/licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 50% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing 50% or greater of the board of directors
or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the licensee; or playing an integral role
in management decisions. In the case of a consortium, each member of the consortium
shall be considered to have a Controlling Interest in the consortium.

o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.

o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
words, the Immediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.



12344

Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Proposed Rules

o An Entity or Individual with an “Ownership Interest” is any Entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” and the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto controlling interests, for which equity and/or voting ownership
may be below 5%.

“Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity.

“Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant/Licensee.

“Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant.

The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United
States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facto or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.
“Individual” refers to a natural person, as distinguished from an Entity.

“Managed Services” or “Enterprise Services” refers to the provision of a complete, end-
to-end communications solution to customers.

A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the Ultimate Parent/Owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e., all Entities that exist in the ownership structure
between the Applicant itself and its ultimate parent).

“Principal Equipment” means the primary components of the Domestic Communications
Infrastructure (DCI) and the Wet Plant. Principal Equipment includes: network element
servers; routers; switches; repeaters; submarine line terminal equipment (SLTE); system
supervisory equipment (SSE); signal modulators and amplifiers; power feed equipment
(PFE); tilt and shape equalizer units (TEQ/SEQ); optical distribution frames (ODF);
branching units (BU); synchronous optical network (SONET), synchronous digital
hierarchy (SDH), wave division multiplexing (WDM), dense wave division multiplexing
(DWDM), coarse wave division multiplexing (CWDM), or optical carrier network (OCx)
equipment, as applicable; and any non-embedded software necessary for the proper
monitoring, administration, and provisioning of the submarine cable system (with the
exception of commercial-off-the-shelf (COTS) software used for common business
functions, e.g., MS Office).

o “Domestic Communications Infrastructure” or “DCI” means:

* (a) any portion of the cable system that physically is located in the United
States, up to the submarine line terminating equipment, including (if any)
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transmission, switching, bridging, and routing equipment, and any
associated software (with the exception of COTS software used for
common business functions, e.g., MS Office) used by or on behalf of the
Applicant to provide, process, direct, control, supervise, or manage
domestic communications; and

* (b) Network Operations Center (NOC) facilities.

o “Wet Plant” means hardware components installed and residing on the undersea
portion of the submarine cable system, including fiber optic cables, repeaters,
branching units, and routers (if any). Wet Plant includes all the components used
in order to define the topology of the undersea portion of the submarine cable
system.

“Remote Access” is access from a point that is not physically co-located with the
Applicant’s network facilities, or that is not at a point within the Applicant’s network.
“Senior Officer” refers to the Chief Executive Officer, President, Chief Financial Officer,
Chief Information Officer, Chief Technical Officer, Chief Operating Officer, or any other
similarly situated Individual that has actual or apparent authority to act on behalf of the
Entity.
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Section I: Identification of Applicant(s)

1

Provide the name, address, principal place of business, and place of incorporation for each
Applicant.

Section II: Applicant(s)’ Ownership

2)

3)

4)

S)

6)

7)

Identify all the Owners of the proposed submarine cable system. If more than one, indicate
the ownership percentage.

Identify each Individual or Entity included as part of the submarine cable system Applicant,
specifically identifying any foreign Entities or Foreign Government-controlled Entities,
including the Ultimate Parent/Owner of the Applicant and any other Individuals/Entities
holding an Ownership Interest in the chain of ownership, including a Controlling Interest in
the Applicant.

a) For each such Individual or Entity, include a clear explanation of its involvement in the
submarine cable system Applicant, including whether it will have a management role.

b) For each such Individual or Entity, provide all identitfying information, as follows:

i) For Individuals, provide the name (including all names and aliases used by that
Individual), country of citizenship (indicate whether the Individual is a dual citizen
and all countries where citizenship is held), date and place of birth, U.S. alien number
(indicate whether the individual is a U.S. Lawful Permanent Resident) and/or social
security number (if applicable), passport identifying information (including number
and country), all residence addresses, all business addresses, and all phone numbers.
PII may be provided in Appendix G, a PII supplement.

ii) For Entities, provide country of incorporation (if United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm, etc.), all business addresses, email addresses, and related
phone numbers.

Provide a detailed ownership structure diagram for each cable Owner.

Provide the dollar amount that each cable Applicant has invested/will invest in the submarine
cable system.

What is the source of funding for each cable Applicant’s investment?

List all other submarine cable systems in which each cable Applicant or its parents have
equity and detail the amount of equity each Applicant holds in each cable system.

Section IT1: Overview of Submarine Cable System Applicants

8)

Do any of the submarine cable system Applicants have existing (or planned)
relationships/partnerships (formal or informal), funding or service contracts, directly or
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9)

indirectly, with any foreign Individuals, foreign Entities, Foreign Governments, and/or any
Foreign Government-controlled Entities?
Yes ] No [ ]

If yes, indicate whether the relationship/partnership includes a management role by any
foreign Individuals, foreign Entities or Foreign Governments. Provide the name(s) of the
foreign Individuals, foreign entities and Foreign Governments and explain the nature of the
relationship/partnership, including whether the relationship/partnership currently exists
and/or is intended to continue in the future.

Do the submarine cable system Applicants currently operate or plan to operate a website?

Yes|:| NOI:'

If yes, provide all URL addresses for any current or known future websites and describe
whether the information in the website is up to date.

10) Name each of the Applicant’s Senior Officers and Directors and for each provide the

following;:

(a) Explain the nature and extent of each Senior Officer’s or Director’s involvement in the
Applicant; and

(b) Provide the countries of citizenship, date and place of birth, U.S. alien number (indicate
whether the individual is a U.S. Lawful Permanent Resident) and/or social security number
(if applicable), passport identifying information (including number and country), all
residence addresses, all business addresses, and all phone numbers. PII may be provided in
Appendix G, a Pl supplement.

11) Has the Applicant or any Individual or Entity included as part of the Applicant been involved

in bankruptcy proceedings, or any other legal proceeding undertaken for the purpose of
liquidating, reorganizing, refinancing, or otherwise seeking relief from all or some of the
Applicant’s and the Individual or Entity’s debts, in any jurisdiction over the past 5 years?

Yes | No[]

If yes, describe in detail.

12) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other

Individual or Entity with an Ownership Interest in the Applicant ever been involved or
associated with a previous application to the FCC?

Yes |:| No |:|

If yes, provide the application identifying information.

13) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other

Individual or Entity with an Ownership Interest in the Applicant ever been blocked,
sanctioned, penalized, or had an authorization or other permission revoked/terminated by the
FCC?

Yes |:| No |:|

If yes, describe in detail.
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14) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other
Individual or Entity with an Ownership Interest in the Applicant ever been involved or
associated with a previous filing to the Committee on Foreign Investment in the United
States (CF1IUS)?

Yes ] No[ ]
If yes, provide filing identifying information.

15) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other
Individual or Entity with an Ownership Interest in the Applicant ever been blocked,
sanctioned, penalized, or had an authorization or other permission prohibited, suspended, or
revoked by CFIUS?

Yes [ ] No[]
If yes, describe in detail.

16) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other
Individual or Entity with an Ownership Interest in the Applicant, ever been convicted of any
felony (an offense carrying a maximum potential sentence of a term of imprisonment of more
than a year) in the United States or any other country? This includes any settlements or
negotiated resolutions, non-prosecution agreements, or deferred prosecution agreements.

Yes |:| No |:|

If yes, provide the details, including name(s) of the Individual and/or Entity involved, dates,
offenses, jurisdiction/court, and sentence.

17) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any other
Individual or Entity with an Ownership Interest in the Applicant, ever been subject to any
criminal, administrative, or civil penalties imposed for violating the regulations of the FCC,
the U.S. Department of State, the U.S. Department of the Treasury (including, but not be
limited to, the Internal Revenue Service, the Office of Foreign Assets Control, the Financial
Crimes Enforcement Network (FinCEN), and the Office of the Comptroller of the Currency),
the U.S. Department of Energy, the U.S. Department of Commerce, the U.S. Federal Trade
Commission, the U.S. Securities and Exchange Commission, the U.S. Environmental
Protection Agency, the World Bank Group or the U.S. Commodity Futures Trading
Commission, or for violating the regulations of any comparable state or foreign agency?
Include any settlements or negotiated resolutions, non-prosecution agreements, or deferred
prosecution agreements.

Yes[ | No[ |

If yes, provide details, including name(s) of the Individual and/or Entity involved, dates,
violations, agency, penalty, and if a fine was imposed, status of payment.

18) Has the Applicant, any of its Corporate Officers, Senior Officers or Directors, or any
associated foreign Entities, ever been on the Specially Designated Nationals And Blocked
Persons List (SDN List), the BIS Unverified List or Entity List in 15 CFR part 744, or
equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|

If yes, describe in detail, including providing the specific category of list, the name of the
Individual or Entity placed on the list, the date the Individual or Entity was placed on the list,
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and the factual circumstances underlying the reason for the Individual or Entity being placed
on the list.

19) Have any of the submarine cable system Applicants, any of its Corporate Officers, Senior
Officers or Directors, or any other Individual or Entity with an Ownership Interest in the
Applicants, ever been investigated, arraigned, arrested, indicted, or convicted of any of the
following:

a) Criminal violations of U.S. law, including espionage-related acts or criminal violations of
the International Trade in Arms Regulations (ITAR) or the Export Administration
Regulations (EAR)?

Yes |:| No |:|

b) Deceptive sales practices, violations of the Consumer Fraud Act and regulations, and/or
other fraud or abuse practices whether pursuant to Federal, state, or local law?

Yes |:| No |:|

¢) Violations of any laws (Federal, state, or local) in connection with the provision of
telecommunications services, equipment and/or products and/or any other practices
regulated by the Telecommunications Act of 1996 and/or by state public utility
commissions?

Yes |:| No D

If yes to any of the above, describe in detail, including name(s) of the Individual or Entity
involved, date(s), and current status or final disposition of matter, including any terms of
settlement. Provide any available supporting documentation.

Section IV: Submarine Cable System Overview

20) When is the submarine cable system expected to go into service?
21) How many fiber pairs comprise the submarine cable system and what is its design capacity?

22) Identify which Entity owns and/or controls each segment of the cable and which Entity owns
or controls which fiber pairs and/or what capacity.

23) Provide a brief description of the operational purpose of the submarine cable system, and the
anticipated market segmentation. Provide copies of any Joint Build Agreement, maintenance
agreement, or similar document for the submarine cable system, if available.

24) Provide a list of the anticipated addresses or physical locations for all of the submarine
equipment, transmission/transport equipment, network equipment and infrastructure, who
owns/leases it -- if leased provide details for the Applicant(s) -- information on any party
sharing the facility or equipment, and if it is an existing or new facility, including, but not be
limited to:

a) The NOC (and back-up NOC, if any),

b) All Submarine Cable Landing Stations;

¢) All associated data centers and distribution facilities; and
d) All associated Points of Presence.
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25) List current and anticipated vendors, contractors, or subcontractors involved in providing,
installing, operating, managing or maintaining the Principal Equipment. For each Entity,
provide country of incorporation, principal place of business, general business type (e.g.,
holding company, investment firm), all business addresses, and related phone numbers.

26) Provide a description of all Principal Equipment, including a list of functions supported and
information related to the manufacturer, model, and/or version number of any such
equipment.

27) List current and anticipated vendors, contractors, or subcontractors involved in providing
maintenance and security of the submarine cable system. For each Entity, provide country of
incorporation, principal place of business, general business type (e.g., holding company,
investment firm), all business addresses, and related phone numbers.

28) List all expected and actual Federal, state, and local government customers, including
pursuant to any classified contracts, and include a description of all services to be provided,

or services that are currently being provided, to such customers.

Section V: Security Overview

29) What, if any, outside capabilities via remote access will exist for the submarine cable system
Applicants to control or monitor operations over the network (e.g., audit mechanisms, record
access monitoring)? If remote access is available, provide a copy of the remote access
security policy, if available.

30) Will any third-party vendors, associated companies, or Owners have remote
access/monitoring to the network, systems, or records to provide managed services? If so,
provide additional details, i.e., third party identifying information, role, and reason for their
access.

31) What access control provisions, physical and logical security policies are in place for your
submarine cable system for day-to-day operations and maintenance? If the policies exist and
are available in writing, provide copies of these policies.

32) Do the submarine cable system Applicants have any screening and/or vetting procedures
which will be applied to U.S. or non-U.S. persons (employees, contractors or others) who
have access, remote or otherwise, to the submarine cable system Applicants’ facilities,
equipment, or data?

Yes |:| No |:|

If yes, provide copies of the written procedures. If these procedures are not available in
writing, explain all such procedures in detail.

33) What provision will be made to monitor suspicious activity occurring over the paths of the
cables?

34) Will any Non-U.S. Individual have access to one or more of the following:

a) Physical facilities and/or Principal Equipment?

Yes |:| No |:|
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b)

d)

If yes, provide the identity of person(s)and explain the type of access and records that
will be provided.

Network control, monitoring, and/or auditing features, including any NOC facilities?

Yes[ | No[]

If yes, provide the identity of person(s)and explain the type of access and records that
will be provided.

Communications content and data?

Yes |:| No |:|

If yes, provide the identity of person(s)and explain the type of access and records that
will be provided

Customer records and billing records?

Yes[ | No[]

If yes, provide the identity of the Individual(s)and explain the type of access and records
that will be provided.

For each Individual identified in response to these questions, provide the following
information: name, all countries of citizenship, date and place of birth, U.S. alien number
(indicate whether the individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and country), all
residence addresses, all business addresses, and all phone numbers. PII may be provided in
Appendix G.

35) Will the submarine cable system Applicants store and/or maintain any domestic
communications content, customer records, or billing records?

Yes |:| No |:|

a)

b)

¢)

d)

e)

Describe the types of records that will be stored.

Provide all addresses of locations where such records will be stored and/or remotely
accessed/managed via electronic systems.

If any storage location differs from the submarine cable system Applicants’ primary
business address, explain the general purpose of the location and its function within the
cable Applicants’ business.

If any of the records will be accessible from outside the United States, explain where,
how, and who will have access to them.

Describe all physical/electronic security measures utilized for all locations/systems to
protect the confidentiality of records.

36) Identify whether, if required by law, regulation, or a license condition, the Applicant(s) will
inform the Committee if, in the future, any record storage/access location is transferred
and/or newly established outside of the United States.
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37) Identify an Individual (who is a U.S. citizen residing in the United States with an active
security clearance or who is eligible to obtain one) who will be the Licensee’s authorized law
enforcement point of contact responsible for accepting and responding to requests or
compulsory processes from U.S. law enforcement or other U.S. government agencies.

a) Explain the Individual’s relationship to the Licensee and provide name, all countries of
citizenship, date and place of birth, U.S. social security number, all passport identifying
information (including number and country), all residence addresses, all business
addresses, and all phone numbers. Also identify whether the Individual has an active
U.S. Government security clearance. PII may be provided in Appendix G.

38) Explain how the Applicant(s) would make any and all records not stored in the United States
electronically available in the United States within five (5) business days pursuant to a lawful
request to the authorized law enforcement point of contact identified above.

39) Describe all lawful intercept capabilities of the submarine cable system Applicants including
switching platforms, mediation devices, and use of 3 party service providers for
provisioning and delivery.

Section VI: Submarine Cable System Network Overview

40) Provide:

a) A network topology map or diagram that includes end-to-end physical and logical
topology;

b) Network and telecommunications architecture descriptions and associated descriptions of
interconnection points and controlled gateways to the DCI and Wet Plant;

¢) Network operational plans, processes, and procedures; and

d) Descriptions of interfaces and connections to the cable system for service offload,
disaster recovery or administrative functions.

41) Will the Applicant(s) use interconnecting carriers and/or peering relationships?
Yes |:| No

If yes, provide details and list the carriers.

42) Will the submarine cable system Applicants rely on underlying carrier(s) to furnish services
to its customers and/or resell any services?
Yes |:| No |:|

If yes, provide details and list whose services will be utilized or resold.

43) Are the submarine cable system Applicants or their affiliates able to control operations at any
Point of Presence, data center, and/or NOC from any overseas locations?

Yes |:| No |:|

If yes, what is the nature of the foreign-based control?
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44) Explain how disaster recovery will be managed, including interconnection mechanisms with
other submarine cable landings for restoration in the case of outages due to cable disruptions.
Identify any third parties who will be contracted for the restoration/repair of damaged cables.
Provide a copy of a restoration plan for the submarine cable system, if available.

Section VII: Submarine Cable System Critical Infrastructure Services

45) Will the submarine cable system provide services to any sectors of U.S. critical
infrastructure?

Yes |:| No |:|

If yes, check all that apply:

a. [|Defense Industrial Base i. []Information Technology

b. []U.S. Intelligence Community j- [ Chemical

¢. [] Emergency Services k. [] Commercial Facilities
(i.e, Federal, state, local law I. [] Agriculture and Food Supply
enforcement, fire, police) m. [_] Health Care

d. [] Government Facilities n. [_] National Monuments
(i.e., Federal, state, local Entities) o. [] Transportation

e. [ |Banking and Finance p. []Postal Shipping

f. [_] Nuclear Reactors, Materials, or Waste q. []Dams

g. [ ] Drinking Water and Water Supply r. [] Other (explain in detail)

h. []Energy

46) If the submarine cable system provides or will provide services to any sectors of U.S. critical
infrastructure, answer the below as it relates to each type of service provided:

a) Does/will the submarine cable system have any service contracts with Entities in these
sectors?

b) In what manner are/will the service(s) to be delivered to its customers?
¢) What kind of network infrastructure is/will be utilized to deliver the service(s)?

d) What equipment (manufacturer, make and model) and software version is/will be utilized
to provide the service(s)?
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WARNING

If an Applicant knowingly and willfully (1) falsifies, conceals, or covers up by any trick, scheme,
or device a material fact; (2) makes any materially false, fictitious, or fraudulent statement or
representation; or (3) makes or uses any false writing or document knowing the same to contain
any materially false, fictitious, or fraudulent statement or entry, the Applicant may be subject to
prosecution under Title 18, United States Code, Section 1001. The FCC may also terminate,
revoke, or render null and void any license or authorization granted in this matter if any
responses provided are false or intentionally misleading.

Applicant Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Applicant , declare under penalty of perjury that the foregoing is true
and correct to the best of my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:
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Appendix D

Standard Questions for an
Application for Assignment or Transfer of Control of a
Submarine Cable Landing License

Submarine Cable Name:

Applicant(s):

FCC File Number(s):

Purpose: This list of standard questions solicits the initial information that the Committee for the
Assessment of Foreign Participation in the United States Telecommunications Services Sector
(Committee) will review in connection with any referral of the above-referenced application by
the Federal Communications Commission (FCC) in order to assess any national security and law
enforcement concerns raised by the application. After review, the Committee may request
additional information from you, including through tailored questions. The 120-day initial
review period will typically start on the date the Chair of the Committee determines that your
responses to these standard questions and any tailored questions, when required, are complete. If
the Committee determines no tailored questions are necessary, the 120-day initial review period
will start no more than 30 days after the FCC’s referral, on the date the Committee informs the
FCC that the responses to the standard questions are complete and that no tailored questions are
required. If you fail to provide timely responses to any Committee requests for information, the
Committee may recommend that the FCC dismiss the application without prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47
CFR 1.40003 and any subsequent requests for information by the Committee may be shared and
used in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Complete all Sections: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and its security-
related practices, and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services that
the Applicant will be offering should the FCC grant those authorities.

2) Response Format: Uniquely and sequentially Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates number
must be a unique, consistently formatted identifier; the number of digits in the numeric
portion of the format should not change in subsequent productions, if any, nor should spaces,
hyphens, or other separators be added or deleted. Produce any Excel documents in native
format (if desired, you may also produce a PDF version for record keeping purposes).
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3)

4)

6)

7)

8)

Identify Sensitive Information: Specifically identify answers or documents that you deem
to be privileged or confidential as the information contains trade secrets or commercial or
financial information. If there are multiple applicants, each applicant should also clearly
mark any answers or documents that contain sensitive information that should not be
disclosed to the other applicants. Personally ldentifiable Information (P1l) may be submitted
in a separate attachment. The PII Supplement is Appendix G.

Individuals’ names: For names that follow different naming conventions, such as the use of
surnames as first names (e.g., Korean names), or the use of mother's last name as one of two
last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes, write
“Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working, or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership,
equipment, and Communications Assistance for Law Enforcement Act (CALEA”)
compliance.

Definitions — These terms, as used in this questionnaire, have the following definitions:

e “Applicant” shall have the same meaning as the term is defined in 47 CFR 1.767(h).

o A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the Owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the Applicant/Licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 50% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing S0% or greater of the board of directors
or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the Licensee; or playing an integral
role in management decisions. In the case of a consortium, each member of the
consortium shall be considered to have a Controlling Interest in the consortium.

o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.

o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
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words, the Inmediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.

o An Entity or Individual with an “Ownership Interest” is any entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” and the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto controlling interests, for which equity and/or voting ownership
may be below 5%.

“Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity.

“Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant/Licensee.

“Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant.

The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United
States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facto or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.
“Individual” refers to a natural person, as distinguished from an Entity.

“Managed Services” or “Enterprise Services” refers to the provision of a complete, end-
to-end communications solution to customers.

A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the Ultimate Parent/Owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e., all entities that exist in the ownership structure
between the Applicant itself and its Ultimate Parent).

“Principal Equipment” means the primary components of the Domestic Communications
Infrastructure (DCI) and the Wet Plant. Principal Equipment includes: network element
servers; routers; switches; repeaters; submarine line terminal equipment (SLTE); system
supervisory equipment (SSE); signal modulators and amplifiers; power feed equipment
(PFE); tilt and shape equalizer units (TEQ/SEQ); optical distribution frames (ODF),
branching units (BU); synchronous optical network (SONET), synchronous digital
hierarchy (SDH), wave division multiplexing (WDM), dense wave division multiplexing
(DWDM), coarse wave division multiplexing (CWDM), or optical carrier network (OCx)
equipment, as applicable; and any non-embedded software necessary for the proper
monitoring, administration, and provisioning of the submarine cable system (with the
exception of commercial-off-the-shelf (COTS) software used for common business
functions, e.g., MS Office).
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o “Domestic Communications Infrastructure” or “DCI” means: (a) any portion of
the cable system that physically is located in the United States, up to the
submarine line terminating equipment, including (if any) transmission, switching,
bridging, and routing equipment, and any associated software (with the exception
of COTS software used for common business functions, e.g., MS Office) used by
or on behalf of the Applicant to provide, process, direct, control, supervise, or
manage domestic communications; and (b) Network Operations Center (NOC)
facilities.

o “Wet Plant” means hardware components installed and residing on the undersea
portion of the submarine cable system, including fiber optic cables, repeaters,
branching units, and routers (if any). Wet Plant includes all the components used
in order to define the topology of the undersea portion of the submarine cable
system.

“Remote Access” is access from a point that is not physically co-located with the
Applicant’s network facilities, or that is not at a point within the Applicant’s network.
“Senior Officer” refers to the Chief Executive Officer, President, Chief Financial
Officer, Chief Information Officer, Chief Technical Officer, Chief Operating Officer, or
any other similarly situated Individual that has actual or apparent authority to act on
behalf of the Entity.
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Section I: Identification of Relevant Parties

1)

Provide the name, address, principal place of business, and place of incorporation of
Relevant Parties. For the purposes of the following questions “Relevant Parties” means the
following;:

a) Current Cable Landing Licensee(s) (“Licensee(s)”):

b) Any Individual or Entity with an Ownership Interest in the Licensee(s)
(“Owner(s)/Controller(s)”):

¢) Assignee(s)/Transferee(s) of the Cable Landing License(s) (“Proposed Licensee(s)”):

d) Any Individual or Entity with an Ownership Interest in the Proposed Licensee(s)
(“Proposed Owner(s)/Controller(s)”):

Section II: Applicants’ Ownership

2)

3)

4

Identify the current and proposed ownership percentage in the submarine cable system of
each of the Relevant Parties.

Identify each Individual or Entity that holds an Ownership Interest in the Proposed
Licensee(s) and the Proposed Owner(s)/Controller(s), highlighting any foreign Entities or
Foreign Government-controlled Entities, including the Ultimate Parent/Owner of the
Proposed Licensee(s) and any other companies/individuals holding an Ownership Interest in
the chain of ownership.

a) For each such Individual or Entity with Ownership Interest in Relevant Parties, include a
clear explanation of its involvement in the submarine cable system Proposed Licensee(s),
including whether it has or will have a management role:

b) For each such Individual or Entity with Ownership Interest in Relevant Parties, provide
all identifying information, as follows:

i) For Individuals, provide name (to include all names and aliases used by that person),
country of citizenship (indicate whether the individual is a dual citizen and all
countries where citizenship is held), date and place of birth, U.S. alien number
(indicate whether the individual is a U.S. Lawful Permanent Resident) and/or social
security number (if applicable), passport identifying information (including number
and country), all residence addresses, all business addresses and all phone numbers.
Personally Identifiable Information (PII) may be provided in Appendix G.

ii) For Entities, provide country of incorporation (if United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm, etc.), all business addresses, email addresses and related
phone numbers.

Provide the dollar amount that each Proposed Owner(s)/Controller(s) or Proposed
Licensee(s) has/will invest in the submarine cable system.
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5) What is the source of funding for each Proposed Owner(s)/Controller(s) or Proposed
Licensee(s)’s investment?

6) Provide a detailed ownership structure diagram for the all Proposed Owner(s)/Controller(s)
or Proposed Licensee(s).

7) List all other submarine cable systems in which each Proposed Owner(s)/Controller(s) or
Proposed Licensee(s) have equity and provide the amount of the equity for each Proposed

Owner(s)/Controller(s) or Licensee(s) in each cable system.

Section ITI: Overview of Submarine Cable Owners

8) How many fiber pairs comprise the submarine cable system and what is its design capacity?

9) What Entity owns or controls each segment of the cable and what Entities own or control
which fiber pairs or what capacity? How will that change after the proposed transaction?

10) Do the Relevant Parties currently operate or plan to operate a website?

Yes[ | No[ ]

If yes, provide all URL addresses for any current or known future sites and describe whether
the information in the website is up to date.

11) For each of the Proposed Owner(s)/Controller(s) and Proposed Licensee(s), name the Senior
Officers and Directors and provide the following:

a) Explain the nature and extent of each Senior Officer’s or Director’s involvement in the
Entity’s business; and,

b) Provide citizenship (indicate whether the Individual is a dual citizen, list all countries of
citizenship), date and place of birth, U.S. alien number (indicate whether the individual is
a U.S. Lawful Permanent Resident) and/or social security number (if applicable),
passport identifying information (including number and country), all residence addresses,
all business addresses and all phone numbers.

12) Has the Proposed Licensee been involved in bankruptcy proceedings, or any other legal
proceeding undertaken for the purpose of liquidating, reorganizing, refinancing, or otherwise
seeking relief from all or some of the debts of the Proposed Licensee or any Proposed
Owner(s)/Controller(s), in any jurisdiction over the past 5 years?

Yes[ | No[ ]

If yes, provide details.

13) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been involved or associated with a previous application to the FCC?

Yes[ | No[ ]

If yes, provide application identifying information.

14) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors, ever been blocked, sanctioned, penalized, or had an authorization or other
permission revoked/terminated by the FCC?
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Yes[ | No[ ]

If yes, provide details.

15)Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or

Directors ever been involved or associated with a previous filing to the Committee on
Foreign Investment in the United States (CFIUS)?

Yes |:| No |:|

If yes, provide filing identifying information.

16) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or

Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission prohibited, suspended, or revoked by CFIUS?

Yes ] No[]

If yes, provide details.

17) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or

Directors, ever been convicted of any felony (an offense carrying a maximum potential
sentence of a term of imprisonment of more than a year) in the United States or any other
country? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements.

Yes |:| No |:|

If yes, provide details, including name(s) of the Individual and/or Entity with an Ownership
Interest involved, dates, offenses, jurisdiction/court, sentence.

18) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or

Directors ever been subject to any criminal, administrative, or civil penalties imposed for
violating the regulations of the FCC, the U.S. Department of State, the U.S. Department of
the Treasury (to include, but not be limited to, the Internal Revenue Service, the Office of
Foreign Assets Control, the Financial Crimes Enforcement Network (FinCEN), and the
Office of the Comptroller of the Currency), the U.S. Department of Energy, the U.S.
Department of Commerce, the U.S. Federal Trade Commission, the U S. Securities and
Exchange Commission, the World Bank Group, the U.S. Environmental Protection Agency,
or the U.S. Commodity Futures Trading Commission, or for violating the regulations of any
comparable state or foreign agency? This includes any settlements or negotiated resolutions,
non-prosecution agreements, or deferred prosecution agreements.

Yes ] No[]

If yes, provide details, including name(s) of the Individual and/or Entity with an Ownership
Interest, dates, violations, agency, penalty, and if a fine was imposed, status of payment.

19) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers,

Directors, or any associated foreign Entities ever been on the Specially Designated Nationals
And Blocked Persons List (SDN List), the BIS Unverified List or Entity List in 15 CFR part
744, or equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|

If yes, provide details.
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20) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been investigated, arraigned, arrested, indicted, or convicted of any of the
following:

a) Criminal violations of U.S. law, including espionage-related acts or criminal violations of
the International Trade in Arms Regulations (ITAR) or the Export Administration
Regulations (EAR)?

Yes |:| No |:|

b) Deceptive sales practices, violations of the Consumer Fraud Act and regulations, and/or
other fraud or abuse practices whether pursuant to Federal, state, or local law?

Yes |:| No |:|

¢) Violations of any laws (Federal, state, or local) in connection with the provision of
telecommunications services, equipment and/or products and/or any other practices
regulated by the Telecommunications Act of 1996 and/or by state public utility
commissions?

Yes |:| No |:|

If yes to any of the above, describe in detail, including name(s) of the Individual and/or
Entity with an Ownership Interest involved, date(s), and current status or final disposition of
matter, including any terms of settlement. Provide any available supporting documentation.

21) Do any of the present or Proposed Owner(s)/Controller(s) or Proposed Licensee(s) have
existing (or planned) relationships/partnerships (formal or informal), funding or service
contracts, directly or indirectly, with any foreign individuals, foreign companies, Foreign
Governments, and/or any Foreign Government-controlled companies?

Yes[ | No[ ]

If yes, indicate whether the relationship/partnership includes a management role by any
foreign Individuals, foreign Entities or Foreign Governments. Provide the name(s) of the
foreign individuals, foreign Entities and/or Foreign Government and explain the nature of the
relationship/partnership, including whether the relationship/partnership currently exists
and/or is intended to continue in the future.

Section I'V: Submarine Cable System(s) Overview

22) When did the submarine cable system(s) first go into service?

23) What is the design capacity of the submarine cable system(s)? What is the current lit
capacity? Is this expected to change post-transfer? If yes, describe in detail the changes.

24) Provide a brief description of the operational purpose of the submarine cable system(s), and
the current market segmentation:

Is this expected to change post-transfer? If yes, describe in detail the changes.

25) Describe the nature of services delivered by the submarine cable system and the customer
base:

Is this expected to change post-transfer? If yes, describe in detail the changes.
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26) Provide addresses or physical locations for all of the submarine equipment,
transmission/transport equipment, network equipment and infrastructure, who owns/leases it
(if leased provide details for the Applicant):

a) The NOC (and back-up NOC, if any);

b) All submarine Cable Landing Stations;

¢) All associated data centers and distribution facilities; and
d) All associated Points of Presence.

Is this expected to change post-transfer? If yes, describe in detail the changes.

27) List current vendors, contractors, or subcontractors involved in operating, managing or
maintaining the Principal Equipment. For each Entity, provide country of incorporation,
principal place of business, general business type (e.g., holding company, investment firm),
all business addresses, and related phone numbers:

Is this expected to change post-transfer? If yes, describe in detail the changes.

28) Provide a description of all Principal Equipment, including a list of functions supported and
information related to the manufacturer, model, and/or version number of any such
equipment;

Is this expected to change post-transfer? If yes, describe in detail the changes.

29) List current vendors, contractors, or subcontractors involved in maintaining or securing the
submarine cable system. For each entity, provide country of incorporation, principal place of
business, general business type (e.g., holding company, investment firm), all business
addresses, and related phone numbers:

Is this expected to change post-transfer? If yes, describe in detail the changes.

30) List any Federal, state, and local government customers, including pursuant to any classified
contracts, and include a description of all services that are currently being provided to such
customers:

Is this expected to change post-transfer? If yes, describe in detail the changes.

Section V: Cable System Security Overview

31) What, if any, capability do Owner(s)/Controller(s) and Licensee(s) have to control or monitor
operations over the network (e.g., audit mechanisms, record access monitoring) via Remote
Access?

If Remote Access is available, provide a copy of the Remote Access security policy, if
available.

Is this expected to change post-transfer? If yes, describe in detail the changes.

32) Do/will any third-party vendors, associated companies, or investors have remote
access/monitoring to the network, systems, or records to provide managed services? If so,
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provide additional details, i.e., who are they, what are their role(s), and why do they need this

capability.

Is this expected to change post-transfer? If yes, describe in detail the changes.

33) What access control provisions, physical and logical security policies are in place for your

submarine cable system for day-to-day operations and maintenance? If the policies exist and

are available in writing, provide copies of these policies.

Is this expected to change post-transfer? If yes, describe in detail the changes.

34) What provision is in place to monitor suspicious activity occurring over the paths of the
cables?

Do the Relevant Parties have any screening and/or vetting procedures which are applied to

U.

S. or non-U.S. Individuals (employees, contractors or others) who have access, remote or

otherwise, to the submarine cable system Owners’ facilities, equipment, or data?

Yes |:| No |:|

If yes, provide copies of the written procedures. If these procedures are not available in
writing, explain all such procedures in detail.

Is this expected to change post-transfer? If yes, describe in detail the changes.

35) Does/will any Non-U.S. Individual have access to one or more of the following:

a)

b)

d)

Physical facilities and/or Principal Equipment?

Yes [ | No[]
If yes, provide identity of Individual(s) and explain the type of access provided.

Network control, monitoring, and/or auditing features, including any NOC facilities?

Yes [ | No[]
If yes, provide identity of Individual(s) and explain the type of access provided.

Communications content and data?

Yes [ | No[]
If yes, provide identity of Individual(s) and explain the type of access provided.

Customer records and billing records?

Yes[ | No[ ]

If yes, provide identity of Individual(s) and explain the type of access and records that
will be provided.

Is this expected to change post-transfer? If yes, describe in detail the changes.

For each Individual identified in response to these questions, provide the following
information: name, all countries of citizenship, date and place of birth, U.S. alien number
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(indicate whether the individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and country), all
residence addresses, all business addresses and all phone numbers. PII may be provided in
Appendix G.

36) Does/will the submarine cable system Proposed Owner(s)/Controller(s) store and/or maintain
any domestic communications content, customer records, or billing records?

Yes[ | No[ ]
a) Describe the types of records that will be stored.

b) Provide all addresses of locations where such records will be stored and/or remotely
accessed/managed via electronic systems.

¢) If any storage location differs from the submarine cable system Owners’ primary
business address, explain the general purpose of the location and its function within the
cable owners’ business.

d) If any of the records will be accessible from outside the United States, explain where,
how, and who will have access to them.

Describe all physical/electronic security measures utilized for all locations/systems to
protect the confidentiality of records.

37) Identify whether, if required by law, regulation, or a license condition, the Applicant(s) will
inform the Committee if, in the future, any record storage/access location is transferred
and/or newly established outside of the United States.

38) Identify an Individual (who is a U.S. citizen residing in the United States with an active
security clearance or who is eligible to obtain one) who will be the Licensee’s authorized law
enforcement point of contact responsible for accepting and responding to requests or
compulsory processes from U.S. law enforcement or other U.S. government agencies.

a) Explain the Individual’s relationship to the Licensee and provide name, all countries of
citizenship, date and place of birth, U.S. social security number, all passport identifying
information (including number and country), all residence addresses, all business
addresses, and all phone numbers. Also identify whether the Individual has an active
U.S. Government security clearance. PII may be provided in Appendix G.

39) Explain how the Applicant(s) would make any and all records not stored in the United States
electronically available in the United States within five (5) business days pursuant to a lawful
request to the authorized law enforcement point of contact identified above. PII may be
provided in Appendix G.

40) Describe all lawful intercept capabilities of the submarine cable system Owners to include
switching platforms, mediation devices, and use of third-party service providers for

provisioning and delivery.

Section VI: Submarine Cable System Network Overview

41) Provide:
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a) The most current submarine cable system network diagram/topology map showing all
Cable Landing Stations, fiber termination points, Principal Equipment, Point of Presence,
segments and branching units;

b) Network and telecommunications architecture descriptions and associated descriptions of
interconnection points and controlled gateways to the DCI and Wet Plant;

¢) Submarine cable system network operational plans, processes, and procedures; and

d) Descriptions of interfaces and connections to the submarine cable system for service
offload, disaster recovery or administrative functions.

Is this expected to change post-transfer? If yes, describe in detail the changes.

42) Do the submarine cable system Owner(s)/Controller(s) or Licensee(s) use interconnecting
carriers and/or peering relationships?

Yes [ ] No [ ]
If yes, provide details and list the carriers.
Is this expected to change post-transfer? If yes, describe in detail the changes.

43) Do the submarine cable system Owner(s)/Controller(s) or Licensee(s) rely on underlying
carrier(s) to furnish services to its customers and/or resell any services?

Yes |:| No |:|
If yes, provide details and list whose services are utilized or resold.
Is this expected to change post-transfer? If yes, describe in detail the changes.
44) Are the submarine cable system Owner(s)/Controller(s) or Licensee(s) or their affiliates able

to control operations at any Point of Presence, data center, and/or NOC from any overseas
locations?

Yes |:| No |:|
If yes, what is the nature of the foreign-based control?
Is this expected to change post-transfer? If yes, describe in detail the changes.

45) Explain how disaster recovery is managed, including interconnection mechanisms with other
submarine cable systems for restoration in the case of outages due to cable disruptions.
Ldentify any third parties who will be contracted for restoration/repair of damaged cables.
Provide a copy of a restoration plan for the submarine cable system, if available.

Is this expected to change post-transfer? If yes, describe in detail the changes.

46) Has the cable experienced any outages during its operational history? If so, provide the date,
cause and duration of the outage(s).

Section VII: Submarine Cable System Critical Infrastructure Services
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47) Does the submarine cable system provide services to any sectors of U.S. critical

infrastructure?

Yes |:| No |:|

If yes, check all that apply:

a. [ ] Defense Industrial Base

b. [ ] U.S. Intelligence Community

¢. []Emergency Services

(i.e., Federal, state, local law enforcement,

fire,
police)
d. [ ] Government Facilities

(i.e., Federal, state, local entities)

e. [ |Banking and Finance

f. [ ] Nuclear Reactors, Materials, or Waste
g. [ ]Drinking Water and Water Supply

h. []|Energy

S

TRTELEE

[] Information Technology
[ ] Chemical

. [] Commercial Facilities

[ ] Agriculture and Food
Supply

. [] Health Care

[ ] National Monuments
[] Transportation

[] Postal Shipping

[] Dams

[] Other (explain in detail)

Is this expected to change post-transfer? If yes, describe in detail the changes.

48) If the submarine cable system provides or will provide services to any sectors of U.S. critical
infrastructure, answer each question below as it relates to each type of service provided:

a) Does/will the submarine cable system have a service contract with any entity in the

sector? If so, provide details.

b) In what manner are/will the service(s) be delivered to its customers?

¢) What kind of network infrastructure is/will be utilized to deliver the service(s)?

d) What equipment (make & model) and software version is/will be utilized to provide the

service(s)?
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WARNING

If an Applicant knowingly and willfully (1) falsifies, conceals, or covers up by any trick, scheme,
or device a material fact; (2) makes any materially false, fictitious, or fraudulent statement or
representation; or (3) makes or uses any false writing or document knowing the same to contain
any materially false, fictitious, or fraudulent statement or entry, the Applicant may be subject to
prosecution under Title 18, United States Code, Section 1001. The FCC may also terminate,
revoke, or render null and void any license or authorization granted in this matter if any
responses provided are false or intentionally misleading.

Licensee Certification

Pursuant to Title 28, United States Code, Section 1746, I, an authorized representative of
, the License Holder, declare under penalty of perjury that the
foregoing is true and correct to the best of my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:

Proposed Licensee(s) Certification

Pursuant to Title 28, United States Code, Section 1746, I, an authorized representative of
, the Proposed Licensee, declare under penalty of perjury
that the foregoing is true and correct to the best of my knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:
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Appendix E

Standard Questions for
Section 310(b) Petition for Declaratory Ruling
Involving a Broadcast Licensee

Petitioner(s):
FCC File Number(s):

Purpose: This list of standard questions solicits the initial information that the Committee for the
Assessment of Foreign Participation in the United States Telecommunications Services Sector
(Committee) will review in connection with any referral of the above-referenced Petition by the
Federal Communications Commission (FCC) in order to assess any national security and law
enforcement concerns raised by the Petition. After review, the Committee may request
additional information, including through tailored questions. The 120-day initial review period
will typically start on the date the Chair of the Committee determines that your responses to
these standard questions and any tailored questions, when required, are complete. If the
Committee determines no tailored questions are necessary, the 120-day initial review period will
start no more than 30 days after the FCC’s referral, on the date the Committee informs the FCC
that the responses to the standard questions are complete and that no tailored questions are
required. If you fail to provide timely responses to any Committee requests for information, the
Committee may recommend that the FCC dismiss the Petition without prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47
CFR 1.40003 and any subsequent requests for information by the Committee may be shared and
used in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Who Must Respond to this Questionnaire: A Petitioner that secks to obtain (a) a section
310(b)(4) foreign ownership ruling in connection with an application for a new broadcast
license or (b) a new or modified 310(b)(4) foreign ownership ruling in connection with an
application for assignment, transfer of control, or other change in ownership or control of the
Licensee must respond to this questionnaire. In the case of (b), a Petitioner must provide
information pertaining to the post-transaction ownership, structure, and operations of the
Licensee and Relevant Parties. As used in this questionnaire, the term “Licensee” refers to
both an Applicant for a broadcast license and an existing licensee.

2) Complete all Sections: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and security-related
practices and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services the
Applicant will be offering should the FCC grant those authorities. Accordingly, in answering
the “Section V: Licensee Services” questions, the Applicant(s) must file complete and
accurate responses.
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3)

4)

5)

6)

7)

8)

9

Response Format: Uniquely and sequentially Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates number
must be a unique, consistently formatted identifier; the number of digits in the numeric
portion of the format should not change in subsequent productions, if any, nor should spaces,
hyphens, or other separators be added or deleted. Produce any Excel documents in native
format (if desired, you may also produce a PDF version for record keeping purposes).

Identify Sensitive Information: Specifically identify answers or documents that you deem
to be privileged or confidential as the information contains trade secrets or commercial or
financial information. If there are multiple petitioners, each petitioner should also clearly
mark any answers or documents that contain sensitive information that should not be
disclosed to the other petitioners. Personally Identifiable Information (PII) may be submitted
in a separate attachment. The PII Supplement is Appendix G.

Individuals’ names: For names that follow different naming conventions, such as the use of
surnames as first names (e.g., Korean names), or the use of mother's last name as one of two
last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes,
write “Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership and
equipment.

Definitions — These terms, as used in this questionnaire, have the following definitions:

e A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the Applicant/Licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 50% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing 50% or greater of the board of directors
or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the Applicant/Licensee; or playing an
integral role in management decisions. In the case of a consortium, each member of the
consortium shall be considered to have a Controlling Interest in the consortium.
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o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.

o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
words, the Immediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.

o An Entity or Individual with an “Ownership Interest” is any entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” to the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto control, for which equity and/or voting ownership may be below
5%.

“Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity .

“Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant.

“Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant.

The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United

States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facto or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.

The term “Foreign Political Party” includes any organization, or any other combination
of individuals in a country other than the United States, or any unit or branch thereof,
having for an aim or purpose, or which is engaged in any activity devoted in whole or in
part, to the establishment, administration, control, or acquisition of, administration, or
control, of a government of a foreign country, or a subdivision thereof, or the furtherance,
or influencing, of the political, or public, interests, policies, or relations of a government
of a foreign country, or a subdivision thereof.

The term “Foreign Principal” includes:

(1) agovernment of a foreign country and a foreign political party;

(2) aperson outside of the United States, unless it is established that such person is an

individual and a citizen of and domiciled within the United States, or that such person is not an

idividual and is organized under or crcated by the laws of the United States or of any Statc or
other place subject to the jurisdiction of the United States and has its principal place of business
within the United States; and

(3) a partnership, association, corporation, organization, or other combination of

persons organized under the laws of or having its principal place of business in a foreign

country.

“Individual” refers to a natural person, as distinguished from an Entity.

The term “Information-service Employee” includes any person who is engaged in
furnishing, disseminating, or publishing accounts, descriptions, information, or data with
respect to the political, industrial, employment, economic, social, cultural, or other
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benefits, advantages, facts, or conditions of any country other than the United States or of
any government of a foreign country or of a foreign political party or of a partnership,
association, corporation, organization, or other combination of individuals organized
under the laws of, or having its principal place of business in, a foreign country.

A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the ultimate parent/owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e., all entities that exist in the ownership structure
between the Applicant itself and its ultimate parent).

The term “Political Consultant” means any person who engages in informing or advising
any other person with reference to the domestic or foreign policies of the United States
the political or public interest, policies, or relations of a foreign country or of a Foreign
Political Party.

The term “Publicity Agent” includes any person who engages directly or indirectly in the
publication or dissemination of oral, visual, graphic, written, or pictorial information or
matter of any kind, including publication by means of advertising, books, periodicals,
newspapers, lectures, broadcasts, motion pictures, or otherwise.

The term “Public-Relations Counsel” includes any person who engages directly or
indirectly in informing, advising, or in any way representing a principal in any public
relations matter pertaining to political or public interests, policies, or relations of such
principal. “Remote Access” is access from a point that is not physically co-located with
the Applicant’s network facilities, or that is not at a point within the Applicant’s network.
“Senior Officer” refers to the Chief Executive Officer, President, Chief Financial Officer,
Chief Information Officer, Chief Technical Officer, Chief Operating Officer, Senior Vice
President, or any other similarly situated Individual that has actual or apparent authority
to act on behalf of the Entity.
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Section I: Identification of Relevant Parties

1) Provide the name, address, principal place of business, and place of incorporation of
Relevant Parties. For the purposes of the following questions, “Relevant Parties” means the
following:

a) Proposed Broadcast Licensee (“Licensee”);

b) Proposed Controlling U.S. Parent of the Licensee (“Petitioner”); and

¢) Any Individual or Entity with an Ownership Interest in either the Licensee or the
Petitioner (“Owner(s)/Controller(s)”).

Section I1: Petitioner/Licensee Ownership

2) To the extent not otherwise identified in response to Question 1, identify each Individual or
Entity that holds an Ownership Interest in the Relevant Parties specifically identifying any
foreign Entities, Foreign Government-controlled Entities, including the Ultimate Parent
Entity of the Licensee and Petitioner and any other Individuals or Entities holding an
Ownership Interest in the chain of ownership.

a) For each Individual or Entity with Ownership Interest in any of the Relevant Parties
(identified in response to either Question 1 or Question 2), include a clear explanation of
its involvement in the Relevant Party, including whether the Individual or Entity will
have a management role in the Petitioner or Licensee.

b) For each Individual or Entity with Ownership Interest in any of the Relevant Parties
(identified in response to either Question 1 or Question 2), provide all identifying
information, as follows:

i) For Individuals, provide name (including all names and aliases used by that person),
country of citizenship (indicate whether the individual is a dual citizen and all
countries where citizenship is held), date and place of birth, U.S. alien number
(indicate whether the individual is a U.S. Lawful Permanent Resident)and/or social
security number (if applicable), passport identifying information (including number
and country), all residence addresses, all business addresses, and all phone numbers.
PII may be provided in Appendix G, a PII Supplement to the Standard Questions.

ii) For Entities, provide country of incorporation (if United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm, etc.), all business addresses, email addresses, and related
phone numbers.

Section I1I: Petitioner/Licensee Details

3) Do any of the Relevant Parties have existing, planned, or prior relationships, partnerships,
funding arrangements, or service contracts, directly or indirectly, with any of the following:

a) Foreign companies or foreign Entities,;

b) Any Foreign Government or any Entity owned or controlled by a Foreign Government;
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¢) Any foreign political entities or Foreign Political Parties;

d) An Individual or Entity outside the United States, not a citizen of, or domiciled within,
the United States, or not subject to the jurisdiction of the United States, and not having as
a principal place of business or presence in the United States; or
Yes [ | No []

If yes to any question above, explain each answer in detail.

If yes, all such parties identified by the Relevant Parties will be referred to as a “Foreign

Party.”

4) Have any of the Relevant Parties been involved in bankruptcy proceedings, or any other legal
proceeding undertaken for the purpose of liquidating, reorganizing, refinancing, or otherwise
seeking relief from all or some of the Relevant Party’s debts in any jurisdiction over the past
5 years?

Yes [ ] No[ ]
If yes, provide details.

5) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been involved or associated with a previous application to the FCC?

Yes [ | No[]
If yes, provide application identifying information.

6) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been involved or associated with a previous filing with the Committee on
Foreign Investment in the United States (CFTUS)?

Yes |:| No |:|
If yes, provide filing identifying information.

7) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission revoked/terminated by the FCC?

Yes [ | No[]
If yes, provide details.

8) Have any of the Relevant Parties or any of their Corporate Officers, Senior Ofticers, or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission prohibited, suspended, or revoked by CFIUS?

Yes |:| No |:|
If yes, provide details.
9) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or

Directors ever been convicted of any felony (an offense carrying a maximum potential
sentence of a term of imprisonment of more than a year) in the United States or any other
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country? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements.
Yes |:| No |:|

If yes, provide details, including name(s) of the Individual or Entity involved, dates, offenses,
jurisdiction/court, and sentence.

10) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors ever been subject to any criminal, administrative, or civil penalties imposed for
violating the regulations of the FCC, U.S. Department of State, U.S. Department of the
Treasury (including, but not be limited to, the Internal Revenue Service, Office of Foreign
Assets Control, Financial Crimes Enforcement Network (FinCEN), or the Office of the
Comptroller of the Currency), U.S. Department of Energy, U.S. Department of Commerce,
U.S. Federal Trade Commission, U.S. Securities and Exchange Commission, U.S.
Environmental Protection Agency, the World Bank Group, or the U.S. Commodity Futures
Trading Commission, or for violating the regulations of any comparable state or foreign
agency? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements.

Yes |:| No |:|

If yes, provide details, including name(s) of the Individual or Entity involved, dates,
violations, agency, penalty, and if a fine was imposed, status of payment.

11) Have any of the Relevant Parties, any of their Corporate Officers, Senior Officers, or
Directors, or any associated foreign Entities ever been on the Specially Designated Nationals
And Blocked Persons List (SDN List), the BIS Unverified List, or Entity Listin 15 CFR part
744, or equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|

If yes, provide details.

12) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers, or
Directors, or any Foreign Party ever been investigated, arraigned, arrested, indicted or
convicted of any of the following (to include any settlements or negotiated resolutions, non-
prosecution agreements, or deferred prosecution agreements):

a) Criminal violations of U.S. law, including espionage-related acts or violations of the
Foreign Agents Registration Act (FARA)?

Yes |:| No |:|

b) Deceptive sales practices, violations of the Telemarketing and Consumer Fraud Act and
regulations, 15 U.S.C. 6101 e/ seq., 16 CFR 310.1-310.8, and/or Fraud or Prohibited
Practices in Contests in violation of 47 U.S.C. 509, 18 U.S.C. 1304, and/or other fraud or
abuse practices whether pursuant to local, state, or federal law?

Yes |:| No |:|

¢) Bribery or kickbacks paid in any foreign country, to a foreign official or foreign
candidate for any office, in order to establish or enhance business, influence any
government decision whether or not related to telecommunications, or to gain access to or
advantage over broadcast frequencies or markets, natural resources, telecommunications
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markets, or infrastructure, or any other advantage, whether or not such investigation
resulted in a conviction, fine, or loss of any license or privilege?

Yes [ | No[]

If yes to any of the above questions, describe in detail, including name(s) of Individuals
and Entities involved, date(s), and current status or final disposition of matter, including
any terms of settlement. Provide any available supporting documentation.

13) Is any Relevant Party or Foreign Party registered as an agent under the Foreign Agents
Registration Act, 22 U.S.C. 611(c)(10)?

Yes |:| No |:|

If yes, explain in detail. Should the Relevant Party or Foreign Party, wish to confer with the
Foreign Agent Registration Act Unit, National Security Division, United States Department

of

Justice, to determine whether registration is required, contact the Foreign Investment

Review Section.

14) Is any Relevant Party or Foreign Party presently engaged in, or anticipate engaging in, any of
the following on behalf of a Foreign Principal, foreign country, Foreign Government, or
foreign agent of a Foreign Principal?

a)

b)

Within the United States, engaging in political activities for, or in the interests of, such a
Foreign Principal, foreign country, or Foreign Government;

Within the United States, soliciting, collecting, disbursing, or dispensing contribution,
loans, money, or other things of value for, or in the interest of, such Foreign Principal,
foreign country, or Foreign Government; or

Within the United States, representing the interests of such Foreign Principal, foreign
country, or Foreign Government before any agency, or official, of the Government of the
United States.

If yes to any question above, explain each answer in detail.

15) Is any Relevant Party or Foreign Party presently engaged in, or anticipate engaging in, any of
the following on behalf of a Foreign Principal, foreign country, Foreign Government, or
foreign agent of a Foreign Principal?

a)

b)

Undertaking, or directing, an act within the United States as a Publicity Agent or
Information-Service Employee for, or in the interests of, such Foreign Principal, foreign
country, or Foreign Government; or

Undertaking, or directing, an act within the United States as a Public Relations Counsel
or Political Consultant for, or in the interests of, such Foreign Principal, foreign country,
or Foreign Government.

If yes to any question above, explain each answer in detail.

16) Whether or not the answer to any of the questions above is “yes,” has any Relevant Party or
Foreign Party received, or anticipate receiving, any funding from any Foreign Government,
or Foreign Political Party, directly or indirectly?
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Yes |:| No |:|

If yes:

a) Explain the nature of the current/planned relationships with, or tfunding by, all foreign
Entities in detail;

b) Provide all funding amounts, whether provided directly or indirectly, including amounts
itemized and aggregated for the prior ten years; and

¢) Provide copies of any and all contracts, or agreements, with the foreign Entities. If not
memorialized in writing, explain the understanding between the Petitioner, or Foreign
Party, and the foreign Entity or government.

17) Whether or not the answer to any of the questions above is “yes,” will any Foreign
Government or Foreign Political Party, directly or indirectly, have any direction, control, or
influence of any activity of any Relevant Party or Foreign Party?

Yes |:| No |:|

If yes to any question above, explain each answer in detail.

18) Identify the Individuals who will be responsible for adhering to the FCC’s political
advertising rules and maintaining a Political File pursuant to 47 CFR 73.1943, and describe
that Individual’s role with the Relevant Party or Foreign Party.

Provide the responsive information in the chart below:

Responsible Person Title/Role of the Applicable Call Sign
Responsible Person TV/Radio Station

19) Will any non-U.S. Individual, owners, or management, including independent or third-party
Individuals/Entities of the Relevant Party or Foreign Party have access to one or more of the
following;:

a) Physical facilities or equipment under the Relevant Party’s or Foreign Party’s control; or

b) Electronic interfaces that allow control, or monitoring, of the facilities or infrastructure
under the Relevant Party’s or Foreign Party’s control, including access to actual

programming content and content distribution.
Yes |:| No |:|

If yes to either (a) or (b), explain the type of access and control that will be provided, and
provide the following information:
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1) Full name(s) and alias(es),

i) Country(ies) of citizenship (If multiple countries of citizenship, list all countries.);
111) Employer name and relationship to either party;

v) Date of birth;

V) Place of birth;

vi) Social Security Number (SSN) (if applicable),

vii)  U.S. Alien Number (if applicable);

viii)  Passport Number(s) and complete name of country(ies) of issuance (If multiple
passports, list all passport numbers and the complete name of the country of

issuance.);
1X) Cellular/mobile phone number(s);
x) Home phone number(s);

x1) Email address(es) used (including business and personal);
xii)  Residence address(es);
xiii)  Business address(es); and
xiv)  Business phone number(s).
20) Does the Relevant Party or any Foreign Party have any screening or vetting procedures that

will be applied to U.S. or non-U.S. Individuals who have access, remote or otherwise, to
communications facilities, broadcast-network facilities, equipment, or data?

Yes |:| No |:|
If yes, explain all such procedures in detail.

21) Does the Relevant Party or any Foreign Party currently operate a website?

Yes |:| No |:|

If yes, provide all URL addresses for any current or known future websites and describe
whether the information therein is up to date.

22) Identify the total number of current employees of the Relevant Parties and the total number
of planned employees for the next 12 months, and provide the following information:

a) Where are, or will, those employees be located for purposes of work?
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b) Describe the access each category of employee (e.g., Publicity Agent, Information-
Service Employee, remote sales force, billing support, executives, technical support,
content review, content approval) will have to:

i) The Licensee’s network;
i1) The Licensee’s business locations,

iii) The physical facilities, equipment, or network elements owned, controlled, or leased
by the Licensee;

iv) Any production facilities, or equipment, whether under the direct control of either
the Licensee or under the control of independent third parties tasked or contracted
for services; and

v) Customer/listener records of any kind, including billing records, listening platform
used (e.g., app, online, subscription service), and other listener profile information,
such as geolocation information, listening habits, political or national affiliation, and
aggregated or compiled data of customers obtained as a result of the provision of
services or acquired from third parties for any purpose.

Section IV: Licensee Operations

23) Has the Licensee been operational over the course of the current and/or previous year?

Yes |:| No |:|

If yes, provide financial statements and records for the Licensee and Petitioner for the
current and preceding year.

24) Name each of the Relevant Party’s Corporate Officers, Senior Officers, and Directors and for
each provide the following:

a) Explain the nature and extent of each Corporate Officer’s, Senior Officer’s, and
Director’s involvement in the Entity’s business; and

b) Provide all countries of citizenship, date and place of birth, U.S. alien number (indicate
whether the Individual is a U.S. Lawful Permanent Resident) and/or social security
number (if applicable), passport identifying information (including number and country),
all residence addresses, all business addresses, and all phone numbers. PII may be
provided in Appendix G.

25) Identify the Senior Officer or employee (who is a U.S. citizen residing in the United States
with an active security clearance or who is eligible to obtain one) who will be the Licensee’s
authorized law enforcement point of contact responsible for accepting and responding to
requests or compulsory processes from U.S. law enforcement or other U.S. government
agencies.

a) Explain the Individual’s relationship to the Licensee and provide name, all countries of
citizenship, date and place of birth, U.S. social security number, all passport identifying
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information (including number and country), all residence addresses, all business
addresses, and all phone numbers. Also identify whether the Individual has an active
U.S. Government security clearance. PII may be provided in Appendix G.

23) Provide all U.S. and foreign addresses (complete postal addresses) of the present and
anticipated locations of the Relevant Party’s and any Foreign Party’s:

a) Facilities, whether owned, leased, used or shared;

b) Broadcast locations;

¢) Editorial locations;

d) Data storage locations; and

e) Locations where content is reviewed, whether or not content is edited.

Section V: Licensee Services

26) List the types of broadcast licenses held (or applied for) by the Licensee (e.g. radio,
television) including the geographic area of service for each type of license.

27) Provide a general summary of the nature of the Licensee’s current and planned services and
operations, to include an explanation of the Licensee’s intended overall business model and
its relationship with any sister and/or partner companies.

Explain why the Licensee and/or Petitioner is seeking foreign investment/ownership.

28) Will programming be rebroadcast via satellite or cable?

Yes [ ] No[ ]
If yes, provide details.

29) Will programing be available online?

Yes[ | No[]

If yes, describe the streaming business operation (including what platform(s) will be used to
make the programming available online).

30) Describe the intended viewer/listener base of the Licensee’s broadcasts, primary language
spoken of the target audience, and other demographics, including:

a) An explanation of how services are offered to each category of viewers/listeners and
platform; and

b) Identification of any specific business or economic sectors that supply advertising or
other assistance to either the Licensee, Petitioner, or any Foreign Party.
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31) Does any Relevant Party, any Foreign Party, or any of its subsidiaries or parents provide
broadcast services of any kind in any foreign country or in the United States?

Yes |:| No |:|

If yes, list all services provided in each country where those services are provided.

32) Does any Relevant Party, any foreign Owner (or its affiliates), or any Foreign Party intend to
allow Non-U.S. Individuals, investors, Entities, or governments to provide any influence,
direction, control, commentary, or guidance on the content of programming to be broadcast?

a) Ifyes, does any Relevant Party, any foreign Owner (or its affiliates), or any Foreign Party
intend to place any restrictions, or limitations, on how Non-U.S. Individuals, investors,
Entities, or governments may influence, direct, control, comment, or guide the content of
programming to be broadcast?

b) What, if any, policies, procedures, and protocols does any Relevant Party, any foreign
Owner (or its affiliates), or any Foreign Party intend to put in effect to restrict, limit, or
prohibit Non-U.S. Individuals, investors, Entities, or governments from providing
influence, direction, control, commentary, or guidance on the content of programming to
be broadcast?

¢) To the extent that any Relevant Party, any foreign Owner (or its affiliates), or any
Foreign Party has any such policies, procedures, and protocols in effect now, produce
copies of those materials.

33) Indicate whether any Relevant Party, any Foreign Party, or any of its subsidiaries that offer
application or web-based content collect, process, or store any U.S. subscriber data. If so,
identify what types of data (e.g. name, address, email address, phone number, credit card
number, etc.) are collected, processed, or stored for each U.S. subscriber.

a) Indicate where any U.S. subscriber data identified here is stored and who serves as the
custodian for such data. Also indicate who has access to such data and whether each
individual with access is a U.S. or non-U.S. citizen.

b) TfU.S. subscriber data is disclosed/will be disclosed to third parties (service providers,
third party advertisers, etc.) please identify which companies it is disclosed to (i.e,,
company name, address, and business relationship to Licensee)?

1) What U.S. customer data is disclosed?
i1) What, if any, limitations are placed on the third party’s use of the data?

i) What, if any, limitations are placed on third party’s further disclosure of the data?

iv) What, if any, data security/storage standards does Licensee require of third
parties?

¢) Indicate whether any Relevant Party, any Foreign Party, or its subsidiaries have deployed
any security measures, protocols, or policies to protect subscriber data identified here
from unauthorized access or disclosure. Describe each measure, protocol, or policy in
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place to protect U.S. subscriber data. If the measures have been audited, provide the
results of the audits.

WARNING

If the Petitioner or Licensee knowingly and willfully (1) falsifies, conceals, or covers up by any
trick, scheme, or device a material fact; (2) makes any materially false, fictitious, or fraudulent
statement or representation; or (3) makes or uses any false writing or document knowing the
same to contain any materially false, fictitious, or fraudulent statement or entry, the Petitioner or
Licensee may be subject to prosecution under Title 18, United States Code, Section 1001. The
FCC may terminate, revoke, or render null and void any license or authorization granted in this
matter if any responses provided are false or intentionally misleading.

Licensee Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Licensee, declare under penalty of perjury that the foregoing is true and correct to the best of my
knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:

Petitioner Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Petitioner, declare under penalty of perjury that the foregoing is true and correct to the best of my
knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:
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Appendix F

Standard Questions for
Section 310(b) Petition for Declaratory Ruling Involving
a Common Carrier Wireless or Common Carrier
Earth Station Licensee

Petitioner:
FCC File Number(s):

Purpose: This list of standard questions solicits the initial information that the Committee for the
Assessment of Foreign Participation in the United States Telecommunications Services Sector
(Committee) will review in connection with any referral of the above-referenced application by
the Federal Communications Commission (FCC) in order to assess any national security and law
enforcement concerns raised by the application. After review, the Committee may request
additional information, including through tailored questions. The 120-day initial review period
will typically start on the date the Chair of the Committee determines that your responses to
these standard questions and any tailored questions, when required, are complete. If the
Committee determines no tailored questions are necessary, the 120-day initial review period will
start no more than 30 days after the FCC's referral, on the date the Committee informs the FCC
that the responses to the standard questions are complete and that no tailored questions are
required. If you fail to provide timely responses to any Committee requests for information, the
Committee may recommend that the FCC dismiss the application without prejudice.

Dissemination of Information: The information received by the Committee pursuant to 47
CFR 1.40003 and any subsequent requests for information by the Committee may be shared and
used in accordance with Section 8 of Executive Order 13913 of April 4, 2020, Establishing the
Committee for the Assessment of Foreign Participation in the United States Telecommunications
Services Sector, 85 FR 19643 (Apr. 8, 2020).

Instructions

1) Who Must Respond to this Questionnaire: A Petitioner that seeks to obtain (a) a section
310(b)(3) or 310(b)(4) foreign ownership ruling in connection with an application for a new
common carrier wireless or common carrier earth station license(s), or (b) a new or modified
310(b)(3) or 310(b)(4) foreign ownership ruling in connection with an application for
assignment, transfer of control, or other change in ownership or control of the Licensee must
respond to this questionnaire. In the case of (b), a Petitioner must provide information
pertaining to the post-transaction ownership, structure, and operations of the Licensee and
Relevant Parties. As used in this questionnaire, the term “Licensee” refers to both an
Applicant for a common carrier wireless or common carrier earth station license and an
existing licensee.

2) Complete all Sections;: When a “Yes” answer is indicated, provide further information as
appropriate. The questions seek further details regarding the Applicant and security-related
practices and some questions are particularly directed at identifying and assessing the
complete scope of the equipment that the Applicant will be operating and the services the
Applicant will be offering should the FCC grant those authorities.
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3)

4)

S)

6)

7)

8)

9)

Response Format: Uniquely and sequentially Bates-number your responses to the standard
questions, including any attachments, with an endorsement on each page. The Bates
number must be a unique, consistently formatted identifier; the number of digits in the
numeric portion of the format should not change in subsequent productions, if any, nor
should spaces, hyphens, or other separators be added or deleted. Produce any Excel
documents in native format (if desired, you may also produce a PDF version for record
keeping purposes).

Identify Sensitive Information: Specifically identify answers or documents for which a
claim of privilege or confidentiality is asserted based on the information containing trade
secrets or commercial or financial information. If there are multiple applicants, each
applicant should also clearly mark any answers or documents that contain sensitive
information that should not be disclosed to the other applicants. Personally Identifiable
Information (PII) may be submitted in a separate attachment. The PII Supplement is
Appendix G.

Individuals’ names: For names that follow different naming conventions, such as the use of
surnames as first names (e.g., Korean names), or the use of mother's last name as one of two
last names that are often hyphenated (e.g., Spanish names), follow standard English
convention for purposes of completing this information. For example, if the name is Kim
Chul-su, write “Chul-su Kim” in the form. If the name in Spanish is Juan Garcia-Reyes,
write “Juan Garcia Reyes.”

Residential Addresses: Contract mail receipt locations, post office boxes, co-working or
shared virtual locations may not be used in lieu of residence addresses.

Business Addresses: For each business address, clearly indicate whether the address is a
shared business venue, co-working location, virtual office, or traditional physical office.

Obligation to Update: The Applicant must inform the Committee if there is any material
change to any of the information provided in the Applicant’s responses while the
Committee’s review is ongoing, including, but not limited to, changes in ownership,
equipment, and Communications Assistance for Law Enforcement Act (CALEA)
compliance.

Definitions — These terms, as used in this questionnaire, have the following definitions:

o A “Controlling Interest” is generally a 50% or greater Ownership Interest (either equity
or voting). Also, a Controlling Interest shall be determined on a case-by-case basis
considering the distribution of ownership, and the relationships of the owners, including
family relationships. The term Controlling Interest includes Individuals or Entities with
positive or negative de jure or de facto control of the Applicant/Licensee. De jure control
includes holding 50% or more of the voting stock of a corporation or holding a general
partnership interest in a partnership. Ownership Interests that are held indirectly by any
party through one or more intervening corporations may be determined by successive
multiplication of the ownership percentages for each link in the vertical ownership chain
except that if the ownership percentage for an interest in any link in the chain is equal to
or exceeds 50% or represents actual control, it may be treated as if it were a 100%
interest. De facto control is determined on a case-by-case basis. Examples of de facto, or
actual, control include constituting or appointing 50% or greater of the board of directors
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or management committee; having authority to appoint, promote, demote, and fire senior
executives that control the day-to-day activities of the Applicant/Licensee; or playing an
integral role in management decisions. In the case of a consortium, each member of the
consortium shall be considered to have a Controlling Interest in the consortium.

o “Ultimate Owner” and “Ultimate Parent” refer to the Entity or Individual that
ultimately owns and controls the Applicant/Licensee.

o “Immediate Owner” refers to the Entity or Individual in the vertical ownership
chain that immediately owns and controls the Applicant/Licensee. In other
words, the Immediate Owner is the Entity or Individual in the ownership chain
that is closest to the Applicant/Licensee.

o An Entity or Individual with an “Ownership Interest” is any entity in the
ownership chain with more than a 5% attributable interest in the
Applicant/Licensee, including the “Ultimate Owner/Parent” to the “Immediate
Owner,” and all Controlling Interest holders. Note that Controlling Interests
include de facto control, for which equity and/or voting ownership may be below
5%.

“Corporate Officer” refers to any Individual hired or appointed by the Entity’s board of
directors that has actual or apparent authority to exercise day-to-day management
responsibilities over an Entity.

“Director” refers to any Individual serving on an Applicant’s board of directors or similar
governing body organized to set policies for corporate management of or oversight for an
Applicant/Licensee.

“Entity” includes a partnership, association, estate, trust, corporation, limited liability
company, consortium, joint venture, governmental authority, or other organization.

An “Equity Interest Holder” is any Individual or Entity that has the right to receive or the
power to direct the receipt of dividends from, or the proceeds from the sale of, a share or
other ownership stake in the Applicant/Licensee.

The term “Foreign Government” includes any person or group of persons exercising
sovereign de facto or de jure political jurisdiction over any country, other than the United
States, or over any part of such country, and includes any subdivision of any such group
and any group or agency to which such sovereign de facio or de jure authority or
functions are directly or indirectly delegated. Such term shall include any faction or body
of insurgents within a country assuming to exercise governmental authority whether such
faction or body of insurgents has or has not been recognized by the United States.
“Individual” refers to a natural person, as distinguished from an Entity.

A “Non-U.S. Individual” is an Individual who is not a U.S. citizen.

An “Owner” is an Individual or Entity that holds an Ownership Interest in the
Applicant/Licensee.

An “Ownership Interest” is a 5% or greater equity (non-voting) and/or voting interest,
whether directly or indirectly held, or a Controlling Interest in the Applicant, and
includes the ownership in the ultimate parent/owner of the Applicant and any other
Entity(ies) in the chain of ownership (i.e, all entities that exist in the ownership structure
between the Applicant itself and its ultimate parent).

“Senior Officer” refers to the Chief Executive Officer, President, Chief Financial Officer,
Chief Information Officer, Chief Technical Ofticer, Chiet Operating Oftficer, or any other
similarly situated Individual that has actual or apparent authority to act on behalf of the
Entity.



12386 Federal Register/Vol. 86, No. 40/ Wednesday, March 3, 2021/Proposed Rules

Section I: Identification of Relevant Parties

1) Provide the name, address, principal place of business, and place of incorporation of
Relevant Parties. For the purposes of the following questions “Relevant Parties” means the
following:

a) Current or Proposed Common Carrier Wireless or Common Carrier Earth Station
Licensee (“Licensee”)

b) Controlling U.S. Parent of the Licensee (“Petitioner”)

¢) Any Individual or Entity with an Ownership Interest in either the Licensee or the
Petitioner (“Owner(s)/Controller(s)”).

Section II: Petitioner/Licensee Ownership

2) To the extent not otherwise identified in response to Question 1, identify each Individual or
Entity that holds an Ownership Interest in the Relevant Parties, specifically listing any
foreign Entities or Foreign Government-controlled Entities, including the Ultimate Parent
Entity of the Licensee and the Petitioner and any other companies/Individuals holding an
Ownership Interest in the chain of ownership.

a) For each Individual or Entity with Ownership Interest in any of the Relevant Parties
(identified in response to either Question 1 or Question 2), include a clear explanation of
its involvement in the Relevant Party, including whether the Individual or Entity will
have a management role in the Petitioner or Licensee.

b) For each Individual or Entity with Ownership Interest in any of the Relevant Parties
(identified in response to either Question 1 or Question 2), provide all identifying
information, as follows:

i) For Individuals, provide name (including all names and aliases used by that person),
country of citizenship (indicate whether the Individual is a dual citizen and all
countries where citizenship is held), date and place of birth, U.S. alien number
(indicate whether the Individual is a U.S. Lawful Permanent Resident) and/or social
security number (if applicable), passport identifying information (including number
and country), all residence addresses, all business addresses, and all phone numbers.
PII may be provided in Appendix G, a PII Supplement to the Standard Questions.

ii) For Entities, provide country of incorporation (if United States, include state of
incorporation), principal place of business, general business type (e.g., holding
company, investment firm, etc.), all business addresses, email addresses, and related
phone numbers.

Section III: Petitioner/Licensee Details

3) Does any of the Relevant Parties have existing, planned, or prior relationships, partnerships,
funding arrangements, or service contracts, directly or indirectly, with any of the following:
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4)

5)

6)

7)

8)

9)

a) Foreign companies or foreign Entities;

b) Any Foreign Government or any entity owned or controlled by a Foreign Government; or

¢) An Individual or Entity outside the United States, not a citizen of, or domiciled within,
the United States, or not subject to the jurisdiction of the United States, and not having as
a principal place of business or presence in the United States.

Yes |:| No |:|
If yes to any question above, explain each answer in detail.

Identify the total number of current employees of the Licensee and the Petitioner, and
planned number of employees for the next 12 months.

Does the Licensee or Petitioner currently operate or plan to operate a website?

Yes|:| N0|:|

If yes, provide all URL addresses for any current or known future websites and describe
whether the information therein is up to date.

Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors been involved in bankruptcy proceedings, or any other legal proceeding undertaken
for the purpose of liquidating, reorganizing, refinancing, or otherwise seeking relief from all
or some of their debts in any jurisdiction over the past 5 years?

Yes |:| No |:|
If yes, provide details.

Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been involved or associated with a previous application to the FCC?

Yes |:| No |:|
If yes, provide application identifying information.

Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been involved or associated with a previous filing with the Committee on
Foreign Investment in the United States (CFIUS)?

Yes |:| No |:|
If yes, provide filing identifying information.

Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission revoked by the FCC?

Yes |:| No |:|

If yes, provide details.
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10) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been blocked, sanctioned, penalized, or had an authorization or other
permission prohibited, suspended, or revoked by CFIUS?

Yes [ | No[ ]
If yes, provide details.

11) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been convicted of any felony (an offense carrying a maximum potential
sentence of a term of imprisonment of more than a year) in the United States or any other
country? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements. Yes [ | No []

If yes, , provide details, including name(s) of the Individual or Entity involved, dates,
offenses, jurisdiction/court, and sentence.

12) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been subject to any criminal, administrative, or civil penalties imposed for
violating the regulations of the FCC, U.S. Department of State, U.S. Department of the
Treasury (including, but not be limited to, the Internal Revenue Service, Office of Foreign
Assets Control, Financial Crimes Enforcement Network (FinCEN), or the Office of the
Comptroller of the Currency), U.S. Department of Energy, U.S. Department of Commerce,
U.S. Federal Trade Commission, U.S. Securities and Exchange Commission, U.S.
Environmental Protection Agency, the World Bank Group, or U.S. Commodity Futures
Trading Commission, or for violating the regulations of any comparable state or foreign
agency? This includes any settlements or negotiated resolutions, non-prosecution
agreements, or deferred prosecution agreements.

Yes[ | No[ |

If yes, provide details, including name(s) of the Individual or Entity involved, dates,
violations, agency, penalty, and if a fine was imposed, status of payment.

13) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors, or any associated foreign Entities ever been on the Specially Designated Nationals
And Blocked Persons List (SDN List), the BIS Unverified List or Entity List in 15 CFR part
744, or equivalent list of the United Nations Security Council or European Union?

Yes |:| No |:|
If yes, provide details.

14) Have any of the Relevant Parties or any of their Corporate Officers, Senior Officers or
Directors ever been investigated, arraigned, arrested, indicted, or convicted of any of the
following:

a) Criminal violations of U.S. law, including espionage-related acts or criminal violations of
the International Trade in Arms Regulations (ITAR) or the Export Administration
Regulations (EAR)?

Yes[ | No[ ]

b) Deceptive sales practices, violations of the Consumer Fraud Act and regulations, and/or
other fraud or abuse practices whether pursuant to Federal, state, or local law?
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Yes [ | No[]

¢) Violations of Federal, state, or local law in connection with the provision of
telecommunications services, equipment and/or products, and/or any other practices
regulated by the Telecommunications Act of 1996 and/or by state public utility
commissions?

Yes |:| No |:|

If yes to any of the above, describe in detail, including name(s) of Individuals and entities
involved, date(s), and current status or final disposition of matter, including any terms of
settlement. Provide any available supporting documentation.

Section I'V: Licensee Operations

15) Has the Licensee been operational over the course of the current or previous year?

Yes |:| No |:|

If yes, answer the following:

a) Provide separately for each year its gross revenue;

b) Provide separately for each year the Cost of Goods Sold (COGS);

¢) Provide the total amount of COGS allocated for telecommunications equipment and
service types; and

d) Describe the customer base of the Licensee (business, residential, carrier, enterprise,
etc.). Is this expected to change, and if so, how?; and

e) Describe, for all services provided to each category of customer (e.g., enterprise,
residential, carrier, etc.):

1) Total number of subscribers;
ii) Total annual gross revenue for preceding fiscal year; and
iii) Percentage of total gross revenue per category of customer for preceding fiscal year.
iv) Is this expected to change, and if so, how?
16) List all expected and actual Federal, state, and local government customers, including
pursuant to any classified contracts, and include a description of all services to be provided,

or services that are currently being provided, to such customers.

17) Name each of the Licensee’s and Petitioner’s Corporate Officers, Senior Officers, and
Directors, and for each provide the following:

a) Explain the nature and extent of each Corporate Officer’s, Senior Officer’s or Director’s
involvement in the Entity’s business; and
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b)

Provide all countries of citizenship, date and place of birth, U.S. alien number and/or
social security number (if applicable), passport identifying information (including
number and country), all residence addresses, all business addresses, and all phone
numbers. PII may be provided in Appendix G.

18) Identify the Senior officer or employee (who is a U.S. citizen residing in the United States
with an active security clearance or who is eligible to obtain one) who will be the Licensee’s
authorized law enforcement point of contact responsible for accepting and responding to
requests or compulsory processes from U.S. law enforcement or other U.S. government
agencies.

a)

Explain the Individual’s relationship to the Licensee and provide name, all countries of
citizenship, date and place of birth, U.S. social security number, all passport identifying
information (including number and country), all residence addresses, all business
addresses, and all phone numbers. Also identify whether the Individual has an active
U.S. Government security clearance. PII may be provided in Appendix G.

19) Identify whether, if required by law, regulation, or license condition, the Licensee will report
the following to the appropriate law enforcement agencies, immediately upon discovery:

a)

b)

<)

d)

Any act of compromise of a lawful interception of communications?
Yes |:| No |:|

Any unauthorized access to customer information and/or call-identifying information?

Yes|:| N0|:|

Any artificially inflated or fraudulent call traffic detected on your network?

Yes |:| No |:|

Any felony (an offense carrying a maximum potential sentence of a term of
imprisonment of more than a year) conviction, U.S. or foreign, of the Licensee, any
company officers/directors, or any Individual/company with 5% or greater direct or
indirect ownership interest in the Licensee?

Yes |:| No |:|

Any act of unlawful electronic surveillance that occurred on its premises or via electronic
systems under its control?
Yes |:| No |:|

20) Will the Licensee store and/or maintain any U.S. communications content, transactional data,
call-associated data, billing records, or other subscriber information?

Yes |:| No |:|

If yes, answer the following:

a)

b)

Describe the types of records that will be stored,

Provide all addresses of locations where such records will be stored and/or remotely
accessed/managed via electronic systems;
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e)

If any storage location differs from the Licensee’s address, explain the general purpose of
the location and its function within the Licensee’s business;

If any of the records will be accessible from outside the United States, explain where,
how, and who will have access to them; and

Describe all physical/electronic security measures utilized for all locations/systems to
protect the confidentiality of records.

21) Will any Non-U.S. Individual have access to one or more of the following:

a)

b)

Physical facilities and/or equipment under the Licensee’s control?
Yes |:| No |:|

If yes, provide identity of person(s) and explain the type of access that will be provided.

Customer records, including Customer Proprietary Network Information (CPNI), billing
records, and/or Call Detail Records (CDRs)?

Yes |:| No |:|

If yes, provide identity of person(s) and explain the type of access and records that will be
provided.

Network control, monitoring, and/or auditing features?

Yes|:| N0|:|

If yes, explain the type of access that will be provided, and how access will be logged and
archived.

Electronic interfaces that allow control and/or monitoring of the infrastructure under the
Licensee’s control, including, but not limited to, access to actual communications content
and data?

Yes |:| No |:|

If yes, provide identity of person(s) and explain the type of access and control that will be
provided.

For each Individual identified in response to these questions, provide the following
information: name, countries of citizenship, date and place of birth, U.S. alien number
and/or social security number (if applicable), passport identifying information (including
number and country), all residence addresses, all business addresses, and all phone
numbers. PII may be provided in Appendix G, a Supplement to the Standard Questions.

22) What access control/security policies (physical and cyber) are in place, or will be in place
prior to commencing operations, for your network? If the policies exist and are available in
writing, provide copies of these policies.

23) What encryption products/technologies have been installed on this network, or will be
installed prior to commencing operations?
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24) Does/will the Licensee have any screening and/or vetting procedures which will be applied to
U.S. or non-U.S. persons who have access, remote or otherwise, to the Licensee’s
communications network facilities, equipment, or data?

Yes |:| No |:|
If yes, explain all such procedures.

25) Identify whether, if required by law, regulation, or a license condition, the Licensee will
inform the National Security Division (NSD) of the U.S. Department of Justice if, in the
future, any record storage/access location is transferred and/or newly established outside of
the United States.

26) Explain how the Licensee, in accordance with U.S. law, regulation, or a license condition,
would make any and all records not stored in the United States electronically available in the
United States within five (5) business days pursuant to a lawful request to the authorized law
enforcement point of contact identified above if such a point of contact is maintained or
intended to be maintained.

27) Describe all lawful intercept capabilities of the Licensee. Will they be changing, if so, how?
28) What, if any, outside capabilities via remote access will exist within the Licensee to control
or monitor operations over the network (e.g., audit mechanisms, record access monitoring)?

Will they be changing, if so, how?

29) Do/will any third-party vendors, associated companies, or Owners have remote access to the
Licensee’s network, systems, or records to provide managed services?

Yes [ ] No[]
If yes, provide a detailed explanation.

30) Do/will any third parties have access, post-transaction, to the Licensee’s network, systems, or
records for any other reason (e.g., sharing subscriber data for marketing purposes)?

Yes [ ] No[]

If yes, provide a detailed explanation.

Section V: Licensee Services

31) List the types of common carrier wireless licenses (e.g. cellular, microwave) and/or common
carrier earth station licenses held (or applied for) by the Relevant Parties including the
geographic area of service for each type of license.

32) Provide a general summary of the nature of the Licensee’s current and planned services and
operations, to include an explanation of the Licensee’s intended overall business model and
its relationship with any sister and/or partner companies. Will they be changing, if so, how?

33) Why is the Petitioner seeking foreign investment/ownership?

34) Provide all addresses of the present and anticipated physical locations for all of the
Licensee’s network equipment, data centers, and infrastructure (e.g. towers, earth stations).
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Will they be changing, if so, how? Advise whether these locations are owned or leased — if
leased, provide details of the owner(s) and a list of goods/services the owner(s) provides —
and the make and model of the principal equipment used, including, but not be limited to, the
portions of the network covered below:

a) Describe the carrier transport facilities (e.g., T1, DS3, Optical Carrier) that will enable
customer data flow into and out of owned and/or leased equipment.

b) Will the Licensee be operating any physical and/or virtual telecommunications switching
platforms (e.g., TDM and/or VoIP switches)?

Yes [ | No[ ]

If yes, provide a network architecture diagram that shows all switches and connection
points.

¢) Provide a description of any other intended network equipment and/or proposed
infrastructure (e.g., routers, media gateways, multiplexing/cross-connect facilities,

signaling devices, data centers, other equipment).

d) Does the Licensee have a network topology map that shows its Points of Presence
(POPs), Network Operation Centers (NOC), towers, and other network elements?

Yes [ ] No[ ]
If yes, attach to your response.

e) Isthe Licensee or its affiliates able to control operations at any POP and/or Network
Operations Center (NOC) from any overseas locations?

Yes [ | No[ ]

If yes, what is the nature of the foreign-based control? Where is it? Who has it? How?
Will it be changing, if so, how?

35) Will the Licensee use interconnecting carriers and/or peering relationships?

Yes[ ] No[ ]
If yes, provide details and list the carriers.

36) Will the Licensee rely on underlying carrier(s) to furnish services to its customers and/or
resell any services?

Yes[ ] No[ ]
If yes, provide details and list whose services and what services will be resold.
37) In what manner will services be delivered to customers?

38) Does/will the Licensee serve any sectors of U.S. critical infrastructure?

Yes[ | No[ ]
If yes, check all that apply:

s. []Defense Industrial Base aa. [ | Information Technology
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t. []U.S. Intelligence Community bb.[] Chemical
w [] Emergency Services ce. [] Commercial Facilities
(i.e., Federal, state, local law enforcement, dd.[ ] Agriculture and Food Supply
fire, ee. [_| Health Care
police) ff. [] National Monuments
v. [] Government Facilities gg. [ ] Transportation
(i.e., Federal, state, local entities) hh.[ ] Postal Shipping
w. [] Banking and Finance ii. []Dams
x. [_] Nuclear Reactors, Materials, or Waste 1. [ ] Other (explain in detail)

y. []Drinking Water and Water Supply
z. []Energy

Will this be changing, if so, how?

Section VI: Licensee Services Portfolio Checklist and Reference Questions

Instructions: Check all applicable boxes that reflect the types of telecommunication services the
Licensee intends to provide in the United States onlv. Do not select anv services that will be
provided sutside the United States,

For each checked box: (1) provide a separate and full explanation at the end of this
questionnaire and (2) answer the Reference Questions below the table regarding the services you
have indicated in the checklist.

PROPOSED LICENSEE SERVICES

VoIP (Voice over Internet Protocol)

POTS (Plain Old Telephone Service)

TDM (Time Division Multiplexing)

Voicemail

PBX (Private Branch Exchange)

Centrex (Hosted/Managed PBX)

Callback Service

Calling Card

Dial Tone Service

Issue DID (Direct Inward Dial) Local Telephone Numbers
Local Exchange Service

Local Toll Service

Domestic/International Long Distance (Interexchange Service)
Tollfree Service

IVR (Interactive Voice Response)

Conference Calling

Operator Service

Directory Assistance

Dial Around Service (1010XXX Casual Calling)
Switched Access

Special Access (Dedicated Line)

Mobile Top Up/Reload Services
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Mobile Network Operator Services (MNO)

Mobile Virtual Network Operator Services (MVNO)

Automatic Call Distribution (ACD)

Other

Data/Private Line

e

ISP (Internet Service Provider)

VPN (Virtual Private Network)

Web Hosting

LAN (Local Area Network)

WAN (Wide Area Network)

ISDN (Integrated Services Digital Network) BRI (Basic Rate Interface)

ISDN PRI (Primary Rate Interface)

DSL (Digital Subscriber Line)

Frame Relay

Email

International Voice/Data Service

Wireless/Mobile Voice/Data Services

Satellite Services

RF (Radio Frequency), Microwave

Video

Cloud Services

Other

Routing, Signaling Services

INEENEEEENEEEEEEN N

Transport Facilities

Leased Lines

Collocation Services

Other

e

Reference Questions:

Instructions: Answer each question below as it relates to each of the services selected in the

above table.
1) In what manner will the service(s) be delivered to your customers?

2) What kind of network infrastructure will be utilized to deliver the service(s)?

3) What equipment (manufacturer, make, and model) and software version will be utilized to

provide the service(s)? Will the software be regularly updated?
4) Will the service(s) be facilities based, resold, or both? Provide description.

5) Are you planning to implement and deploy 5G? If so, describe the plans, approach,
anticipated services, and the intended vendors.
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WARNING

If the Petitioner or Licensee knowingly and willfully (1) falsifies, conceals, or covers up by any
trick, scheme, or device a material fact; (2) makes any materially false, fictitious, or fraudulent
statement or representation; or (3) makes or uses any false writing or document knowing the
same to contain any materially false, fictitious, or fraudulent statement or entry, the Petitioner or
Licensee may be subject to prosecution under Title 18, United States Code, Section 1001. The
FCC may also terminate, revoke, or render null and void any license or authorization granted in
this matter if any responses provided are false or intentionally misleading.

Licensee Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Licensee, declare under penalty of perjury that the foregoing is true and correct to the best of my
knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:

Petitioner Certification

Pursuant to Title 28, United States Code, Section 1746, 1, an authorized representative of the
Petitioner, declare under penalty of perjury that the foregoing is true and correct to the best of my
knowledge.

Executed this day of , year of

Representative Name:

Representative Title:

Representative Signature:
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J Law Enforcement Point of Contact
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[FR Doc. 2021-03410 Filed 3-2—21; 8:45 am]
BILLING CODE 6712-01-C

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 9

[PS Docket Nos. 20291 and 09-14; FCC
21-25; FRS 17515]

911 Fee Diversion; New and Emerging
Technologies 911 Improvement Act of
2008

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: In this document, the Federal
Communications Commission (the FCC
or Commission) proposes rules to
implement the Don’t Break Up the T-
Band Act of 2020, which is Section 902
of the Consolidated Appropriations Act,
2021, Division FF, Title IX (Section
902). Section 902 directs the
Commission to issue final rules, not
later than 180 days after the date of
enactment of Section 902, designating
the uses of 911 fees by states and taxing
jurisdictions that constitute 911 fee
diversion for purposes of certain
sections of the United States Code, as
amended by Section 902. The intended
effect of this notice of proposed
rulemaking (NPRM) is to propose rules
that implement Section 902 and help to
identify those uses of 911 fees by states
and other jurisdictions that support the
provision of 911 services.

DATES: Comments are due on or before
March 23, 2021, and reply comments
are due on or before April 2, 2021.
ADDRESSES: You may submit comments,
identified by PS Docket Nos. 20-291
and 09-14, by any of the following
methods:

e Federal Communications
Commission’s website: https://
www.fcc.gov/ecfs/. Follow the
instructions for submitting comments.

e Mail: Parties who choose to file by
paper must file an original and one copy
of each filing. If more than one docket
or rulemaking number appears in the
caption of this proceeding, filers must
submit two additional copies for each
additional docket or rulemaking
number. Filings can be sent by
commercial overnight courier, or by
first-class or overnight U.S. Postal
Service mail. All filings must be
addressed to the Commission’s
Secretary, Office of the Secretary,
Federal Communications Commission.
Commercial overnight mail (other than
U.S. Postal Service Express Mail and
Priority Mail) must be sent to 9050

Junction Drive, Annapolis Junction, MD
20701. U.S. Postal Service first-class,
Express, and Priority mail must be
addressed to 45 L Street NE,
Washington, DC 20554.

e Effective March 19, 2020, and until
further notice, the Commission no
longer accepts any hand or messenger
delivered filings. This is a temporary
measure taken to help protect the health
and safety of individuals, and to
mitigate the transmission of COVID-19.
See FCC Announces Closure of FCC
Headquarters Open Window and
Change in Hand-Delivery Policy, Public
Notice, DA 20-304 (March 19, 2020),
https://www.fcc.gov/document/fcc-
closes-headquarters-open-window-and-
changes-hand-delivery-policy.

People with Disabilities: 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) or 202—
418-0432 (TTY).

FOR FURTHER INFORMATION CONTACT:
Brenda Boykin, Attorney Advisor,
Policy and Licensing Division, Public
Safety and Homeland Security Bureau,
(202) 418-2062, Brenda.Boykin@fcc.gov,
or John A. Evanoff, Deputy Division
Chief, Policy and Licensing Division,
Public Safety and Homeland Security
Bureau, (202) 418-0848, John.Evanoff@

fec.gov.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s notice of
proposed rulemaking (NPRM), FCC 21—
25, in PS Docket Nos. 20-291 and 09—
14, adopted and released on February
17, 2021. The full text of this document
is available at https://www.fcc.gov/
edocs/search-
results?t=quick&fccdaNo=21-25.

Initial Paperwork Reduction Act of
1995 Analysis

This notice of proposed rulemaking
may contain new or modified
information collection(s) subject to the
Paperwork Reduction Act of 1995
(PRA). If the Commission adopts any
new or modified information collection
requirements, they will be submitted to
the Office of Management and Budget
(OMB) for review under section 3507(d)
of the PRA. OMB, the general public,
and other Federal agencies will be
invited to comment on the new or
modified information collection
requirements contained in this
proceeding. In addition, pursuant to the
Small Business Paperwork Relief Act of
2002, we seek specific comment on how
we might further reduce the information

collection burden for small business
concerns with fewer than 25 employees.

Pursuant to §§1.415 and 1.419 of the
Commission’s rules, 47 CFR 1.415,
1.419, interested parties may file
comments and reply comments on or
before the dates indicated in the DATES
section above. Comments may be filed
using the Commission’s Electronic
Comment Filing System (ECFS). See
Electronic Filing of Documents in
Rulemaking Proceedings, 63 FR 24121
(1998), https://transition.fcc.gov/
Bureaus/OGC/Orders/1998/
fcc98056.pdf.

The Commission will treat this
proceeding as a “‘permit-but-disclose”
proceeding in accordance with the
Commission’s ex parte rules. Persons
making ex parte presentations must file
a copy of any written presentation or a
memorandum summarizing any oral
presentation within 2 business days
after the presentation (unless a different
deadline applicable to the Sunshine
period applies). Persons making oral ex
parte presentations are reminded that
memoranda summarizing the
presentation must (1) list all persons
attending or otherwise participating in
the meeting at which the ex parte
presentation was made, and (2)
summarize all data presented and
arguments made during the
presentation. If the presentation
consisted in whole or in part of the
presentation of data or arguments
already reflected in the presenter’s
written comments, memoranda, or other
filings in the proceeding, the presenter
may provide citations to such data or
arguments in his or her prior comments,
memoranda, or other filings (specifying
the relevant page and/or paragraph
numbers where such data or arguments
can be found) in lieu of summarizing
them in the memorandum. Documents
shown or given to Commission staff
during ex parte meetings are deemed to
be written ex parte presentations and
must be filed consistent with rule
§1.1206(b). In proceedings governed by
rule § 1.49(f) or for which the
Commission has made available a
method of electronic filing, written ex
parte presentations and memoranda
summarizing oral ex parte
presentations, and all attachments
thereto, must be filed through the
electronic comment filing system
available for that proceeding, and must
be filed in their native format (e.g., .doc,
xml, .ppt, searchable .pdf). Participants
in this proceeding should familiarize
themselves with the Commission’s ex
parte rules.


https://transition.fcc.gov/Bureaus/OGC/Orders/1998/fcc98056.pdf
https://transition.fcc.gov/Bureaus/OGC/Orders/1998/fcc98056.pdf
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https://www.fcc.gov/edocs/search-results?t=quick&fccdaNo=21-25
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https://www.fcc.gov/ecfs/
https://www.fcc.gov/ecfs/
mailto:Brenda.Boykin@fcc.gov
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Synopsis specified.” 4 Pursuant to this provision,  support and implementation of 9-1-1
Background the Commission has reported annually  services” provided by or in the state or

Congress has had a longstanding
concern about the practice by some
states and local jurisdictions of
diverting 911 fees for non-911 purposes.
In the ENHANCE 911 Act of 2004,
Congress required states and local
jurisdictions receiving Federal 911
grants to certify that they were not
diverting 911 funds.? In the New and
Emerging Technologies 911
Improvement Act of 2008 (NET 911
Act), Congress enacted additional
measures to limit 911 fee diversion,
codified in 47 U.S.C. 615a—1 (section
615a—1).2 Specifically, section 615a—
1(f)(1) provided that nothing in the NET
911 Act, the Communications Act of
1934, or any Commission regulation or
order ““shall prevent the imposition and
collection of a fee or charge applicable
to commercial mobile services or IP-
enabled voice services specifically
designated by a State, political
subdivision thereof, Indian tribe, or
village or regional corporation . . . for
the support or implementation of 9—1—
1 or enhanced 9-1-1 services, provided
that the fee or charge is obligated or
expended only in support of 9-1-1 and
enhanced 9-1-1 services, or
enhancements of such services, as
specified in the provision of State or
local law adopting the fee or charge.” 3

The NET 911 Act also required the
Commission to begin reporting annually
on the status in each state of the
collection and distribution of fees for
the support or implementation of 911 or
E911 services, including findings on the
amount of revenues obligated or
expended by each state “for any
purpose other than the purpose for
which any such fees or charges are

1Ensuring Needed Help Arrives Near Callers
Employing 911 Act of 2004, Public Law 108-494,
118 Stat. 3986 (ENHANCE 911 Act) (relevant grant
provisions codified at 47 U.S.C. 942). Congress
provided another round of 911 grant funding, with
similar non-diversion requirements, in the NG911
Act. Middle Class Tax Relief and Job Creation Act
of 2012, Public Law 112-96, 126 Stat. 237, Title VI,
Subtitle E, Next Generation 9-1-1 Advancement
Act of 2012 (NG911 Act) (relevant grant provisions
codified at 47 U.S.C. 942).

2New and Emerging Technologies 911
Improvement Act of 2008, Public Law 110-283, 122
Stat. 2620 (NET 911 Act). The NET 911 Act enacted
47 U.S.C. 615a—1 and also amended 47 U.S.C. 222,
615a, 615b, and 942. See 47 U.S.C. 615a—1 Editorial
Notes.

347 U.S.C. 615a—1(f)(1) (prior version). Under the
NET 911 Act, the Commission’s annual 911 fee
report covers states, as well as U.S. territories and
the District of Columbia. See 47 U.S.C. 615a—1(f)(2)
(directing the Commission to report on the status
“in each State” of the collection and distribution of
911 fees and charges); id. at 615b(2) (definition of
“State”).

to Congress on 911 fee diversion every
year since 2009.5 All 12 of the annual
reports issued to date have identified
some states that have diverted 911 fees
to other uses.

In October 2020, the Commission
released a Notice of Inquiry seeking
comment on the effects of fee diversion
and the most effective ways to dissuade
states and jurisdictions from continuing
or instituting the diversion of 911/E911
fees.® Noting that publicly identifying
diverting states in the Commission’s
annual reports has helped discourage
the practice but has not eliminated fee
diversion, the Commission sought
comment on whether it could take other
steps to discourage fee diversion, such
as conditioning state and local
eligibility for FCC licenses, programs, or
other benefits on the absence of fee
diversion.” The Commission received
eight comments and seven reply
comments in response to the Notice of
Inquiry.®

Section 902

On December 27, 2020, the President
signed the Don’t Break Up the T-Band
Act of 2020 as part of the Consolidated
Appropriations Act, 2021.° Section 902
of the new legislation requires the
Commission to take action to help
address the diversion of 911 fees by
states and other jurisdictions for
purposes unrelated to 911. Specifically,
Section 902(c)(1)(C) adds a new
paragraph (3)(A) to section 615a—1(f)
that directs the Commission to adopt
rules “designating purposes and
functions for which the obligation or
expenditure of 9—1-1 fees or charges, by
any State or taxing jurisdiction
authorized to impose such a fee or
charge, is acceptable” for purposes of
Section 902 and the Commission’s
rules.1® The newly added section 615a—
1(£)(3)(B) states that these purposes and
functions shall be limited to “the

447 U.S.C. 615a—1(f)(2) (prior version).

5 These annual reports can be viewed at https://
www.fcc.gov/general/911-fee-reports.

6911 Fee Diversion; New and Emerging
Technologies 911 Improvement Act of 2008, PS
Docket Nos. 20-291 and 09-14, Notice of Inquiry,
35 FCC Red 11010, 11010, para. 1 (2020) (Fee
Diversion NOI).

7 Fee Diversion NOI, 35 FCC Rcd at 11011, 11016,
paras. 5, 16.

8 These filings can be viewed in the FCC’s
electronic comment filing system (ECFS) at https://
www.fcc.gov/ecfs/, under PS Docket Nos. 20-291
and 09-14.

9 Consolidated Appropriations Act, 2021, Public
Law 116-260, Division FF, Title IX, Section 902,
Don’t Break Up the T-Band Act of 2020 (Section
902).

1047 U.S.C. 615a—1(f)(3)(A) (as amended); sec.
902(c)(1)(C).

taxing jurisdiction imposing the fee or
charge, and “operational expenses of
public safety answering points” within
such state or taxing jurisdiction.?? The
new section also states that, in
designating such purposes and
functions, the Commission shall
consider the purposes and functions
that states and taxing jurisdictions
specify as the intended purposes and
functions for their 911 fees or charges,
and ‘““determine whether such purposes
and functions directly support
providing 9-1-1 services.” 12

Section 902 also amends section
615a—1(f)(1) to provide that the rules
adopted by the Commission for these
purposes will apply to states and taxing
jurisdictions that impose 911 fees or
charges. Whereas the prior version of
section 615a—1(f)(1) referred to fees or
charges “obligated or expended only in
support of 9-1-1 and enhanced 9-1-1
services, or enhancements of such
services, as specified in the provision of
State or local law adopting the fee or
charge,” the amended version provides
that nothing in the Act, the
Communications Act of 1934 (47 U.S.C.
151 et seq.), the New and Emerging
Technologies 911 Improvement Act of
2008, or any Commission regulation or
order shall prevent the imposition and
collection of a fee or charge applicable
to commercial mobile services or IP-
enabled voice services specifically
designated by a State, political
subdivision thereof, Indian tribe, or
village or regional corporation serving a
region established pursuant to the
Alaska Native Claims Settlement Act, as
amended (85 Stat. 688) for the support
or implementation of 911 or enhanced
911 services, provided that the fee or
charge is obligated or expended only in
support of 911 and enhanced 911
services, or enhancements of such
services, ‘“‘consistent with the purposes
and functions designated in the final
rules issued under paragraph (3) as
purposes and functions for which the
obligation or expenditure of such a fee
or charge is acceptable.” 13

In addition, Section 902(c) establishes
a process for states and taxing
jurisdictions to seek a d