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Presidential Documents

Title 3—

The President

Proclamation 10062 of August 18, 2020

100th Anniversary of the Ratification of the Nineteenth
Amendment

By the President of the United States of America

A Proclamation

On this day in 1920, the 19th Amendment to our Constitution was ratified,
securing the right to vote for women and marking a monumental step toward
the “more perfect Union” envisioned by our Founders. This milestone in
American history was the product of the tireless efforts of suffragists and
other advocates for women’s rights, who steadfastly pursued their vision
of a more just and equal society.

In the early days of our Nation’s fight for independence, future First Lady
Abigail Adams penned a letter to her husband, John Adams, urging him
to “remember the ladies” as he fought to preserve the fledgling United
States. She advised him that “if particular care and attention is not paid
to the ladies, we are determined to foment a rebellion, and will not hold
ourselves bound by any laws in which we have no voice or representation.”
In the decades that followed, bold trailblazers like Susan B. Anthony, Eliza-
beth Cady Stanton, Harriet Forten Purvis, and Frances Ellen Watkins Harper
carried forward and fought for the fundamental right of women to vote.
The road to suffrage was long and challenging, but the faith, fortitude,
and resolute determination of those committed to this noble cause brought
about a victory that continues to inspire today.

As we commemorate this historic event, we also celebrate the incredible
economic, political, and social contributions women have made to our Na-
tion. As President, I am committed to building on these accomplishments
and empowering all women and girls to achieve their fullest potential.
As part of this effort, in February of last year, my Administration launched
the Women’s Global Development and Prosperity Initiative, the first whole-
of-government effort to advance women’s economic empowerment around
the globe. My Administration also released our Strategy on Women, Peace,
and Security in June of last year to increase the political participation
of women at home and abroad, recognizing that women’s participation in
conflict resolution and ending violent extremism can set the course toward
a more peaceful world. We are also prioritizing the safety and well-being
of women and girls through our commitment to combatting sex trafficking
and empowering survivors, who are disproportionately women, and through
Operation Lady Justice, the Presidential Task Force on Missing and Murdered
American Indians and Alaska Natives.

My Administration also understands that empowering women means imple-
menting an economic agenda that enhances freedom and creates opportunities
for women and working families. As part of this effort, the historic 2017
Tax Cuts and Jobs Act doubled the Child Tax Credit, and I signed legislation
that provided for the largest ever increase in funding for the Child Care
and Development Block Grant, which will help ease the burden of child
care borne disproportionately by mothers. Additionally, in December of
last year, I signed legislation providing for 12 weeks of paid parental leave
for Federal employees. As I have since my first day in office, I continue
to call on the Congress to pass a nationwide paid family leave program.
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My Administration’s unprecedented investment in working families is al-
ready paying dividends. Women’s unemployment in the United States
reached the lowest level in 65 years. And in 2019, women filled 71 percent
of all new jobs in the United States.

Today, as we celebrate a major step forward for our Nation, we pay tribute
to the countless women, known and unknown, throughout our history who
struggled for equality. In doing so, we recommit to ensuring our Constitution
is faithfully upheld so that all Americans can pursue their dreams and
fulfill their God-given potential.

NOW, THEREFORE, I, DONALD J. TRUMP, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim August 18, 2020,
as a day in celebration of the 100th Anniversary of the Ratification of
the 19th Amendment.

IN WITNESS WHEREOQOF, I have hereunto set my hand this eighteenth day
of August, in the year of our Lord two thousand twenty, and of the Independ-
ence of the United States of America the two hundred and forty-fifth.
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DEPARTMENT OF HOMELAND
SECURITY

U.S. Customs and Border Protection

19 CFR Chapter |

Notification of Temporary Travel
Restrictions Applicable to Land Ports
of Entry and Ferries Service Between
the United States and Mexico

AGENCY: Office of the Secretary, U.S.
Department of Homeland Security; U.S.
Customs and Border Protection, U.S.
Department of Homeland Security.
ACTION: Notification of continuation of
temporary travel restrictions.

SUMMARY: This document announces the
decision of the Secretary of Homeland
Security (Secretary) to continue to
temporarily limit the travel of
individuals from Mexico into the United
States at land ports of entry along the
United States-Mexico border. Such
travel will be limited to “essential
travel,” as further defined in this
document.

DATES: These restrictions go into effect
at 12 a.m. Eastern Daylight Time (EDT)
on August 21, 2020, and will remain in
effect until 11:59 p.m. EDT on
September 21, 2020.

FOR FURTHER INFORMATION CONTACT:
Alyce Modesto, Office of Field
Operations, U.S. Customs and Border
Protection (CBP) at 202—344—3788.
SUPPLEMENTARY INFORMATION:

Background

On March 24, 2020, DHS published
notice of the Secretary’s decision to
temporarily limit the travel of
individuals from Mexico into the United
States at land ports of entry along the
United States-Mexico border to
“essential travel,” as further defined in
that document.? The document

185 FR 16547 (Mar. 24, 2020). That same day,
DHS also published notice of the Secretary’s
decision to temporarily limit the travel of

described the developing circumstances
regarding the COVID-19 pandemic and
stated that, given the outbreak and
continued transmission and spread of
the virus associated with COVID-19
within the United States and globally,
the Secretary had determined that the
risk of continued transmission and
spread of the virus associated with
COVID-19 between the United States
and Mexico posed a ‘“‘specific threat to
human life or national interests.” The
Secretary later published a series of
notifications continuing such
limitations on travel until 11:59 p.m.
EDT on August 20, 2020.2

The Secretary has continued to
monitor and respond to the COVID-19
pandemic. As of August 17, there are
over 21.2 million confirmed cases
globally, with over 761,000 confirmed
deaths.3 There are over 5.3 million
confirmed and probable cases within
the United States,* over 121,000
confirmed cases in Canada,® and over
511,000 confirmed cases in Mexico.®

Notice of Action

Given the outbreak and continued
transmission and spread of COVID-19
within the United States and globally,
the Secretary has determined that the
risk of continued transmission and
spread of the virus associated with
COVID-19 between the United States
and Mexico poses an ongoing ‘“‘specific
threat to human life or national
interests.”

U.S. and Mexican officials have
mutually determined that non-essential

individuals from Canada into the United States at
land ports of entry along the United States-Canada
border to “essential travel,” as further defined in
that document. 85 FR 16548 (Mar. 24, 2020).

2 See 85 FR 44183 (July 22, 2020); 85 FR 37745
(June 24, 2020); 85 FR 31057 (May 22, 2020); 85 FR
22353 (Apr. 22, 2020). DHS also published parallel
notifications of the Secretary’s decisions to
continue temporarily limiting the travel of
individuals from Canada into the United States at
land ports of entry along the United States-Canada
border to “essential travel.” See 85 FR 44185 (July
22, 2020); 85 FR 37744 (June 24, 2020); 85 FR 31050
(May 22, 2020); 85 FR 22352 (Apr. 22, 2020).

3WHO, Coronavirus disease 2019 (COVID-19)
Situation Report—209 (Aug. 16, 2020), available at
https://www.who.int/docs/default-source/
coronaviruse/situation-reports/20200816-covid-19-
sitrep-209.pdf?sfvrsn=5ddelca2_2.

4(CDC, Cases of COVID-19 in the U.S. (last
updated Aug. 17, 2020), available at https://
www.cdc.gov/coronavirus/2019-ncov/cases-
updates/cases-in-us.html.

5 WHO, Coronavirus disease 2019 (COVID-19)
Situation Report—209 (Aug. 16, 2020).

61d.

travel between the United States and
Mexico poses additional risk of
transmission and spread of the virus
associated with COVID-19 and places
the populace of both nations at
increased risk of contracting the virus
associated with COVID-19. Moreover,
given the sustained human-to-human
transmission of the virus, returning to
previous levels of travel between the
two nations places the personnel
staffing land ports of entry between the
United States and Mexico, as well as the
individuals traveling through these
ports of entry, at increased risk of
exposure to the virus associated with
COVID-19. Accordingly, and consistent
with the authority granted in 19 U.S.C.
1318(b)(1)(C) and (b)(2),” I have
determined that land ports of entry
along the U.S.-Mexico border will
continue to suspend normal operations
and will only allow processing for entry
into the United States of those travelers
engaged in “‘essential travel,” as defined
below. Given the definition of “‘essential
travel” below, this temporary alteration
in land ports of entry operations should
not interrupt legitimate trade between
the two nations or disrupt critical
supply chains that ensure food, fuel,
medicine, and other critical materials
reach individuals on both sides of the
border.

For purposes of the temporary
alteration in certain designated ports of

719 U.S.C. 1318(b)(1)(C) provides that
“[n]otwithstanding any other provision of law, the
Secretary of the Treasury, when necessary to
respond to a national emergency declared under the
National Emergencies Act (50 U.S.C. 1601 et seq.)
or to a specific threat to human life or national
interests,” is authorized to “[t]ake any . . . action
that may be necessary to respond directly to the
national emergency or specific threat.” On March
1, 2003, certain functions of the Secretary of the
Treasury were transferred to the Secretary of
Homeland Security. See 6 U.S.C. 202(2), 203(1).
Under 6 U.S.C. 212(a)(1), authorities “‘related to
Customs revenue functions” were reserved to the
Secretary of the Treasury. To the extent that any
authority under section 1318(b)(1) was reserved to
the Secretary of the Treasury, it has been delegated
to the Secretary of Homeland Security. See Treas.
Dep’t Order No. 100-16 (May 15, 2003), 68 FR
28322 (May 23, 2003). Additionally, 19 U.S.C.
1318(b)(2) provides that “[n]otwithstanding any
other provision of law, the Commissioner of U.S.
Customs and Border Protection, when necessary to
respond to a specific threat to human life or
national interests, is authorized to close temporarily
any Customs office or port of entry or take any other
lesser action that may be necessary to respond to
the specific threat.” Congress has vested in the
Secretary of Homeland Security the “functions of
all officers, employees, and organizational units of
the Department,” including the Commissioner of
CBP. 6 U.S.C. 112(a)(3).
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entry operations authorized under 19
U.S.C. 1318(b)(1)(C) and (b)(2), travel
through the land ports of entry and ferry
terminals along the United States-
Mexico border shall be limited to
“essential travel,” which includes, but
is not limited to—

e U.S. citizens and lawful permanent
residents returning to the United States;
e Individuals traveling for medical
purposes (e.g., to receive medical

treatment in the United States);

¢ Individuals traveling to attend
educational institutions;

¢ Individuals traveling to work in the
United States (e.g., individuals working
in the farming or agriculture industry
who must travel between the United
States and Mexico in furtherance of
such work);

¢ Individuals traveling for emergency
response and public health purposes
(e.g., government officials or emergency
responders entering the United States to
support federal, state, local, tribal, or
territorial government efforts to respond
to COVID-19 or other emergencies);

e Individuals engaged in lawful cross-
border trade (e.g., truck drivers
supporting the movement of cargo
between the United States and Mexico);

¢ Individuals engaged in official
government travel or diplomatic travel;

e Members of the U.S. Armed Forces,
and the spouses and children of
members of the U.S. Armed Forces,
returning to the United States; and

¢ Individuals engaged in military-
related travel or operations.

The following travel does not fall
within the definition of “essential
travel” for purposes of this
Notification—

¢ Individuals traveling for tourism
purposes (e.g., sightseeing, recreation,
gambling, or attending cultural events).

At this time, this Notification does not
apply to air, freight rail, or sea travel
between the United States and Mexico,
but does apply to passenger rail,
passenger ferry travel, and pleasure boat
travel between the United States and
Mexico. These restrictions are
temporary in nature and shall remain in
effect until 11:59 p.m. EDT on
September 21, 2020. This Notification
may be amended or rescinded prior to
that time, based on circumstances
associated with the specific threat.

The Commissioner of U.S. Customs
and Border Protection (CBP) is hereby
directed to prepare and distribute
appropriate guidance to CBP personnel
on the continued implementation of the
temporary measures set forth in this
Notification. The CBP Commissioner
may determine that other forms of
travel, such as travel in furtherance of
economic stability or social order,

constitute “‘essential travel” under this
Notification. Further, the CBP
Commissioner may, on an
individualized basis and for
humanitarian reasons or for other
purposes in the national interest, permit
the processing of travelers to the United
States not engaged in “‘essential travel.”

The Acting Secretary of Homeland
Security, Chad F. Wolf, having reviewed
and approved this document, is
delegating the authority to electronically
sign this document to Chad R. Mizelle,
who is the Senior Official Performing
the Duties of the General Counsel for
DHS, for purposes of publication in the
Federal Register.

Chad R. Mizelle,

Senior Official Performing the Duties of the
General Counsel, U.S. Department of
Homeland Security.

[FR Doc. 2020-18468 Filed 8-19-20; 4:15 pm]
BILLING CODE 9112-FP-P

DEPARTMENT OF HOMELAND
SECURITY

U.S. Customs and Border Protection

19 CFR Chapter |

Notification of Temporary Travel
Restrictions Applicable to Land Ports
of Entry and Ferries Service Between
the United States and Canada

AGENCY: Office of the Secretary, U.S.
Department of Homeland Security; U.S.
Customs and Border Protection, U.S.
Department of Homeland Security.
ACTION: Notification of continuation of
temporary travel restrictions.

SUMMARY: This document announces the
decision of the Secretary of Homeland
Security (Secretary) to continue to
temporarily limit the travel of
individuals from Canada into the United
States at land ports of entry along the
United States-Canada border. Such
travel will be limited to “essential
travel,” as further defined in this
document.

DATES: These restrictions go into effect
at 12 a.m. Eastern Daylight Time (EDT)
on August 21, 2020, and will remain in
effect until 11:59 p.m. EDT on
September 21, 2020.

FOR FURTHER INFORMATION CONTACT:
Alyce Modesto, Office of Field
Operations, U.S. Customs and Border
Protection (CBP) at 202—344—3788.

SUPPLEMENTARY INFORMATION:

Background

On March 24, 2020, DHS published
notice of the Secretary’s decision to

temporarily limit the travel of
individuals from Canada into the United
States at land ports of entry along the
United States-Canada border to
“essential travel,” as further defined in
that document.? The document
described the developing circumstances
regarding the COVID-19 pandemic and
stated that, given the outbreak and
continued transmission and spread of
the virus associated with COVID-19
within the United States and globally,
the Secretary had determined that the
risk of continued transmission and
spread of the virus associated with
COVID-19 between the United States
and Canada posed a “‘specific threat to
human life or national interests.” The
Secretary later published a series of
notifications continuing such
limitations on travel until 11:59 p.m.
EDT on August 20, 2020.2

The Secretary has continued to
monitor and respond to the COVID-19
pandemic. As of August 17, there are
over 21.2 million confirmed cases
globally, with over 761,000 confirmed
deaths.3 There are over 5.3 million
confirmed and probable cases within
the United States,* over 121,000
confirmed cases in Canada,® and over
511,000 confirmed cases in Mexico.6

Notice of Action

Given the outbreak and continued
transmission and spread of COVID-19
within the United States and globally,
the Secretary has determined that the
risk of continued transmission and
spread of the virus associated with
COVID-19 between the United States
and Canada poses an ongoing ‘‘specific
threat to human life or national
interests.”

185 FR 16548 (Mar. 24, 2020). That same day,
DHS also published notice of the Secretary’s
decision to temporarily limit the travel of
individuals from Mexico into the United States at
land ports of entry along the United States-Mexico
border to “‘essential travel,” as further defined in
that document. 85 FR 16547 (Mar. 24, 2020).

2 See 85 FR 44185 (July 22, 2020); 85 FR 37744
(June 24, 2020); 85 FR 31050 (May 22, 2020); 85 FR
22352 (Apr. 22, 2020). DHS also published parallel
notifications of the Secretary’s decisions to
continue temporarily limiting the travel of
individuals from Mexico into the United States at
land ports of entry along the United States-Mexico
border to “essential travel.” See 85 FR 44183 (July
22, 2020); 85 FR 37745 (June 24, 2020); 85 FR 31057
(May 22, 2020); 85 FR 22353 (Apr. 22, 2020).

3WHO, Coronavirus disease 2019 (COVID-19)
Situation Report—209 (Aug. 16, 2020), available at
https://www.who.int/docs/default-source/
coronaviruse/situation-reports/20200816-covid-19-
sitrep-209.pdf?sfvrsn=5ddelca2_2.

4CDC, Cases of COVID-19 in the U.S. (last
updated Aug. 17, 2020), available at https://
www.cdc.gov/coronavirus/2019-ncov/cases-
updates/cases-in-us.html.

5 WHO, Coronavirus disease 2019 (COVID-19)
Situation Report—209 (Aug. 16, 2020).
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U.S. and Canadian officials have
mutually determined that non-essential
travel between the United States and
Canada poses additional risk of
transmission and spread of the virus
associated with COVID-19 and places
the populace of both nations at
increased risk of contracting the virus
associated with COVID-19. Moreover,
given the sustained human-to-human
transmission of the virus, returning to
previous levels of travel between the
two nations places the personnel
staffing land ports of entry between the
United States and Canada, as well as the
individuals traveling through these
ports of entry, at increased risk of
exposure to the virus associated with
COVID-19. Accordingly, and consistent
with the authority granted in 19 U.S.C.
1318(b)(1)(C) and (b)(2),7 I have
determined that land ports of entry
along the U.S.-Canada border will
continue to suspend normal operations
and will only allow processing for entry
into the United States of those travelers
engaged in “‘essential travel,” as defined
below. Given the definition of “essential
travel” below, this temporary alteration
in land ports of entry operations should
not interrupt legitimate trade between
the two nations or disrupt critical
supply chains that ensure food, fuel,
medicine, and other critical materials
reach individuals on both sides of the
border.

For purposes of the temporary
alteration in certain designated ports of
entry operations authorized under 19
U.S.C. 1318(b)(1)(C) and (b)(2), travel
through the land ports of entry and ferry
terminals along the United States-

719 U.S.C. 1318(b)(1)(C) provides that
“[n]otwithstanding any other provision of law, the
Secretary of the Treasury, when necessary to
respond to a national emergency declared under the
National Emergencies Act (50 U.S.C. 1601 et seq.)
or to a specific threat to human life or national
interests,” is authorized to “[t]ake any . . . action
that may be necessary to respond directly to the
national emergency or specific threat.” On March
1, 2003, certain functions of the Secretary of the
Treasury were transferred to the Secretary of
Homeland Security. See 6 U.S.C. 202(2), 203(1).
Under 6 U.S.C. 212(a)(1), authorities ‘“related to
Customs revenue functions” were reserved to the
Secretary of the Treasury. To the extent that any
authority under section 1318(b)(1) was reserved to
the Secretary of the Treasury, it has been delegated
to the Secretary of Homeland Security. See Treas.
Dep’t Order No. 100-16 (May 15, 2003), 68 FR
28322 (May 23, 2003). Additionally, 19 U.S.C.
1318(b)(2) provides that “[n]otwithstanding any
other provision of law, the Commissioner of U.S.
Customs and Border Protection, when necessary to
respond to a specific threat to human life or
national interests, is authorized to close temporarily
any Customs office or port of entry or take any other
lesser action that may be necessary to respond to
the specific threat.” Congress has vested in the
Secretary of Homeland Security the “functions of
all officers, employees, and organizational units of
the Department,” including the Commissioner of
CBP. 6 U.S.C. 112(a)(3).

Canada border shall be limited to
‘“essential travel,” which includes, but
is not limited to—

e U.S. citizens and lawful permanent
residents returning to the United States;
e Individuals traveling for medical
purposes (e.g., to receive medical

treatment in the United States);

e Individuals traveling to attend
educational institutions;

o Individuals traveling to work in the
United States (e.g., individuals working
in the farming or agriculture industry
who must travel between the United
States and Canada in furtherance of
such work);

e Individuals traveling for emergency
response and public health purposes
(e.g., government officials or emergency
responders entering the United States to
support federal, state, local, tribal, or
territorial government efforts to respond
to COVID-19 or other emergencies);

e Individuals engaged in lawful cross-
border trade (e.g., truck drivers
supporting the movement of cargo
between the United States and Canada);

e Individuals engaged in official
government travel or diplomatic travel;

e Members of the U.S. Armed Forces,
and the spouses and children of
members of the U.S. Armed Forces,
returning to the United States; and

e Individuals engaged in military-
related travel or operations.

The following travel does not fall
within the definition of “essential
travel” for purposes of this
Notification—

e Individuals traveling for tourism
purposes (e.g., sightseeing, recreation,
gambling, or attending cultural events).

At this time, this Notification does not
apply to air, freight rail, or sea travel
between the United States and Canada,
but does apply to passenger rail,
passenger ferry travel, and pleasure boat
travel between the United States and
Canada. These restrictions are
temporary in nature and shall remain in
effect until 11:59 p.m. EDT on
September 21, 2020. This Notification
may be amended or rescinded prior to
that time, based on circumstances
associated with the specific threat.

The Commissioner of U.S. Customs
and Border Protection (CBP) is hereby
directed to prepare and distribute
appropriate guidance to CBP personnel
on the continued implementation of the
temporary measures set forth in this
Notification. The CBP Commissioner
may determine that other forms of
travel, such as travel in furtherance of
economic stability or social order,
constitute “essential travel” under this
Notification. Further, the CBP
Commissioner may, on an
individualized basis and for

humanitarian reasons or for other
purposes in the national interest, permit
the processing of travelers to the United
States not engaged in “essential travel.”

The Acting Secretary of Homeland
Security, Chad F. Wolf, having reviewed
and approved this document, is
delegating the authority to electronically
sign this document to Chad R. Mizelle,
who is the Senior Official Performing
the Duties of the General Counsel for
DHS, for purposes of publication in the
Federal Register.

Chad R. Mizelle,

Senior Official Performing the Duties of the
General Counsel, U.S. Department of
Homeland Security.

[FR Doc. 2020-18470 Filed 8-19-20; 4:15 pm]
BILLING CODE 9112-FP-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 610
[Docket No. FDA-2018-N-4757]
RIN 0910-AH95

Revocation of the Test for Mycoplasma

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is issuing a final rule to remove the
specified test for the presence of
Mycoplasma for live virus vaccines and
inactivated virus vaccines produced
from in vitro living cell cultures. The
rule is being finalized because the
existing test for Mycoplasma is overly
restrictive in that it identifies only one
test method in detail to be used even
though other methods also may be
appropriate. More sensitive and specific
methods exist and are currently being
practiced, and removal of the specific
method to test for Mycoplasma provides
flexibility for accommodating new and
evolving technology and capabilities
without diminishing public health
protections. This action is part of FDA’s
implementation of Executive Orders
under which FDA is comprehensively
reviewing existing regulations to
identify opportunities for repeal,
replacement, or modification that will
result in meaningful burden reduction,
while allowing the Agency to achieve
our public health mission and fulfill
statutory obligations.

DATES: This rule is effective September
21, 2020.
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ADDRESSES: For access to the docket to
read background documents or
comments received, go to https://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule into the
“Search” box and follow the prompts,
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Tami Belouin, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 7301,
Silver Spring, MD 20993-0002, 240—
402-7911.

SUPPLEMENTARY INFORMATION:
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1. Executive Summary

A. Purpose of the Final Rule

FDA is removing the regulation
requiring a specified test for the
presence of Mycoplasma for live virus
vaccines produced from in vitro living
cell cultures and inactivated virus
vaccines produced from such living cell
cultures because the regulation is overly
restrictive in that it identifies only one
test method in detail to be used even
though other methods also may be
appropriate. More sensitive and specific
methods exist and are currently being
practiced, and removal of the required
test for Mycoplasma provides flexibility
for accommodating new and evolving
technology and capabilities without
diminishing public health protections.

B. Summary of the Major Provisions of
the Final Rule

The final rule removes § 610.30 (21
CFR 610.30), which details the method

for Mycoplasma testing of samples of
the virus harvest pool and control fluid
pool of live virus vaccines and
inactivated virus vaccines produced
from in vitro living cell cultures.

C. Legal Authority

FDA is taking this action under the
biological products provisions of the
Public Health Service Act (the PHS Act),
and the drugs and general
administrative provisions of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act).

D. Costs and Benefits

Because this final rule will not
impose any additional regulatory
burdens, this regulation is not
anticipated to result in any compliance
costs and the economic impact is
expected to be minimal.

II. Background

A. Introduction

On February 24, 2017, Executive
Order 13777, “Enforcing the Regulatory
Reform Agenda” (https://
www.federalregister.gov/documents/
2017/03/01/2017-04107/enforcing-the-
regulatory-reform-agenda; 82 FR 12285,
March 1, 2017) was issued. One of the
provisions in the Executive Order
requires Agencies to evaluate existing
regulations and make recommendations
to the Agency head regarding their
repeal, replacement, or modification,
consistent with applicable law. As part
of this initiative, FDA is revoking a
regulation as specified in this final rule.

B. Need for the Regulation

It has become increasingly clear that
the requirement specifying a test for
Mycoplasma is too restrictive for live
virus vaccines and inactivated virus
vaccines produced from in vitro living
cell cultures because they specify
particular methodologies when
alternatives may be available that
provide the same or greater level of
assurance of safety. Modifications to
Mycoplasma testing described in
§610.30 must meet the requirements of
21 CFR 610.9.

Thus, the Agency believes that the
regulation may no longer reflect the
current testing procedures as a general
matter and that it is more appropriate,
flexible, and efficient to identify
appropriate testing requirements for
particular products in the biologics
license application (BLA).

This final rule removes the specified
test for the presence of Mycoplasma to
provide flexibility for accommodating
new and evolving technology and
capabilities without diminishing public
health protections. Removal of this

regulation allows manufacturers of live
virus vaccines produced from in vitro
living cell cultures and inactivated virus
vaccines produced from such living cell
cultures to select the most scientifically
appropriate Mycoplasma testing method
to assure the safety, purity, and potency
of their vaccines.

These newer technologies can result
in higher sensitivity and specificity of
Mycoplasma detection and could reduce
the time required to complete testing for
Mycoplasma. Removal of this regulation
does not remove Mycoplasma testing
requirements specified in individual
BLAs. A manufacturer of a live virus
vaccine produced from in vitro living
cell cultures and inactivated virus
vaccines produced from such living cell
cultures will continue to be required to
follow the Mycoplasma test
requirements specified in its BLA,
unless the BLA was revised to modify
or replace the test through a supplement
in accordance with § 601.12(c) (21 CFR
601.12(c)). FDA would review proposed
changes to a manufacturer’s approved
biologics license in the context of that
particular application to ensure that any
such action is appropriate.

Although the final rule removes the
regulation, a manufacturer continues to
be required to test for Mycoplasma as
specified in its BLA. This action
provides regulated industry with
flexibility, as appropriate, to employ
advances in science and technology as
they become available, without
diminishing public health protections.
As appropriate, the Agency will
describe the appropriate tests for
particular products in manufacturers’
BLAs.

C. Summary of Comments to the
Proposed Rule

We received comments on the
proposed rule from individuals and
industry submitters. The comments
were generally supportive, with some
comments suggesting new testing
procedures be proposed. These
comments are further summarized in
section IV.

III. Legal Authority

We are issuing this final rule under
the biological products provisions of the
PHS Act (42 U.S.C. 216, 262, 263, 263a,
and 264) and the drugs and general
administrative provisions of the FD&C
Act (21 U.S.C. 321, 331, 351, 352, 353,
355, 360, 360c, 360d, 360h, 360i, 371,
372, 374, and 381). Under these
provisions of the PHS Act and the FD&C
Act, we have the authority to issue and
enforce regulations designed to ensure
that biological products are safe, pure,
and potent, and prevent the
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introduction, transmission, and spread
of communicable disease.

IV. Comments on the Proposed Rule
and FDA Response

A. Introduction

We received comments on the
proposed rule from individuals and
industry submitters. We describe and
respond to the comments in section
IV.B. We have combined comments on
similar topics and have numbered each
comment to help distinguish between
different comments. The number
assigned to each comment or comment
topic is purely for organizational
purposes and does not signify the
comment’s value or importance or the
order in which comments were
received.

B. Comments and FDA Response

(Comment 1) One comment requested
that FDA not finalize the rule, but
instead amend the proposal to revoke
the current test for Mycoplasma. The
commenter proposed that FDA include
methodologies on newer tests and how
they are distinguishable from the
present test; comparable data on the
accuracy of Mycoplasma detection
between the present and newer tests,
and any other additional information
that would support FDA’s argument that
the newer tests are more efficient.

(Response 1) FDA interprets this
comment to support the proposal to
remove the currently described
methodology and to amend the
regulation to specify alternative
acceptable tests. The purpose of this
rulemaking is to permit manufacturers
of live virus vaccines produced from in
vitro living cell cultures and inactivated
virus vaccines produced from such
living cell cultures to select the most
scientifically appropriate Mycoplasma
testing method to assure the safety,
purity, and potency of their vaccines.
Thus, FDA declines to amend the
regulation to specify alternative
acceptable tests because this would not
achieve the goal of allowing flexibility,
as appropriate, to employ advances in
science and technology as they become
available without diminishing public
health protections. However, FDA
acknowledges that guidance is helpful
to describe FDA'’s current thinking on
alternative methods of testing for
Mycoplasma in manufacturing samples
of live virus vaccines and inactivated
virus vaccines produced from in vitro
living cell cultures. FDA notes that
recommended alternative methods for
Mycoplasma testing for viral vaccines
are described in “Guidance for Industry:
Characterization and Qualification of

Cell Substrates and Other Biological
Materials Used in the Production of
Viral Vaccines for Infectious Disease
Indications” (February 2010) (https://
www.fda.gov/media/78428/download).

(Comment 2) One comment supported
the proposed rule.

(Response 2) We acknowledge and
appreciate the supportive comment.

(Comment 3) One comment did not
comment specifically on finalizing the
rule, but stated that with changes to
technology, it makes sense to update
testing procedures. The comment stated
that ““a list of the new proposed test
methods would be beneficial to compare
the overall benefits and disadvantages.”
Another comment suggested that if the
rule is finalized, FDA should provide
guidance for alternative methods of
testing for Mycoplasma.

(Response 3) While the comment
states that it would be helpful to have
a list of new proposed test methods,
FDA does not believe the regulation
should be amended to include such a
list because that list could become
outdated. License holders are welcome
to discuss with FDA proposals to
change their existing test methods and
to submit proposals to FDA to revise the
current test methods in use.

FDA also acknowledges that guidance
is helpful to describe FDA’s current
thinking on acceptable alternative
methods of testing for Mycoplasma in
manufacturing samples of live virus
vaccines and inactivated virus vaccines
produced from in vitro living cell
cultures. FDA notes that recommended
alternative methods for Mycoplasma
testing for viral vaccines are described
in “Guidance for Industry:
Characterization and Qualification of
Cell Substrates and Other Biological
Materials Used in the Production of
Viral Vaccines for Infectious Disease
Indications” (February 2010) (https://
www.fda.gov/media/78428/download).

(Comment 4) One comment strongly
supported removal of the regulation and
agreed that more sensitive test methods
exist; however, the commenter wanted
the scope of the impact to be expanded
to include all biological product
manufacturers.

(Response 4) We acknowledge and
appreciate the supportive comment. The
request to expand the revocation to
include all biological product
manufacturers is beyond the scope of
this rule making because § 610.30
pertains to manufacturers of live virus
vaccines and inactivated virus vaccines
produced from in vitro living cell
cultures.

V. Effective Date

The final rule will become effective
30 days after the date of publication in
the Federal Register.

VI. Economic Analysis of Impacts
A. Introduction

We have examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, Executive Order
13771, the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4). Executive Orders 12866 and
13563 direct us to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Executive Order
13771 requires that the costs associated
with significant new regulations ‘“‘shall,
to the extent permitted by law, be offset
by the elimination of existing costs
associated with at least two prior
regulations.” We believe that this final
rule is not a significant regulatory action
as defined by Executive Order 12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because this rule would increase
flexibility and does not add any new
regulatory responsibilities, we certify
that the final rule will not have a
significant economic impact on a
substantial number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before issuing “any
rule that includes any Federal mandate
that may result in the expenditure by
State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.”
The current threshold after adjustment
for inflation is $154 million, using the
most current (2018) Implicit Price
Deflator for the Gross Domestic Product.
This final rule would not result in an
expenditure in any year that meets or
exceeds this amount.

B. Summary of Costs and Benefits

This final rule will amend the
biologics regulations under § 610.30 by
removing the specified test for
Mycoplasma in the production of live
virus vaccines produced from in vitro
living cell cultures and inactivated virus
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vaccines produced from such living cell
cultures.

Removing the §610.30 Test for
Mycoplasma will provide manufacturers
with the flexibility to determine the
most appropriate and effective
Mycoplasma testing methods. FDA
guidance dated after § 610.30, codified
in 1973 (November 20, 1973, 38 FR
32056), outlines up-to-date scientific
practices to identify Mycoplasma in
production of live virus vaccines
produced from in vitro living cell
cultures and inactivated virus vaccines

produced from in vitro living cell
cultures. In practice, a vaccine
manufacturer can change its procedures
at any time with submission and prior
approval of a supplement to its BLA. As
a result, we do not expect the repeal of
the §610.30 Test for Mycoplasma to
significantly influence the behavior or
procedures of vaccine manufacturers.
Because manufacturers already have
the ability to pursue alternative testing
procedures, we anticipate no
measurable change in industry or FDA
behavior from this final rulemaking. We

therefore expect the elimination of the
§610.30 Test for Mycoplasma to be cost
neutral. This final rule will therefore
produce no quantifiable savings, costs,
or transfers. We also expect no public
health benefits to be lost as a result of
this revocation. Finally, we note that
this final rulemaking may drive some
manufacturers to streamline their
procedures and search for more efficient
Mycoplasma testing methods. This
optimization may produce some
unquantifiable efficiencies.

TABLE 1—SUMMARY OF BENEFITS, COSTS AND DISTRIBUTIONAL EFFECTS OF FINAL RULE

Primary

Category estimate

Units

Low
estimate

High
estimate | year gollars

Discount Notes
rate

(%)

Period
covered

Benefits:
Annualized
Monetized $millions/year
Annualized
Quantified

WNWN

Qualitative

Benefits to manufacturers from flexibility
to determine appropriate and effective
Mycoplasma testing methods.

Costs:
Annualized ......ccccooeeeiiiiniinnnnnn.
Monetized $millions/year
Annualized
Quantified

WNWN

Qualitative

Costs to manufacturers to change
Mycoplasma testing methods, if
voluntarily pursued.

Transfers:

Other ...
Annualized
Monetized $millions/year

From/To

Effects:
State, Local or Tribal Government: None.
Small Business: None.
Wages: None.
Growth: None.

In line with Executive Order 13771, in
table 2 we present annualized values of
costs and cost savings over an infinite

time horizon. There are no quantifiable
costs or cost savings from this rule. This
final rule would be considered a

deregulatory action under Executive
Order 13771.
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TABLE 2—EXECUTIVE ORDER 13771 SUMMARY TABLE
[in $ Millions 2016 Dollars, Over an Infinite Time Horizon]
Primary Lower Upper
Item estimate estimate estimate
(7%) (7%) (7%)

Present Value of Costs ......cccccceeeviiiecciiecciienee

Present Value of Cost Savings ..
Present Value of Net Costs ........

Annualized COStS .......cccecveiriiriiieiecee e
Annualized Cost Savings ........ccoceevereereereenenne
Annualized Net COStS .......cccervvieiieiiiieieieee,

We have developed a comprehensive
Economic Analysis of Impacts that
assesses the impacts of the final rule.
The full analysis of economic impacts is
available in the docket for this final rule
(Ref. 1) and at https://www.fda.gov/
about-fda/reports/economic-impact-
analyses-fda-regulations.

VII. Analysis of Environmental Impact

We have determined under 21 CFR
25.31(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VIII. Paperwork Reduction Act of 1995

This final rule contains no collection
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

IX. Federalism

We have analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. We have
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
conclude that the rule does not contain
policies that have federalism
implications as defined in the Executive
Order and, consequently, a federalism
summary impact statement is not
required.

X. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this rule in
accordance with the principles set forth
in Executive Order 13175. We have
determined that the rule does not
contain policies that have substantial
direct effects on one or more Indian
Tribes, on the relationship between the
Federal Government and Indian Tribes,

or on the distribution of power and
responsibilities between the Federal
Government and Indian Tribes.
Accordingly, we conclude that the rule
does not contain policies that have
tribal implications as defined in the
Executive Order and, consequently, a
tribal summary impact statement is not
required.

XI. Reference

The following reference is on display
at the Dockets Management Staff (see
ADDRESSES) and is available for viewing
by interested persons between 9 a.m.
and 4 p.m. Monday through Friday; it is
also available electronically at https://
www.regulations.gov. FDA has verified
the website address, as of the date this
document publishes in the Federal
Register, but websites are subject to
change over time.

1. FDA/Economics Staff, “Elimination of the
21 CFR 610.30 Test for Mycoplasma
Preliminary Regulatory Impact Analysis,
Preliminary Regulatory Flexibility
Analysis, Unfunded Mandates Reform
Act Analysis,” 2018. (Available at
https://www.fda.gov/about-fda/reports/
economic-impact-analyses-fda-
regulations.)

List of Subjects in 21 CFR part 610

Biologics, Labeling, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 610 is
amended as follows:

PART 610—GENERAL BIOLOGICAL
PRODUCTS STANDARDS

m 1. The authority citation for part 610
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 360c, 360d, 360h, 360i, 371,
372, 374, 381; 42 U.S.C. 216, 262, 263, 263a,
264.

Subpart D—[Removed and Reserved]

m 2. Remove and reserve subpart D,
consisting of §610.30.

Dated: July 29, 2020.
Stephen M. Hahn,
Commissioner of Food and Drugs.
[FR Doc. 2020-17085 Filed 8—-20-20; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR Parts 1308 and 1312
[Docket No. DEA-500]
RIN 1117-AB53

Implementation of the Agriculture
Improvement Act of 2018

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Interim final rule with request
for comments.

SUMMARY: The purpose of this interim
final rule is to codify in the Drug
Enforcement Administration (DEA)
regulations the statutory amendments to
the Controlled Substances Act (CSA)
made by the Agriculture Improvement
Act of 2018 (AIA), regarding the scope
of regulatory controls over marihuana,
tetrahydrocannabinols, and other
marihuana-related constituents. This
interim final rule merely conforms
DEA'’s regulations to the statutory
amendments to the CSA that have
already taken effect, and it does not add
additional requirements to the
regulations.

DATES: Effective August 21, 2020.
Electronic comments must be
submitted, and written comments must
be postmarked, on or before October 20,
2020. Commenters should be aware that
the electronic Federal Docket
Management System will not accept
comments after 11:59 p.m. Eastern Time
on the last day of the comment period.
ADDRESSES: To ensure proper handling
of comments, please reference “RIN
1117—-AB53/Docket No. DEA-500"’ on
all correspondence, including any
attachments.


https://www.fda.gov/about-fda/reports/economic-impact-analyses-fda-regulations
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e Electronic comments: The Drug
Enforcement Administration 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 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 http://www.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.

e Paper comments: Paper comments
that duplicate the electronic submission
are not necessary and are discouraged.
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, Diversion
Control Division; Mailing Address: 8701
Morrissette Drive, Springfield, VA
22152.

FOR FURTHER INFORMATION CONTACT:
Scott A. Brinks, Diversion Control
Division, Drug Enforcement
Administration; Mailing Address: 8701
Morrissette Drive, Springfield, Virginia
22152; Telephone: (202) 598-2596.
SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that all comments
received 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 (FOIA) 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 the confidential
business information to be redacted
within the comment.

Comments containing personal
identifying information and confidential
business information identified as
directed above will generally 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 the complete Economic Impact
Analysis, to this interim final rule are
available in their entirety under the tab
“Supporting Documents” of the public
docket of this action at http://
www.regulations.gov under FDMS
Docket ID: DEA-500 (RIN 1117-AB53/
Docket Number DEA-500) for easy
reference.

Executive Summary

The Agriculture Improvement Act of
2018, Public Law 115-334 (the AIA),
was signed into law on December 20,
2018. It provided a new statutory
definition of “hemp”” and amended the
definition of marihuana under 21 U.S.C.
802(16) and the listing of
tetrahydrocannabinols under 21 U.S.C.
812(c). The AIA thereby amends the
regulatory controls over marihuana,
tetrahydrocannabinols, and other
marihuana-related constituents in the
Controlled Substances Act (CSA).

This rulemaking makes four
conforming changes to DEA’s existing
regulations:

e Tt modifies 21 CFR 1308.11(d)(31)
by adding language stating that the
definition of “Tetrahydrocannabinols”
does not include “any material,
compound, mixture, or preparation that
falls within the definition of hemp set
forth in 7 U.S.C. 16390.”

o It removes from control in schedule
V under 21 CFR 1308.15(f) a “drug
product in finished dosage formulation
that has been approved by the U.S. Food
and Drug Administration that contains
cannabidiol (2-[1R-3-methyl-6R-(1-
methylethenyl)-2-cyclohexen-1-yl]-5-

pentyl-1,3-benzenediol) derived from
cannabis and no more than 0.1% (w/w)
residual tetrahydrocannabinols.”

¢ It also removes the import and
export controls described in 21 CFR
1312.30(b) over those same substances.

e It modifies 21 CFR 1308.11(d)(58)
by stating that the definition of
“Marihuana Extract” is limited to
extracts “‘containing greater than 0.3
percent delta-9-tetrahydrocannabinol on
a dry weight basis.”

This interim final rule merely
conforms DEA’s regulations to the
statutory amendments to the CSA that
have already taken effect, and it does
not add additional requirements to the
regulations. Accordingly, there are no
additional costs resulting from these
regulatory changes. However, as
discussed below, the changes reflected
in this interim final rule are expected to
result in annual cost savings for affected
entities.

Changes to the Definition of Marihuana

The AIA amended the CSA’s
regulatory controls over marihuana by
amending its definition under the CSA.
Prior to the AIA, marihuana was defined
in 21 U.S.C. 802(16) as follows:

The term “marihuana” means all parts of
the plant Cannabis sativa L., whether
growing or not; the seeds thereof; the resin
extracted from any part of such plant; and
every compound, manufacture, salt,
derivative, mixture, or preparation of such
plant, its seeds or resin. Such term does not
include the mature stalks of such plant, fiber
produced from such stalks, oil or cake made
from the seeds of such plant, any other
compound, manufacture, salt, derivative,
mixture, or preparation of such mature stalks
(except the resin extracted therefrom), fiber,
oil, or cake, or the sterilized seed of such
plant which is incapable of germination.

The AIA modified the foregoing
definition by adding that the “term
‘marihuana’ does not include hemp, as
defined in section 16390 of Title 7.” 21
U.S.C. 802(16)(B). Furthermore, the AIA
added a definition of “hemp” to 7
U.S.C. 16390, which reads as follows:

The term ‘hemp’ means the plant Cannabis
sativa L. and any part of that plant, including
the seeds thereof and all derivatives, extracts,
cannabinoids, isomers, acids, salts, and salts
of isomers, whether growing or not, with a
delta-9 tetrahydrocannabinol concentration
of not more than 0.3 percent on a dry weight
basis.

Taken together, these two changes
made by the AIA limit the definition of
marihuana to only include cannabis or
cannabis-derived material that contain
more than 0.3% delta-9-
tetrahydrocannabinol (also known as A9-
THC) on a dry weight basis. Thus, to fall
within the current CSA definition of


http://www.regulations.gov
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marihuana, cannabis and cannabis-
derived material must both fall within
the pre-AIA CSA definition of
marihuana and contain more than 0.3
percent A%-THC on a dry weight basis.
Pursuant to the AIA, unless specifically
controlled elsewhere under the CSA,
any material previously controlled
under Controlled Substance Code
Number 7360 (marihuana) or under
Controlled Substance Code Number
7350 (marihuana extract), that contains
0.3% or less of A>-THC on a dry weight
basis—i.e., “hemp’” as that term defined
under the AIA—is not controlled.
Conversely, any such material that
contains greater than 0.3% of A9-THC on
a dry weight basis remains controlled in
schedule L.

In order to meet the AIA’s definition
of hemp, and thus qualify for the
exception in the definition of
marihuana, a cannabis-derived product
must itself contain 0.3% or less A%-THC
on a dry weight basis. It is not enough
that a product is labeled or advertised
as “hemp.” The U.S. Food and Drug
Administration (FDA) has recently
found that many cannabis-derived
products do not contain the levels of
cannabinoids that they claim to contain
on their labels.? Cannabis-derived
products that exceed the 0.3% A9-THC
limit do not meet the statutory
definition of “hemp’” and are schedule
I controlled substances, regardless of
claims made to the contrary in the
labeling or advertising of the products.

In addition, the definition of hemp
does not automatically exempt any
product derived from a hemp plant,
regardless of the A9-THC content of the
derivative. In order to meet the
definition of “hemp,” and thus qualify
for the exemption from schedule I, the
derivative must not exceed the 0.3% A®-
THC limit. The definition of
“marihuana” continues to state that “all
parts of the plant Cannabis sativa L.,”
and “every compound, manufacture,
salt, derivative, mixture, or preparation
of such plant,” are schedule I controlled
substances unless they meet the
definition of “hemp” (by falling below
the 0.3% A9-THC limit on a dry weight
basis) or are from exempt parts of the
plant (such as mature stalks or non-
germinating seeds). See 21 U.S.C.
802(16) (emphasis added). As a result, a
cannabis derivative, extract, or product
that exceeds the 0.3% AS-THC limit is a
schedule I controlled substance, even if
the plant from which it was derived
contained 0.3% or less A%-THC on a dry
weight basis.

1 See FDA, Warning Letters and Test Results for
Cannabidiol-Related Products, https://www.fda.gov/
NewsEvents/PublicHealthFocus/ucm484109.htm.

Finally, nothing in the AIA or in these
implementing regulations affects or
alters the requirements of the Food,
Drug, & Cosmetic Act (FD&C Act). See
7 U.S.C. 1639r(c). Hemp products that
fall within the jurisdiction of the FD&C
Act must comply with its requirements.
FDA has recently issued a statement
regarding the agency’s regulation of
products containing cannabis and
cannabis-derived compounds, and DEA
refers interested parties to that
statement, which can be found at
https://www.fda.gov/newsevents/
Newsroom/PressAnnouncements/
ucm628988.htm.

Changes to the Definition of
Tetrahydrocannabinols

The AIA also modified the listing for
tetrahydrocannabinols under 21 U.S.C.
812(c) by stating that the term
tetrahydrocannabinols does not include
tetrahydrocannabinols in hemp.
Specifically, 21 U.S.C. 812(c) Schedule
I now lists as schedule I controlled
substances: “Tetrahydrocannabinols,
except for tetrahydrocannabinols in
hemp (as defined under section 16390
of Title 7).”

Therefore, the AIA limits the control
of tetrahydrocannabinols (for Controlled
Substance Code Number 7370). For
tetrahydrocannabinols that are naturally
occurring constituents of the plant
material, Cannabis sativa L., any
material that contains 0.3% or less of
A9-THC by dry weight is not controlled,
unless specifically controlled elsewhere
under the CSA. Conversely, for
tetrahydrocannabinols that are naturally
occurring constituents of Cannabis
sativa L., any such material that
contains greater than 0.3% of A9-THC by
dry weight remains a controlled
substance in schedule I.

The AIA does not impact the control
status of synthetically derived
tetrahydrocannabinols (for Controlled
Substance Code Number 7370) because
the statutory definition of “hemp” is
limited to materials that are derived
from the plant Cannabis sativa L. For
synthetically derived
tetrahydrocannabinols, the
concentration of A9-THC is not a
determining factor in whether the
material is a controlled substance. All
synthetically derived
tetrahydrocannabinols remain schedule
I controlled substances.

This rulemaking is modifying 21 CFR
1308.11(d)(31) to reflect this statutory
change. By this rulemaking, 21 CFR
1308.11(d)(31) is being modified via the
addition of subsection (ii), which reads:
“Tetrahydrocannabinols does not
include any material, compound,
mixture, or preparation that falls within

the definition of hemp set forth in 7
U.S.C. 16390.”

Removal of Schedule V Control of FDA-
Approved Products Containing
Cannabidiol

Previously DEA, pursuant to 21 CFR
1308.15, separately controlled in
Schedule V drug products in finished
dosage formulations that have been
approved by FDA and that contain
cannabidiol (CBD) derived from
cannabis and no more than 0.1 percent
(w/w) residual tetrahydrocannabinols
(under Controlled Substance Code
Number 7367). The FDA-approved
substances described under Drug Code
7367 are no longer controlled, by virtue
of the ATA. As a result, DEA is removing
the listing for “Approved cannabidiol
drugs” under schedule V in 21 CFR
1308.15.

Note that CBD in a mixture with a A9-
THC concentration greater than 0.3% by
dry weight is not exempted from the
definition of “marihuana” or
“tetrahydrocannabinols.” Accordingly,
all such mixtures exceeding the 0.3%
limit remain controlled substances
under schedule I.

Removal of Import/Export Provisions
Involving FDA-Approved Products
Containing CBD

Previously DEA, pursuant to 21 CFR
1312.30, required import and export
permits pursuant to 21 U.S.C. 811(d)(1),
952(b)(2), and 953(e)(3) for the import
and export of drug products in finished
dosage formulations that have been
approved by FDA and that contain CBD
derived from cannabis and no more than
0.1 percent (w/w) residual
tetrahydrocannabinols. Because such
substances are no longer controlled
substances, DEA is likewise removing
the import and export permit
requirement for these substances. The
regulation is revised to delete
§1312.30(b).

Drug Code 7350 for Marihuana Extract

The current control status of
marihuana-derived constituents
depends upon the concentration of A®-
THC in the constituent. DEA is
amending the scope of substances
falling within the Controlled Substances
Code Number for marihuana extract
(7350) to conform to the amended
definition of marihuana in the AIA. As
amended, the Drug Code 7350 definition
reads:

Marihuana Extract—meaning an extract
containing one or more cannabinoids that has
been derived from any plant of the genus
Cannabis, containing greater than 0.3 percent
delta-9-tetrahydrocannabinol on a dry weight
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basis, other than the separated resin (whether
crude or purified) obtained from the plant.

21 CFR 1308.11(d)(58). The drug code
7350 became effective on January 13,
2017. 81 FR 90194.

Regulatory Analysis

Administrative Procedure Act

An agency may find good cause to
exempt a rule from certain provisions of
the Administrative Procedure Act (APA)
(5 U.S.C. 553), including those requiring
the publication of a prior notice of
proposed rulemaking and the pre-
promulgation opportunity for public
comment, if such actions are
determined to be unnecessary,
impracticable, or contrary to the public
interest.

DEA finds there is good cause within
the meaning of the APA to issue these
amendments as an interim final rule and
to delay comment procedures to the
post-publication period, because these
amendments merely conform the
implementing regulations to recent
amendments to the CSA that have
already taken effect. DEA has no
discretion with respect to these
amendments. This rule does no more
than incorporate the statutory
amendments into DEA’s regulations,
and publishing a notice of proposed
rulemaking or soliciting public
comment prior to publication is
unnecessary. See 5 U.S.C. 553(b)(B)
(relating to notice and comment
procedures). “[W]hen regulations
merely restate the statute they
implement, notice-and-comment
procedures are unnecessary.” Gray
Panthers Advocacy Committee v.
Sullivan, 936 F.2d 1284, 1291 (D.C. Cir.
1991); see also United States v. Cain,
583 F.3d 408, 420 (6th Cir. 2009)
(contrasting legislative rules, which
require notice-and-comment
procedures, “‘with regulations that
merely restate or interpret statutory
obligations,” which do not); Komjathy v.
Nat. Trans. Safety Bd., 832 F.2d 1294,
1296 (D.C. Cir. 1987) (when a rule “does
no more than repeat, virtually verbatim,
the statutory grant of authority” notice-
and-comment procedures are not
required).

In addition, because the statutory
changes at issue have already been in
effect since December 20, 2018, DEA
finds good cause exists to make this rule
effective immediately upon publication.
See 5 U.S.C. 553(d). Therefore, DEA is
issuing these amendments as an interim
final rule, effective upon publication in
the Federal Register.

Although publishing a notice of
proposed rulemaking and soliciting
public comment prior to publication are

unnecessary in this instance because
these regulations merely implement
statutory changes over which the agency
has no discretion, DEA is soliciting
public comment on this rule following
its publication. For that reason, DEA is
publishing this rule as an interim final
rule and is establishing a docket to
receive public comment on this rule. To
the extent required by law, DEA will
consider and respond to any relevant
comments received.

Executive Orders 12866 (Regulatory
Planning and Review), 13563
(Improving Regulation and Regulatory
Review), and 13771 (Reducing
Regulation and Controlling Regulatory
Cost)

This interim final rule was developed
in accordance with the principles of
Executive Orders (E.O.) 12866, 13563,
and 13771. E.O. 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health,
and safety effects; distributive impacts;
and equity). E.O. 13563 is supplemental
to and reaffirms the principles,
structures, and definitions governing
regulatory review as established in E.O.
12866. E.O. 12866 classifies a
““significant regulatory action,”
requiring review by the Office of
Management and Budget (OMB), as any
regulatory action that is likely to result
in a rule that may: (1) Have an annual
effect on the economy of $100 million
or more or adversely affect in a material
way the economy, a sector of the
economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local, or tribal
governments or communities; (2) create
a serious inconsistency or otherwise
interfere with an action taken or
planned by another agency; (3)
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the E.O.

The economic, interagency,
budgetary, legal, and policy
implications of this interim final rule
have been examined and it has been
determined that it is not a significant
regulatory action under E.O. 12866
because it is a non-discretionary action
that is dictated by the statutory
amendments to the CSA enacted by the
AIA. While not determined to be a
significant regulatory action, this action
has been reviewed by the OMB.

As explained above, DEA is obligated
to issue this interim final rule to revise
its regulations so that they are
consistent with the provisions of the
CSA that were amended by the AIA. In
issuing this interim final rule, DEA has
not gone beyond the statutory text
enacted by Congress. Thus, DEA would
have to issue this interim final rule
regardless of the outcome of the
agency’s regulatory analysis.
Nonetheless, DEA conducted this
analysis as discussed below.

Summary of Benefits and Costs

This analysis is limited to the
provisions of the AIA that are being
directly implemented by this DEA
interim final rule. DEA has reviewed
these regulatory changes and their
expected costs and benefits. Benefits, in
the form of cost savings realized by DEA
registrants handling previously
controlled substances, will be generated
as a direct result of the publication of
this interim final rule. DEA does not
expect there to be any costs associated
with the promulgation of this interim
final rule. The following is a summary;
a detailed economic analysis of the
interim final rule can be found in the
rulemaking docket at http://
www.regulations.gov.

The AIA’s revised definitions of
marihuana and tetrahydrocannabinols
effectively decontrol hemp as defined
under the AIA. DEA’s regulatory
authority over any plant with less than
0.3% THC content on a dry weight
basis, and any of the plant’s derivatives
under the 0.3% THC content limit, is
removed as a result. It is important to
note, however, that this does not mean
that hemp is not under federal
regulatory oversight. The AIA directs
the U.S. Department of Agriculture
(USDA) to review and approve
commercial hemp production plans
developed by State, territory, and Indian
tribal agencies and to develop its own
production plan. 7 U.S.C. 1639p, 1639q.
Until these regulations are finalized,
State commercial hemp pilot programs
authorized under the 2014 Farm Bill are
still in effect and current participants
may proceed with plans to grow hemp
while new regulations are drafted.2 DEA
expects the USDA to assess the costs
and benefits of this new regulatory
apparatus once those rules are finalized.
For these reasons, DEA considers any
potential costs or benefits broadly
related to changes in the domestic
industrial hemp market due to the

2 See USDA, Hemp Production Program
Questions and Answers, https://www.ams.usda.gov/
publications/content/hemp-production-program-
questions-and-answers.
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decontrol of hemp, including but not
limited to the expansion in the number
of producers, consumer products, and
the impact on supply chains to be
outside the scope of this analysis.

To determine any cost savings
resulting from this decontrol action,
DEA analyzed its registration, import,
and export data. The removal of DEA’s
regulatory authority over hemp as
defined under the AIA will impact only
DEA registrants that currently import
viable hemp seed intended for
germination. Viable hemp seed was
classified as a schedule I controlled
substance prior to the amendments to
the CSA enacted by the AIA. The
importation and exportation of
controlled substances requires an
importer or exporter to first register with
DEA, and then apply and obtain a
permit to import or export controlled
substances for each shipment.3 The
decontrol of hemp with this interim
final rule means that viable hemp seed

is no longer subject to those schedule I
requirements, as long as the material
contains less than the 0.3% limit.

Based on the number of import and
export permits issued, DEA estimated
the number of import and export permit
applications that would no longer be
needed. DEA reviewed internal data
tracking the number of imports and
exports for hemp seed over a three year
period beginning January 1, 2016 and
ending December 31, 2018.4 During this
three year period, there was an average
of 88 import permits issued for hemp
seed per year, and no exports. These
import permits were issued only to
participants in state commercial hemp
pilot programs, including state
departments of agriculture and higher
education institutions, which are
considered ‘“‘fee exempt”, and do not
pay the $1,523 annual importer
registration fee.> However, fee-exempt
institutions are still required to obtain a
DEA registration and renew that

registration annually by filling out and
submitting DEA form 225a. DEA expects
these institutions to relinquish their
schedule I importer registrations as a
result of the promulgation of this
interim final rule.

DEA estimates the average annual cost
savings attributable to the elimination of
import permits for hemp seed, and the
elimination of annual registration
renewals for hemp seed importers to be
$3,225.6 This cost savings is realized
entirely by DEA registrants. Since the
anticipated reduction in import permits
and registration renewals being
processed is negligible relative to the
total amount of permits and renewals
processed by DEA annually, DEA is not
expected to experience a measurable
decrease in workflow or use of
resources, and therefore, will incur no
cost savings. The results of this analysis
are summarized below:

Average Annual Import Permit Application (DEA Form 357) Cost Savings

Estimated hourly wage ($/hour):7

Load for benefits (percent of labor rate): 8
Loaded labor rate ($/hour):®

Average hourly burden, per application:

Average annual # of import permit applications for hemp seed:

Average annual hemp seed import permit application labor costs: 10

Average annual mailing cost of hemp seed import permit applications: 11
Annual Registration Renewal Application (DEA Form 225a) Cost Savings

Estimated hourly wage ($/hour): 12

Load for benefits (percent of labor rate): 13

Loaded labor rate ($/hour): 14

# of Importers no longer requiring registration:

Average hourly burden, per application: 15

Average annual registration renewal application labor cost: 16

Total Annual Cost Savings:

$45.54
43%
$65.06
0.25

88
$1,431.32
$1,579.50

$59.56
43%
$85.09
21

0.12
$214.43

$3,225.25

This interim final rule removes FDA-
approved products containing CBD from
schedule V control, including controls
over the importation and exportation of
this class of drugs. There is currently
only one drug that meets these criteria
for decontrol.?” To determine any cost
savings resulting from this decontrol

3 See 21 CFR 1312.11(a), 1312.21(a).

4DEA import data is organized by drug code.
Hemp seed falls within drug code “7360—
Marihuana”.

5 See 21 CFR 1301.21(a)(1).

6Rounded down to the nearest whole dollar.

7Median hourly wage, Bureau of Labor Statistics,
Occupational and Employment and Wages, May
2018, 11-3071 Transportation, Storage, and
Distribution Managers (http://www.bls.gov/oes/
current/oes_nat.htm). The DEA considers this
occupational category to be representative of the
type of employee that is likely to fill out and submit
import permits on behalf of a DEA registered
importer.

8 Bureau of Labor Statistics, “Employer Costs for
Employee Compensation—March 2019 (ECEC)
reports that average benefits for private industry is

action, DEA analyzed its registration,
import, and export data. DEA believes
all entities that currently handle FDA-
approved CBD products also handle
other controlled substances. This means
the decontrol of this product will not
allow these DEA registrants to benefit
from any registration-related cost

30% of total compensation. The 30% of total
compensation equates to 42.86% (30% / 70%) load
on wages and salaries.

9$45.54 x (1 + 0.4286) = $65.06.

10($65.06 x 0.25) x 88 = $1,431.32.

1191% of import permits are submitted via paper
form and delivered to DEA by an express carrier
with respondent-paid means for return delivery.
The estimated cost burden is $19.50 per response:
2 X% $9.75 = $19.50. $9.75 is based on a major
express carrier’s national 3-day flat rate for
envelopes. The DEA assumes that 91% of import
permits submitted in any given year incur this
mailing cost.

12Estimates are based on the population of the
regulated industry participating in these business
activities. The DEA assumes that a general and
operations manager (11-1021, 2018 Standard

savings. However, like importers of
viable hemp seed, importers and
exporters of FDA-approved CBD
products will no longer be required to
obtain import and export permits from
DEA.

DEA analyzed its internal import and
export data to identify the average

Occupational Classification) will complete the form
on behalf of the applicant or registrant.

13 Bureau of Labor Statistics, “Employer Costs for
Employee Compensation—March 2019” (ECEC)
reports that average benefits for private industry is
30% of total compensation. The 30% of total
compensation equates to 42.86% (30% / 70%) load
on wages and salaries.

14$59.56 x (1 + 0.4286) = $85.09.

15 The DEA assumes all forms are submitted
online.

16 ($85.09 x 0.5) X 21 = $214.43.

17 See FDA, Regulation of Cannabis and
Cannabis-Derived Products: Questions and
Answers, https://www.fda.gov/news-events/public-
health-focus/fda-regulation-cannabis-and-
cannabis-derived-products-questions-and-
answers#approved.


http://www.bls.gov/oes/current/oes_nat.htm
http://www.bls.gov/oes/current/oes_nat.htm
https://www.fda.gov/news-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-products-questions-and-answers#approved
https://www.fda.gov/news-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-products-questions-and-answers#approved
https://www.fda.gov/news-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-products-questions-and-answers#approved
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number of permits issued for FDA-
approved CBD products over a three
year period beginning January 1, 2016
and ending December 31, 2018. During
this period there was an average of 52
import permits and one export permit
issued per year, the elimination of

which will result in an average annual
cost savings of $1,814.18 This cost
savings is realized entirely by DEA
registrants. Since the anticipated
reduction in import and export permits
being processed is negligible relative to
the total number of permits processed

by DEA annually, DEA is not expected
to experience a measurable decrease in
workflow or use of resources, and
therefore, will incur no cost savings.
The results of this analysis are
summarized below:

Average Annual Import Permit Application (DEA Form 357) Cost Savings

Estimated hourly wage ($/hour):7

Load for benefits (percent of labor rate): 8
Loaded labor rate ($/hour):®

Average hourly burden, per application:

Average annual # of import permit applications for FDA-approved CBD:
Average annual FDA-approved CBD import permit application labor costs: 19
Average annual mailing cost for import permit applications: 1120

Average Annual Export Permit Application (DEA Form 161) Cost Savings

Estimated hourly wage ($/hour):7

Load for benefits (percent of labor rate): 8
Loaded labor rate ($/hour):®

Average hourly burden, per collection:

Average annual # of export permit applications for FD-approved CBD:
Average annual FDA-approved CBD export permit application labor costs: 21
Average annual mailing cost of export permit applications: 1

Total Annual Cost Savings:

$45.54
43%
$65.06
0.25

52
$845.74
$916.50

$45.54
43%
$65.06
0.5

1
$32.53
$19.50

$1,814.27

This interim final rule amends the
definition of marihuana extract to
conform to the revised definitions of
marihuana and tetrahydrocannabinols.
This revised definition now includes
the 0.3%-THC content limit for the
extract, meaning hemp-derived extracts
containing less than 0.3%-THC content
are also decontrolled along with the
plant itself. As discussed previously, the
production of hemp and its extracts as
defined under the AIA now falls under
the same regulatory oversight shared
between the States, territories, and
Indian tribal agencies, and the USDA.
The FDA also affirms its regulatory
oversight over cannabis-derived
compounds, such as CBD, whether or
not these compounds are “classified as
hemp under the 2018 Farm Bill.”” 22 For
these reasons, DEA considers any
potential costs or benefits broadly
related to changes in the markets for
domestic hemp extracts due to their
decontrol, including but not limited to
the expansion in the number of
producers, consumer products, and the
impact on supply chains to be outside
the scope of this analysis.

Like FDA-approved CBD products
and viable hemp seeds, entities no

longer require a DEA registration or
import and export permits to handle
hemp extract that does not exceed the
statutory 0.3% THC limit. DEA’s import
and export data does capture a minimal
number of instances of the importation
and exportation of CBD; however, this
data does not detail whether or not the
CBD was derived from Cannabis sativa
L. plants containing less than 0.3% THC
content. For this reason, DEA does not
have a good basis to estimate the annual
number of imported or exported hemp-
derived extracts that no longer require
permits as a result of the promulgation
of this interim final rule, but after
reviewing its data, believes this number
to be minimal. Therefore, DEA
concludes that this provision of the
interim final rule is likely to result in a
minimal benefit to DEA registrants, but
DEA does not have a good basis to
quantify this amount.

As part of its core function, DEA’s
Diversion Control Division is
responsible for managing over 1.8
million DEA registrations, processing
new and renewal registration
applications, processing registration
modification requests, issuing
certificates of registration, issuing

import and export permits, issuing
renewal notifications, conducting due
diligence, maintaining and operating
supporting information systems, etc.
Therefore, DEA does not anticipate it
will realize any measurable cost savings
to the government as a result of the
negligible decreases in registrant
services resulting from the promulgation
of this interim final rule.

As described above, DEA estimates
the average annual benefit in the form
of cost savings to DEA registrants as a
result of the promulgation of this
interim final rule to be $5,039.23 DEA
calculated the present value of this cost
savings over a 20 year period at a 3
percent and 7 percent discount rate. At
a 3 percent discount rate, the present
value of benefits is $74,968, while the
present value of costs is $0, making the
net present value (NPV) $74,968. Ata 7
percent discount rate, the present value
of benefits is $53,383, the present value
of costs is $0, making the NPV is
$53,383.24 The table below summarizes
the present value and annualized
benefit calculations.

DISCOUNT RALE ...ttt st e e e h e e e b e e e e e e b e e s ae e et e e s s b e e s b e e sane e abe e s be e beesaneas 3% 7%
Annual benefit ($) .............. 5,039 5,039
Present value of benefits ($) 74,968 53,383
Present value of costs ($) .... 0 0
B (== L= TP TP OROP PPN 20 20

18 Rounded down to the nearest whole number.

19 ($65.06 X 0.25) X 52 = $845.74.

2052 x .91 = 47 (rounded down) permits mailed
per year; 47 x $19.50 = $916.50.

21($65.06 x 0.5) X 1 = $32.53.
22 ]bid.
23 The total average annual cost savings resulting

from the decontrol of viable hemp seed ($3,225) and

FDA-approved CBD products ($1,814).

24 See Office of Mgmt. & Budget, Exec. Office of
the President, OMB Circular A—4, Regulatory
Analysis (2003).
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Net present value ($)

............................................................................................................................................... \ 74,968 \

53,383

Figures are rounded.

E.O. 13771 deregulatory actions are
final actions that have totals costs less
than zero. Also, under E.O. 13771,
regulatory actions that expand
production options, which are
considered to be “enabling rules,”
generally qualify as E.O. 13771
deregulatory actions. This interim final
rule decontrols hemp, hemp extracts
and FDA-approved products containing
CBD, and it results in cost savings to the
public, as discussed above. Accordingly,
DEA has determined that this interim
final rule is an E.O. 13771 Deregulatory
Action.

Executive Order 12988

This interim final rule meets the
applicable standards set forth in
sections 3(a) and 3(b)(2) of E.O. 12988,
Civil Justice Reform, to eliminate
ambiguity, minimize litigation, establish
clear legal standards, and reduce
burdens.

Executive Order 13132

This rulemaking does not preempt or
modify any provision of State law,
impose enforcement responsibilities on
any State, or diminish the power of any
State to enforce its own laws.
Accordingly, this rulemaking does not
have federalism implications warranting
the application of E.O. 13132.

Executive Order 13175

This interim final rule is required by
statute, and will not have tribal
implications or impose substantial
direct compliance costs on Indian tribal
governments.

Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
applies to rules that are subject to notice
and comment under section 553(b) of
the Administrative Procedure Act (5
U.S.C. 553). As explained in the interim
final rule, DEA determined that there
was good cause to exempt this interim
final rule from pre-publication notice
and comment. Consequently, the RFA
does not apply to this interim final rule.

Paperwork Reduction Act of 1995

This interim final rule does not
involve a collection of information
within the meaning of the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501—
21.

Unfunded Mandates Reform Act of 1995

This interim final rule will not result
in the expenditure by State, local, and
tribal governments, in the aggregate, or

by the private sector, of $136,000,000 or
more (adjusted for inflation) in any one
year, and will not significantly or
uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995. 2 U.S.C. 1532.

Congressional Review Act

This interim final rule is not a major
rule as defined by the Congressional
Review Act (CRA) (5 U.S.C. 804). DEA
is submitting the required reports with
a copy of this interim final rule to both
Houses of Congress and to the
Comptroller General.

List of Subjects
21 CFR Part 1308

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

21 CFR Part 1312

Administrative practice and
procedure; Drug traffic control; Exports;
Imports; Reporting and recordkeeping
requirements.

For the reasons set forth above, 21
CFR parts 1308 and 1312 are amended
as follows:

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

m 1. The authority citation for part 1308
continues to read as follows:

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

m 2.In § 1308.11, paragraphs (d)(31) and
(58) are revised to read as follows:

§1308.11 Schedule l.

* * * * *

(d)* * =
(31) Tetrahydrocannabinols ...... 7370
(i) Meaning tetrahydrocannabinols,

except as in paragraph (d)(31)(ii) of this

section, naturally contained in a plant of
the genus Cannabis (cannabis plant), as
well as synthetic equivalents of the
substances contained in the cannabis
plant, or in the resinous extractives of
such plant, and/or synthetic substances,
derivatives, and their isomers with
similar chemical structure and
pharmacological activity to those
substances contained in the plant, such
as the following:

1 cis or trans tetrahydrocannabinol, and
their optical isomers

6 cis or trans tetrahydrocannabinol, and
their optical isomers

3, 4 cis or trans tetrahydrocannabinol,
and its optical isomers

(Since nomenclature of these substances
is not internationally standardized,
compounds of these structures,
regardless of numerical designation of
atomic positions covered.)

(ii) Tetrahydrocannabinols does not
include any material, compound,
mixture, or preparation that falls within
the definition of hemp set forth in 7
U.S.C. 16390.

* * * * *

(58) Marihuana Extract ...... 7350

Meaning an extract containing one or
more cannabinoids that has been
derived from any plant of the genus
Cannabis, containing greater than 0.3%
delta-9-tetrahydrocannabinol on a dry
weight basis, other than the separated
resin (whether crude or purified)
obtained from the plant.

* * * * *

§1308.15 [Amended]

m 3.In § 1308.15, paragraph (f) is
removed.

PART 1312—IMPORTATION AND
EXPORTATION OF CONTROLLED
SUBSTANCES

m 4. The authority citation for part 1312
continues to read as follows:

Authority: 21 U.S.C. 821, 871(b), 952, 953,
954, 957, 958.

§1312.30 [Amended]

m 5.In § 1312.30, paragraph (b) is
removed and reserved.

Timothy J. Shea,

Acting Administrator.

[FR Doc. 2020-17356 Filed 8—-20-20; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF DEFENSE

Department of the Army, Corps of
Engineers

32 CFR Part 625
[Docket ID: USA-2020-HQ-0010]
RIN 0702—-AA98

Surface Transportation—
Administrative Vehicle Management

AGENCY: U.S. Army Corps of Engineers,
Department of Defense (DoD).
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ACTION: Final rule.

SUMMARY: This final rule removes the
U.S. Army Corps of Engineers’ part
titled Surface Transportation—
Administrative Vehicle Management.
This part is out-of-date and otherwise
covers internal agency operations that
have no public compliance component
or adverse public impact. Therefore, this
part can be removed from the CFR.
DATES: This rule is effective on August
21, 2020.

ADDRESSES: Department of the Army,
U.S. Army Corps of Engineers, ATTN:
CECW-P (Ms. Patricia Mutschler), 441 G
Street NW, Washington, DC 20314—
1000.

FOR FURTHER INFORMATION CONTACT: Ms.
Patricia Mutschler at 202—-761-4744 or
by email at Patricia.L.Mutschler@
usace.army.mil.

SUPPLEMENTARY INFORMATION: This final
rule removes the U.S. Army Corps of
Engineers’ 32 CFR part 625, Surface
Transportation—Administrative Vehicle
Management. The solicitation of public
comment is unnecessary as each
removed section in this part is out-of-
date and otherwise covers internal
agency operations that have no public
compliance component or adverse
public impact. The regulation was
initially promulgated on November 2,
1979 (44 FR 63099) to provide guidance
and authorize dependents to accompany
a Corps employee on Temporary Duty
(TDY) in a Government-owned or leased
motor vehicle. The regulation was
promulgated for transparency purposes
despite the content being directed solely
to the issuing agency with no impact to
the public.

The removal of 32 CFR part 625 will
bring the U.S. Army Corps of Engineers
into compliance with DoD Manual
4500.36, ““Acquisition, Management,
and Use of DoD Non-Tactical Vehicles”
(available at https://www.esd.whs.mil/
Portals/54/Documents/DD/issuances/
dodm/450036m.pdfrver=2018-12-20-
085741-153); and Army Regulation 58—
1, “Management, Acquisition, and Use
of Motor Vehicles” (available at https://
api.army.mil/e2/c/downloads/
455098.pdf), which do not allow for the
transportation of dependents in non-
tactical vehicles provided for DoD
personnel when on Temporary Duty
(TDY).

This removal is being conducted to
provide clarity and reduce confusion for
the public as well as for the Corps
regarding the current policy which
governs the Corps’ use of non-tactical
vehicles. The removal of the regulation
will ensure the Corps’ policy complies
with existing DoD and Army internal

agency guidance which has no future
effect on the behavior of regulated
parties and which can be found at the
sources provided in this SUPPLEMENTARY
INFORMATION section. In an effort to
reduce the number of regulations the
Corps has promulgated, the removal of
an out-of-date regulation which is also
out of compliance with current agency
policy is appropriate. The regulation
does not place a burden on the public;
therefore, its removal does not provide
a reduction in public burden or costs.

This rule is not significant under
Executive Order (E.O.) 12866,
“Regulatory Planning and Review.”
Therefore, the requirements of E.O.
13771, ‘“Reducing Regulation and
Controlling Regulatory Costs,”” do not
apply.

This removal supports a
recommendation of the DoD Regulatory
Reform Task Force.

List of Subjects in 32 CFR part 625

Engineers Corps, Government
employees, Government property
management, Motor vehicles.

Accordingly, for the reasons stated in
the preamble and under the authority of
5 U.S.C. 301, the Corps of Engineers
removes 32 CFR part 625.

Dated: July 28, 2020.

Brenda S. Bowen,

Army Federal Register Liaison Officer.
[FR Doc. 2020-16695 Filed 8-20-20; 8:45 am]
BILLING CODE 3720-58-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket Number USCG-2020-0518]
RIN 1625-AA08

Special Local Regulation; Cumberland
River, Hendersonville, TN

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is issuing a
marine event permit for the Waddle &
Reed Inc. Boat in Movie, and
establishing a temporary special local
regulation for navigable waters on the
Cumberland River from mile marker
(MM) 236.0 to MM 237.5. The special
local regulation is needed to protect
personnel, vessels, and the marine
environment from potential hazards
created by the Boat in Movie night on
August 22, 2020. Entry of vessels or
persons into this zone is prohibited

unless specifically authorized by the
Captain of the Port Sector Ohio Valley.

DATES: This rule is effective without
actual notice from 7:30 p.m. until 9:30
p-m. on August 22, 2020.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG—2020—
0518 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Petty Officer First Class Nicholas
Jones, Marine Safety Detachment
Nashville, U.S. Coast Guard; telephone
615—736—5421, email Nicholas.].Jones@
uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

CFR Code of Federal Regulations

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking
§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because of the
hazards associated with the Boat in
Movie night, and the need to address
public safety via the implementation of
a special local regulation. It is
impracticable to publish an NPRM
because we must establish this special
local regulation by August 22, 2020.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be impracticable and
contrary to the public interest.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously 33 U.S.C. 1231). The
Captain of the Port Sector Ohio Valley


https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodm/450036m.pdf?ver=2018-12-20-085741-153
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https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodm/450036m.pdf?ver=2018-12-20-085741-153
https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodm/450036m.pdf?ver=2018-12-20-085741-153
https://api.army.mil/e2/c/downloads/455098.pdf
https://api.army.mil/e2/c/downloads/455098.pdf
https://api.army.mil/e2/c/downloads/455098.pdf
mailto:Patricia.L.Mutschler@usace.army.mil
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mailto:Nicholas.J.Jones@uscg.mil
mailto:Nicholas.J.Jones@uscg.mil

Federal Register/Vol. 85, No. 163/Friday, August 21, 2020/Rules and Regulations

51647

(COTP) has determined that potential
hazards associated with the Boat in
Movie night marine event will be a
safety concern, and is establishing a
special local regulation from mile
marker (MM) 236.0 to 237.5 on the
Cumberland River. This rule is needed
to protect personnel, vessels, and the
marine environment in the navigable
waters for the duration of the event.

IV. Discussion of the Rule

This rule establishes a special local
regulation from 7:30 p.m. until 9:30
p-m. on August 22, 2020. The special
local regulation will cover all navigable
waters between miles 236.0 to 237.5 on
the Cumberland River. The duration of
the zone is intended to protect
personnel, vessels, and the marine
environment in these navigable waters
for the duration of the event. No vessel
or person will be permitted to enter the
regulated zone without obtaining
permission from the COTP or a
designated representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.

This regulatory action determination
is based on the size, location, duration,
and time-of-day of the special local
regulation. This special local regulation
restricts transit on a one and a half-mile
segment of the Cumberland River for
two hours on one day. Moreover, the
Coast Guard would issue Broadcast
Notices to Mariners (BNMs), Local
Notices to Mariners (LNMs), and Marine
Safety Information Bulletins (MSIBs)
about this special local regulation so
that waterway users may plan
accordingly for this short restriction on

transit, and the rule would allow vessels
to request permission to enter the zone.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ““small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the special
local regulation may be small entities,
for the reasons stated in section V.A
above, this rule will not have a
significant economic impact on any
vessel owner or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—-REG-FAIR (1-888—734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has 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. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect 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. If you
believe this rule has implications for
federalism or Indian tribes, please
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section
above.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023-01 and Environmental
Planning COMDTINST 5090.1 (series),
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969(42
U.S.C. 4321-4370f), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a
special local regulation lasting two
hours that will prohibit entry from mile
236.0 to 237.5 on the Cumberland River.
It is categorically excluded from further
review under paragraph L61 in Table 3—
1 of U.S. Coast Guard Environmental
Planning Implementing Procedures
5090.1. A Record of Environmental
Consideration supporting this
determination is available in the docket
where indicated under ADDRESSES.
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G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to contact the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—REGATTAS AND MARINE
PARDES

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 70041; 33 CFR 1.05—
1.

m 2. Add § 100.T08—0518 to read as
follows:

§100.T08-0518 Special Local Regulation;
Cumberland River, Hendersonville, TN

(a) Location. The Cumberland River,
miles 236.0 to 237.5.

(b) Periods of enforcement. This
temporary special local regulation will
be enforced from 7:30 p.m. until 9:30
p-m. on August 22, 2020.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23 of
this part, entry into this zone is
prohibited unless specifically
authorized by the Captain of the Port
Sector Ohio Valley (COTP) or
designated personnel. Moreover,
persons or vessels desiring to enter into
or pass through the zone must request
permission from the COTP Sector Ohio
Valley or a designated representative.
They may be contacted on VHF-FM
radio channel 16 or phone at 1-800—
253-7465

(2) Persons and vessels permitted to
deviate from the special local regulation
requirements as well as enter the
restricted area must transit at the
slowest safe speed and comply with all
lawful directions issued by the COTP
Sector Ohio Valley or a designated
representative.

(d) Informational broadcasts. The
COTP Sector Ohio Valley or a
designated representative will inform
the public through broadcast notices to
mariners of the enforcement period for
the special local regulation, as well as
any changes in the dates and times of
enforcement.

Dated: August 14, 2020.
A.M. Beach,

Captain, U.S. Coast Guard, Captain of the
Port Sector Ohio Valley.

[FR Doc. 2020-18316 Filed 8—20-20; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2020-0415]
RIN 1625-AA00

Emergency Safety Zone; Lower
Mississippi River, Rosedale, MS

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
emergency purposes for all waters of the
Lower Mississippi River (LMR),
extending from River Mile Marker (MM)
592.0 to MM 595.0. The emergency
safety zone is needed to protect persons,
property, infrastructure, and the marine
environment from the potential safety
hazards associated with the salvage and
diving effort of two sunken barges at
MM 593.5, in the vicinity of the Victoria
Bend Revetment, Rosedale, Mississippi.
Deviation from the safety zone is
prohibited unless specifically
authorized by the Captain of the Port
Lower Mississippi River or a designated
representative.

DATES: This rule is effective without
actual notice from August 21, 2020
through August 31, 2020, or until all
salvage and diving work is complete,
whichever occurs earlier. For purposes
of enforcement, actual notice will be
used from August 3, 2020 through
August 21, 2020.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2020—
0415 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email LT Adam J. Paz, U.S. Coast Guard;
telephone 901-521-4825, email
adam.j.paz@uscg.mil.

SUPPLEMENTARY INFORMATION:

I. Table of Abbreviations

CFR Code of Federal Regulations
COTP Captain of the Port
DHS Department of Homeland Security

FR Federal Register

LMR Lower Mississippi River

MM River Mile Marker

NPRM Notice of proposed rulemaking
§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because salvage
efforts for two sunken barges mid-river
will impede the safe navigation of vessel
traffic, and immediate action is needed
to protect persons and property.
Completing the full NPRM process is
impracticable because we must establish
this safety zone by August 3, 2020.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be impracticable and
contrary to the public interest because
immediate action is needed to respond
to the potential safety hazards
associated with salvage operations in
the vicinity of Victoria Bend Revetment.

IIL. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously 33 U.S.C. 1231). The
Captain of the Port (COTP) Lower
Mississippi River (LMR) has determined
that potential hazards associated with
the salvage of two sunken barges will be
a safety concern for anyone within a one
and one-half mile radius of the salvage
and diving vessels and machinery. This
rule is needed to protect persons,
property, infrastructure, and the marine
environment in all waters of the LMR
within the safety zone while the salvage
and diving work is being conducted.

IV. Discussion of the Rule

This rule establishes a temporary
emergency safety zone from August 3,
2020 through August 31, 2020, or until
all salvage and diving work is complete,
whichever occurs earlier. The safety
zone will cover all waters of the LMR
from MM 592.0 to MM 595.0, extending
the entire width of the river. The safety
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zone will only be activated during
daylight hours when salvage work
precludes safe navigation of the
established channel. The duration of the
zone is intended to protect persons,
property, infrastructure, and the marine
environment in these navigable waters
while salvage and diving work is being
conducted. No vessel or person will be
permitted to enter the safety zone
without obtaining permission from the
COTP or a designated representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive Orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive Orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
Executive Order 13771 directs agencies
to control regulatory costs through a
budgeting process. This rule has not
been designated a “‘significant
regulatory action,” under Executive
Order 12866. Accordingly, this rule has
not been reviewed by the Office of
Management and Budget (OMB), and
pursuant to OMB guidance it is exempt
from the requirements of Executive
Order 13771.

This regulatory action determination
is based on the size, location, and
duration of the safety zone. This
emergency safety zone will temporarily
restrict navigation during daylight hours
on the LMR from MM 592.0 to MM
595.0 in the vicinity of Rosedale,
Mississippi, from August 3, 2020
through August 31, 2020, or until all
salvage and diving work is complete,
whichever occurs earlier. The Coast
Guard will issue a Broadcast Notice to
Mariners via VHF-FM marine channel
16 informing the public of the times that
the zone will be activated, and the rule
would allow vessels to seek permission
to enter the zone on a case-by-case basis.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ‘“‘small entities” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions

with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has 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. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial

direct effect 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.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023-01, Rev. 1, associated
implementing instructions, and
Environmental Planning COMDTINST
5090.1 (series), which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321—-4370f), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a
temporary emergency safety zone on the
LMR from MM 592.0 to MM 595.0, that
will prohibit entry into this zone unless
permission has been granted by the
COTP Lower Mississippi or a designated
representative. The safety zone will only
be enforced for short durations during
daylight hours while salvage and diving
work precludes the safe navigation of
the established channel. It is
categorically excluded from further
review under paragraph L60(d) of
Appendix A, Table 1 of DHS Instruction
Manual 023-01-001-01, Rev. 1. A
Record of Environmental Consideration
supporting this determination is
available in the docket. For instructions
on locating the docket, see the
ADDRESSES section of this preamble.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.
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List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS
AREAS.

m 1. The authority citation for Part 165
continues to read as follows:

Authority: 46 U.S.C. 70034, 70051; 33 CFR
1.05-1, 6.04—1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T08—-0415 to read as
follows:

§165.T08-0415 Emergency Safety Zone;
Lower Mississippi River, Rosedale, MS.

(a) Location. The following area is a
safety zone: All waters of the
Mississippi River from MM 592.0 to
MM 595.0.

(b) Regulations. (1) Under the general
safety zone regulations in subpart C of
this part, you may not enter the safety
zone described in paragraph (a) of this
section unless authorized by the COTP

or the COTP’s designated representative.

(2) To seek permission to enter,
contact the COTP or the COTP’s
representative by telephone or email.
Those in the safety zone must comply
with all lawful orders or directions
given to them by the COTP or the
COTP’s designated representative.

(c) Enforcement period. This section
will be enforced as needed during
daylight hours from August 3, 2020
through August 31, 2020, or until all
salvage and diving work is complete,
whichever occurs earlier. Periods of
activation will be promulgated by
Broadcast Notice to Mariners.

Dated: July 30, 2020.
R.S. Rhodes,

Captain, U.S. Coast Guard, Captain of the
Port Lower Mississippi River.

[FR Doc. 2020-17482 Filed 8—20-20; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 1, 49, 71, and 124

[EPA-HQ-OGC—2019-0406; FRL 10012-97—
0GC]

Streamlining Procedures for Permit
Appeals

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: The action finalizes a
procedural rule to streamline and
modernize the Environmental
Protection Agency’s (EPA) permit
appeal process and ensure that appeals
are decided consistent with the
authority delegated from the
Administrator by modifying existing
procedural requirements and realigning
prior delegations. This final procedural
rule applies to permits issued by or on
behalf of EPA under the Clean Air Act,
the Clean Water Act, the Safe Drinking
Water Act, and the Resources
Conservation and Recovery Act.

DATES: This final rule is effective on
September 21, 2020.

ADDRESSES: The EPA has established a
docket for this action under Docket ID
No. EPA-HQ-0GC-2019-0406. 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., 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 electronically through https://
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Mark Talty, Office of General Counsel,
Environmental Protection Agency, 1200
Pennsylvania Avenue NW, Washington,
DC 20460; (202) 564—2751; email
address: staff_ogc@epa.gov.

SUPPLEMENTARY INFORMATION:
Organization of This Document. The
following outline is provided to aid in
locating information in this preamble.

I. General Information
A. Does this action apply to me?
B. What is the Agency’s authority for
taking this action?
II. Background
A. What changes did the Agency propose
in its December 3, 2019 proposal?
B. What action is the Agency taking today?
[I. Summary of the Final Rule
A. What are the key elements of this final
rule?
1. Clarifying the EAB’s Scope of Review in
Permit Appeals
2. Reforming Amicus Curiae Participation
3. Eliminating Sua Sponte Review
4. Expediting the Appeal Process
5. 12-Year Terms for EAB Judges
6. Designating EAB Decisions for
Publication
7. Administrator’s Legal Interpretations
B. How does this final rule affect pending
appeals?
C. Why is EPA finalizing these reforms?
IV. Statutory and Executive Orders

I. General Information

A. Does this action apply to me?

This rule modifies the rules of
practice governing certain
administrative appeals handled by the
Environmental Appeals Board (EAB)
under 40 CFR 124.19 and other
regulations listed below. It applies to
persons and entities that seek to
challenge EPA permitting decisions
under the National Pollutant Discharge
Elimination System (NPDES) program of
the Clean Water Act, the Safe Drinking
Water Act’s Underground Injection
Control (UIC) program, and the
Resources Conservation and Recovery
Act (RCRA), including Remedial Action
Plans, 40 CFR 270.42(f) and 270.155. It
also applies to persons or entities that
seek to challenge the following EPA
permitting decisions under the Clean
Air Act: Prevention of Significant
Deterioration permits, 40 CFR 52.21(q),
Outer Continental Shelf permits, 40 CFR
55.6(a)(3); Title V permits, 40 CFR
71.11(]); Tribal Major Non-Attainment
NSR permits, 40 CFR 49.172(d)(5); and
Tribal Minor NSR permits, 40 CFR
49.159(d).

With exception of section III.A.7
(Administrator’s Legal Interpretations)
of this preamble, nothing in this
proposal affects the EAB’s adjudication
of enforcement appeals.

B. What is the Agency’s authority for
taking this action?

EPA’s authority to issue this
procedural rule is contained in Resource
Conservation and Recovery Act, 42
U.S.C. 6901 et seq.; Safe Drinking Water
Act, 42 U.S.C. 300(f) et seq.; Clean
Water Act, 33 U.S.C. 1251 ef seq.; and
Clean Air Act, 42 U.S.C. 1857 et seq.
EPA is also issuing this rule under its
general housekeeping authority. The
Federal Housekeeping Statute provides
that “[t]he head of an Executive
department or military department may
prescribe regulations for the government
of his department, the conduct of its
employees, the distribution and
performance of its business, and the
custody, use, and preservation of its
records, papers, and property.” EPA is
not one of the 15 “Executive
Departments” listed at 5 U.S.C. 301.
However, EPA gained housekeeping
authority through the Reorganization
Plan No. 3 of 1970, 84 Stat. 2086 (July
9, 1970). The Office of Legal Counsel
has opined that the Reorganization Plan
“conveyl[s] to the [EPA] Administrator
all of the housekeeping authority
available to other department heads
under section 301" and demonstrates
that “Congress has vested the
Administrator with the authority to run
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EPA, to exercise its functions, and to
issue regulations incidental to the
performance of those functions.” 1

II. Background

A. What changes did the Agency
propose in its December 3, 2019
proposal?

EPA proposed a rule of agency
organization, procedure or practice that
sought to change the administrative
exhaustion requirements for permit
appeals, revise existing appeal
procedures and provide greater
accountability for those exercising
delegated authority over administrative
appeals more generally. Although not
subject to the notice and comment
requirements of the Administrative
Procedure Act, the Agency nonetheless
voluntarily sought comment because it
believes that the information and
opinions supplied by the public would
help inform the Agency’s views.

On December 3, 2019, EPA proposed
the creation of a new, time-limited
alternative dispute resolution process
(ADR process) as a precondition to
judicial review. Under the proposal, the
parties in the ADR process could have
agreed by unanimous consent to either
extend the ADR process or proceed with
an appeal before the Environmental
Appeals Board (EAB). If the parties did
not agree to proceed with either the
ADR process or an EAB appeal, the
permit would have become final and
could be challenged in federal court.
EPA also proposed to amend the appeal
process to clarify the scope and
standard of EAB review, remove a
provision authorizing participation in
appeals by amicus curiae, and eliminate
the EAB’s authority to review Regional
permit decisions on its own initiative,
even absent an appeal. To promote
internal efficiencies, EPA also proposed
to establish a 60-day deadline for the
EAB to issue a final decision once an
appeal had been fully briefed and
argued and to limit the length of EAB
opinions to only as long as necessary to
address the issues raised in an appeal;
EPA also proposed to limit the
availability of extensions to file briefs.
The proposed rule would have applied
to permits issued by or on behalf of EPA
under the Clean Air Act, the Clean
Water Act, the Safe Drinking Water Act,
and the Resources Conservation and
Recovery Act.

In addition to these permit appeal
reforms, EPA proposed several
additional reforms designed to provide

1 Authority of EPA to Hold Employees Liable for
Negligent Loss, Damage, or Destruction of
Government Personal Property, 32 O.L.C. 79, 2008
WL 4422366 at *4 (May 28, 2008) (“OLC Opinion”).

tools to better allow the Administrator
to exercise his or her statutory authority
together with appropriate checks and
balances on how the Board exercises its
delegated authority. In that vein, EPA
proposed to set twelve-year terms for
EAB Judges, which the Administrator
could renew at the end of that twelve-
year period or reassign the Judge to
another position within EPA. EPA also
proposed a new process to identify
which EAB opinions would be
considered precedential. Finally, EPA
proposed a new mechanism by which
the Administrator, by and through the
General Counsel, could issue a
dispositive legal interpretation in any
matter pending before the EAB.

B. What action is the Agency taking
today?

EPA is not finalizing the new, time-
limited ADR process from the December
3rd proposal, which would have served
as a precondition to judicial review.
EPA received several comments
expressing the view that the proposed
process violated the Alternative Dispute
Resolution Act by mandating the use of
ADR to resolve permit disputes and that
the proposed process could, in some
instances, lengthen the appeal process.
While the comments are not dispositive
of the issue, EPA is not finalizing that
aspect of the proposal as a matter of its
discretion in maintaining a familiar
process with accelerated timelines. As a
result, nothing in this action changes
the current administrative exhaustion
requirements, which require permittees
and interested parties to file an appeal
with the EAB before challenging a
permitting decision in federal court.
Moreover, nothing in this action
changes the EAB’s existing ADR
program, which will remain available to
interested parties. EPA is also not
finalizing changes to the appeal process
for ocean dumping permit decisions
made by Regional Administrators under
the Marine Protection, Research, and
Sanctuaries Act in 40 CFR 222.12,
which already contains expedited
appeal procedures. Furthermore, EPA is
not finalizing changes to the appeal
process for acid rain permits under 40
CFR 78.3(b), which includes the
opportunity for evidentiary hearings.

EPA is finalizing each of the changes
identified immediately below and

described in Section III of this preamble.

In addition to describing each of the
changes in more detail, the Agency
summarizes some of the more
significant comments that it received on
the proposal and EPA’s responses in
Section III of this preamble.

First, EPA is clarifying the scope of
the EAB’s review authority by

eliminating a prior provision that
allowed the Board to review an exercise
of discretion ““or an important policy
consideration.” Under this final rule,
the EAB’s scope is more aligned with
that of federal courts and limited to
findings of fact and conclusions of law
that are clearly erroneous.

Second, EPA is modifying the process
for submission of amicus curiae briefs
as part of the overall goal of
streamlining the appeal process. Under
this rule, parties will have 21 days from
the filing of a notice of appeal to file
amicus briefs and the length of such
briefs is limited to no more than 15

ages.

Third, EPA is eliminating the EAB’s
authority to review Regional permit
decisions on its own initiative (sua
sponte), even absent a private party
appeal, which has rarely been invoked.

Fourth, EPA is establishing a 60-day
deadline for the EAB to issue a final
decision once an appeal has been fully
briefed and argued. The EAB may grant
itself a one-time 60-day extension if it
determines that the nature and
complexity of the case requires
additional time. EPA is also limiting the
availability of filing extensions to one
request per party, with a maximum
extension of 30 days. While nothing in
the final rule modifies the EAB’s
existing discretion to relax or suspend
filing requirements for good cause, in
keeping with the intent of the revisions,
such discretion should be exercised in
limited circumstances and based on an
adequate finding of good cause.

Fifth, EPA is setting twelve-year terms
for EAB Judges, which the
Administrator may renew at the end of
that twelve-year period or reassign the
Judge to another position within EPA
consistent with the provisions in 5 CFR
317.901.

Sixth, EPA is establishing a process
for designating certain EAB decisions
for publication.

EPA is revising the EAB’s existing
delegation of authority by establishing a
mechanism by which the Administrator,
by and through the General Counsel,
can issue a dispositive legal
interpretation in any matter pending
before the EAB or on any issue
addressed by the EAB.

The revised permit appeal procedures
apply only to permitting decisions
under:

e The National Pollutant Discharge
Elimination System (NPDES) program of
the Clean Water Act;

e The Safe Drinking Water Act’s
Underground Injection Control (UIC)
program;

¢ The Resources Conservation and
Recovery Act (RCRA), including
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Remedial Action Plans, 40 CFR
270.42(f) and 270.155; and

e The Clean Air Act, including
Prevention of Significant Deterioration
(PSD) permits, 40 CFR 52.21(q); Outer
Continental Shelf permits, 40 CFR
55.6(a)(3); Title V permits, 40 CFR
71.11(l); Tribal Major Non-Attainment
NSR permits, 40 CFR 49.172(d)(5); and
Tribal Minor NSR permits, 40 CFR
49.159(d).

The procedural changes in this rule
do not apply to other types of appeals
not listed above. In addition, with the
exception of the proposed revisions
above, nothing in this rule alters the
mechanics of permit appeals or the
process by which parties interact with
the EAB, e.g., service requirements.

III. Summary of the Final Rule

A. What are the key elements of this
final rule?

1. Clarifying the EAB’s Scope of Review
in Permit Appeals

EPA proposed to clarify the EAB’s
scope of review while leaving the
standard of review applied by the EAB
untouched. More specifically, EPA
proposed to eliminate 40 CFR
124.19(a)(4)(i)(B), which had been
viewed as establishing authority for the
EAB to review the Agency’s compliance
with discretionary policies—issues that
a federal court generally could not
review. EPA is finalizing its proposal to
clarify the EAB’s scope of review. This
final rule makes clear that the EAB’s
scope of review does not extend to the
Agency’s compliance with internal
discretionary policies or Executive
Orders.

Several commenters stated that the
proposal arbitrarily limits the EAB’s
scope of review and ignores the fact that
federal courts regularly review exercises
of agency discretion to ensure that
agencies make such decisions in a
rational way based on adequate
consideration of all relevant factors.
While the Agency agrees with the
commenters that federal courts review
discretionary policy decisions under an
arbitrary and capricious standard of
review, the Agency’s strict compliance
with Executive Orders or internal
agency policy is generally outside the
scope of review in federal courts. See

Defs. of Wildlife v. Jackson, 791 F. Supp.

2d 96, 121 (D.D.C. 2011) (“Plaintiffs
cannot use the review provisions of the
APA to enforce an Executive Order that
is not subject to judicial review.”). By
eliminating 40 CFR 124.19(a)(4)(i)(B),
the Agency is making the scope of
EAB’s review more akin to that of
federal courts.

2. Reforming Amicus Curiae
Participation

EPA proposed to eliminate the
provision at 40 CFR 124.19(e) that
authorizes interested persons to
participate in a permit appeal as amicus
curiae as a means of streamlining the
appeal process. Many commenters
opposed this proposal by explaining the
various benefits that amicus
participation provides to the appeal
process, which include additional
viewpoints on particularly complex
matters and an avenue for boarder
participation among groups with limited
resources. In light of the benefits
highlighted by the commenters, EPA is
retaining the ability for amicus
participation, but with certain
limitations. All amicus briefs must be
filed within 21 days after the filing of
the petition for review and are limited
to no more than 15 pages. The 21-day
window had previously been imposed
on amicus participants in PSD and other
New Source Review permit appeals
under the Clean Air Act but will now
apply in all permit appeals under other
statutes. This approach preserves the
benefits of amicus participation while
also achieving the goal of streamlining
the overall appeal process.

3. Eliminating Sua Sponte Review

EPA is finalizing its proposal to
eliminate the EAB’s sua sponte review
authority for permit decisions. As
several commenters noted, the EAB has
rarely exercised its sua sponte authority
to review permits. Some commenters
asked that EPA clarify that the Board
retains its sua sponte authority over
enforcement decisions. At least one
commenter expressed concern that the
EAB would no longer be able to review
a permit no matter how blatant or how
important a permit defect may be.

First and foremost, it is the
responsibility of the permit writers to
draft permits that achieve the intended
results and comply with all legal
requirements. Over the course of the last
fifty years of writing permits, the
Agency has become much better at
doing just that. Second, as the
commenters suggested, the EAB has
rarely used its sua sponte authority to
review permit appeals, and this rule
does not remove the EAB’s authority in
enforcement cases where it has
traditionally exercised such authority.

4. Expediting the Appeal Process

EPA proposed several measures to
expedite the appeal process, including
limiting filing extensions to one request
per party, with a maximum extension of
30 days, establishing a 60-day deadline

for the EAB to issue its decision
(measured from the date of oral
argument or the filing of the last brief,
whichever is later) and limiting the
length of EAB opinions to only as long
as needed to address the specific issues
raised in the appeal. EPA solicited
comment on whether to set a numerical
limit, either in words or pages, on EAB
opinions.

EPA received several comments
opposed to these expediting reforms,
most of which criticized the 60-day
deadline for issuing decisions.
Generally, the commenters felt the 60-
day deadline is arbitrary and lacked
justification. One commenter stated that
the Agency failed to explain why the
Board maintains its ability to adjust
filing requirements for good cause but is
inflexibly required to issue opinions
within 60 days.

EPA is finalizing the 60-day deadline
for the EAB to issue a decision, with the
deadline measured from the date of oral
argument or the filing of the last brief,
whichever is later. However, in light of
the comments it received, the EAB may
grant itself a one-time 60-day extension
if the Board determines that the nature
and complexity of the case requires
additional time. While EPA concedes
that any deadline assumes some amount
of arbitrariness, such deadlines are
routinely created in statutes and
regulations based on policy choices that
favor timely decision-making and
resolution of issues in lieu of open-
ended processes. EPA believes that a 60-
day deadline, with the availability of an
additional 60-day extension, is
reasonable in light of the additional
reforms contained in this rule.

EPA is also finalizing the two
additional expediting measures as
proposed. The EAB is required to make
its opinions only as long as needed to
address the specific issues raised in the
appeal. This reform is consistent with
the deadline imposed on the Board for
issuing decisions and should assist the
EAB in achieving those deadlines.
Additionally, this final rule limits filing
extensions to one request per party,
with a maximum extension of 30 days
that the EAB, in the exercise of its
discretion, may choose to grant. Nothing
in this final rule eliminates the EAB’s
discretion to relax or suspend filing
requirements for good cause.

5. 12-Year Terms for EAB Judges

EPA proposed setting 12-year
renewable terms for EAB judges. EPA
sought comments on this proposed term
limit and whether 8 years or another
time period was more appropriate. At
least one commenter supported the
creation of renewable terms but thought
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shorter terms were more appropriate.
The Agency also received comments
opposed to any term for EAB judges.
These commenters asserted there is no
rationale for why EAB judges should be
treated any differently from other career
Senior Executive Service (SES)
positions and that the proposal
unnecessarily politicizes the EAB. One
commenter argued that the proposal was
illegal because SES positions are
governed by a specific statute
implemented by the Office of Personnel
Management (OPM) and that OPM has
the sole authority to determine
conditions of service for SES employees.

EPA disagrees with those commenters
that opposed the proposed term limit.
The EAB, and its individual judges,
exercise authority expressly delegated to
it from the Administrator by Title 40 of
the Code of Federal Regulations. 40 CFR
1.25(e)(2). An EAB judge plays an
important role in shaping the decisions
of the Agency, and while that role has
traditionally been viewed with a certain
amount of independence, each judge is
acting on the express delegation of the
Administrator’s authority. It is entirely
consistent with that delegation that the
Administrator have some express
mechanism of accountability over those
exercising such authority. The 12-year
renewable terms routinize the review of
the Board’s composition. By setting the
terms at 12 years and staggering their
implementation in 3-year increments,
any one Administrator is limited in the
number appointments he or she could
make (barring a vacancy due to
resignation), provided the Administrator
elected not to renew a given term.

EPA also disagrees that the term
limits are illegal. As members of the
SES, an EAB judge is subject to
reassignment to any other SES position
in the Agency for which he or she
qualifies. See 5 U.S.C. 3395
(“Reassignment and transfer within the
Senior Executive Service”); 5 CFR
317.901 (“Reassignments’’); see also
Guide to the Senior Executive Service
(March 2017), page 10.2 The 12-year
term is not a separate condition applied
to SES employees. It is simply a
mechanism by which the Administrator
can exercise his or her authority
consistent with the applicable SES
procedures. If the Administrator
chooses not to renew an appointment,
the Administrator can assign that judge
to another SES position within EPA for
which he or she qualifies, provided the
Administrator reassigns the judge in

2This document is published by the Office of
Personnel Management at https://www.opm.gov/
policy-data-oversight/senior-executive-service/
reference-materials/guidesesservices.pdf.

compliance with all applicable SES
procedures. See 5 CFR 317.901.

For these reasons, EPA is setting fixed
twelve-year terms for EAB Judges,
which the Administrator may renew at
the end of that twelve-year period or
reassign the Judge to another SES
position within EPA. For purposes of
clarity, the final rule includes additional
regulatory text that explicitly requires
the Administrator to follow the proper
SES requirements when reassigning an
EAB judge. To implement the 12-year
terms and ensure that they are on a
staggered schedule, the Administrator
will apply the twelve-year terms to the
current EAB judges on a rolling basis
over the next twelve years. Each seat on
the EAB is designated a number based
on the seniority of the Board’s current
members. The seat of the longest serving
judge is designated as seat one, the
second longest serving judge as seat
two, the third longest serving judge as
seat three, and the most recent judge as
seat four. If any of the four seats are
vacant as of the effective date of the
final rule, any such seat will be
designated a number based on the date
on which it became vacant, after seats
have been designated for current judges.
The term for the newly designated seat
one ends three years after the effective
date of the final rule. The process then
continues at three-year intervals, with
seat two ending six years after the
effective date, seat three ending nine
years after the effective date, and seat
four ending twelve years after the
effective date. Thereafter, all terms will
last for twelve years. If a judge vacates
his or her position before the end of the
judge’s term, the Administrator will
appoint a new judge to serve for the
remainder of the vacated term. That new
member could then be renewed at the
end of the vacated term.

6. Designating EAB Decisions for
Publication

EPA sought comment on whether it
should create a process to explicitly
identify certain decisions of the EAB as
precedential. The proposal noted that
under such a process, only published
decisions could be considered
precedential and the determination of
which decisions should be published
would made by the Administrator.

EPA is finalizing a process that
maintains the EAB’s existing practice of
distinguishing between published
decisions and unpublished final orders
with one important change: The
publication of any decision designated
for publication by the EAB is delayed
for 15 days. During this period, the
Administrator may review the decision
and change the designation to an

unpublished final order. Moving
forward, it is the express policy of the
Agency that only published decisions of
the EAB represent EPA’s official,
authoritative position with regard to the
issues addressed in such decisions. This
change is intended to indicate to
reviewing courts that only published
EAB decisions may warrant deference
under Kisor v. Wilkie, 139 S. Ct. 2400
(2019) and Chevron U.S.A., Inc. v.
Natural Resources Defense Council,
Inc., 467 U.S. 837 (1984). This new
process will therefore provide the
Administrator, as the original source of
authority for implementing and
interpreting EPA’s statutes and
regulations, the ability to ensure EAB
opinions reflect the Agency’s official
position concerning major policy or
procedural issues, or other issues of
exceptional importance in the situations
where it is appropriate to create such
positions through adjudication before
the Board.

7. Administrator’s Legal Interpretations

EPA is finalizing the proposed
mechanism by which the Administrator,
by and through the General Counsel,
can issue a dispositive legal
interpretation in any matter before the
EAB or on any issue addressed by the
EAB. The Administrator may direct the
General Counsel to file written notice to
the EAB providing the Administrator’s
legal interpretation of an applicable
Agency regulation or governing statute
in any matter before the EAB. This
Administrator’s use of this mechanism
applies to all actions before EAB—both
permit and enforcement cases. This
mechanism is distinguished from briefs
filed by an EPA Region setting forth its
position as the permit issuer. The intent
of this proposal is to allow the
Administrator, in specific cases, to
retain authority as it pertains to legal
interpretations in administrative
appeals. Nothing in this rule limits the
Administrator’s existing authority
(derived from his or her statutory
authority to issue the permits in the first
instance) to review or change any EAB
decision.

EPA received several comments
opposing this new mechanism. Some
commenters asserted that the Agency
failed to provide any details on how the
process would work and when it could
be invoked. At least one commenter
noted that existing processes should be
enough to address any of the issues this
mechanism sought to address. Other
commenters asserted that its application
to enforcement cases presented due
process concerns related to ex parte
communications and unfair notice.


https://www.opm.gov/policy-data-oversight/senior-executive-service/reference-materials/guidesesservices.pdf
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EPA believes it has sufficiently
explained how the mechanism works
and when it can be invoked. The
Administrator will direct the General
Counsel to file a written notice with the
EAB that provides the Administrator’s
legal interpretation of the relevant
statute or regulation. As explained in
the proposal and reiterated in this final
rule, the Administrator may utilize the
mechanism in any matter before the
EAB or on any issue addressed by the
EAB, meaning it has no temporal
limitation. EPA agrees with the
comment that the Administrator does
not need this mechanism to achieve the
goals of this provision. However, the
Agency believes that codifying this
mechanism more directly and
transparently reflects the
Administrator’s authority, and, as
discussed in Section III.C below,
mitigates any concerns over EAB judges
acting as inferior officers. Lastly, EPA
does not believe that this mechanism
raises due process concerns. Any use of
this mechanism will necessarily
conform with EPA’s ex parte rules in 40
CFR 22.8. In order to ensure such
conformance, the General Counsel will
issue a memorandum detailing specific
measures that will be taken to create any
necessary firewalls between attorneys
litigating matters before the Board and
those that may work on the
Administrator’s legal interpretation in a
given case. With regard to unfair notice,
the relevant inquiry is whether the
regulated party had adequate notice of
the relevant legal requirement at the
time the alleged violation occurred. A
binding legal interpretation issued by
the Administrator during the
enforcement appeal process does
nothing to change whether there was
adequate notice prior to bringing the
enforcement action.

B. How does this final rule affect
pending appeals?

The provisions included in this final
rule apply to any appeal filed with the
EAB after the effective date of this final
rule, including for permit decisions that
were finalized before the effective date
but for which the period for filing a
petition for review has not expired. The
final rule does not apply to any appeal
that was filed before the effective date
of this rule.

C. Why is EPA finalizing these reforms?

Each statue implemented by EPA that
requires the issuance of permits
authorizes the Administrator to issue
such permits. The Administrator retains
discretion as to the procedural process
of issuing such permits and may
delegate his or her authority as he or she

deems necessary to implement the
statutory objectives. See Avenal Power
Center, LLC v. EPA, 787 F. Supp. 2d 1,
3 (D.D.C. 2011). The EAB was created in
1992 by a delegation of the
Administrator’s authority over appellate
proceedings, including, among other
things, appeals from permit decisions
made by Regional Administrators. That
delegation of authority, along with the
Board’s rules of procedure and scope of
responsibilities, was codified via a
procedural rule. See 57 FR 5320
(February 13, 1992). Having created the
EAB through delegation, the
Administrator may now alter the
Board’s role in the permitting process,
particularly if he or she believes a
different approach would better serve
the purposes of the statutes he or she
implements. This action does just that
by modifying the prior rules of
procedure and realigning the prior
delegations in manner that ensures a
proper level of accountability and
consistency in decision-making,
streamlines the permitting process, and
ultimately results in better and more
efficient outcomes.

EPA received several comments
asserting that its proposal did not
constitute a procedural rule. Many of
the same commenters asserted that,
because the proposal sought to revise
the process for appealing PSD and Acid
Rain permits under the CAA, the
Agency is required to follow that
statute’s rulemaking requirements in
section 307(d), which include, among
other things, a public hearing. EPA
disagrees with both comments. This
action is a rule of agency procedure and
practice under the Administrative
Procedure Act (APA). 5 U.S.C.
553(b)(A). This final rule simply
amends certain aspects of the original
procedural rule that established the EAB
in 1992. Moreover, because it is a
procedural rule under the APA, the final
rule is exempt from section 307(d) of the
CAA: “This subsection shall not apply
in the case of any rule or circumstance
referred to in subparagraphs (A) or (B)
of subsection 553(b) of title 5.” 42
U.S.C. 7607(d)(1). Courts have affirmed
that the CAA adopts the APA’s notice
and comment exceptions in 5 U.S.C.
553(b). See EME Homer City Generation,
L.P.v. EPA, 795 F.3d 118, 134 (D.C. Cir.
2015) (“[TThe Clean Air Act permits
EPA to conduct rulemaking without
notice and comment when doing so
would be appropriate under Subsection
553(b) of the Administrative Procedure
Act. . . .”); see also Sierra Club v.
Jackson, 833 F.Supp.2d 11 (D.C. Circuit
2012); Small Refiner Lead Phase-Down

Task Force v. EPA, 705 F.2d 506 (D.C.
Cir. 1983).

EPA also received one comment
asserting that, in light of the Supreme
Court’s decision in Lucia v. SEC, 138 S.
Ct. 2044 (2018), and the functions
performed by the EAB, the appointment
of EAB judges is unconstitutional. In
Lucia, the Supreme Court held that SEC
administrative law judges are
constitutional officers of the United
States and must be appointed in
accordance with the Appointments
Clause of the Constitution. The
commenter suggests that EAB judges are
constitutional officers that have not
been appointed consistent with the
Appointments Clause, which requires
such officers be appointed by the
President with the advice and consent
of the Senate, unless “Congress . . . by
law vest[s] the Appointment of such
inferior Officers, as they think proper, in
the President alone, in the Courts of
Law, or in the Heads of Departments.”
U.S. CONST. art. II, § 2, cl. 2.

EPA disagrees that EAB service as the
Board is currently comprised violates
the Constitution. The Administrator
derives his or her appointment authority
from Reorganization Plan No. 3 of 1970,
84 Stat. 2086 (July 9, 1970), which also
“conveyled] to the [EPA] Administrator
all of the housekeeping authority
available to other department heads
under [5 U.S.C. 301]”” and demonstrates
that “Congress has vested the
Administrator with the authority to run
EPA, to exercise its functions, and to
issue regulations incidental to the
performance of those functions.” 3
Courts have previously held that
“offices” under the Appointments
Clause can be created by Executive
Branch officials invoking their general
housekeeping and delegation
authorities. See Willy v. Administrative
Review Bd., 423 F.3d 483, 491 (5th Cir.
2005) (citing Reorg. Plan No. 6 of 1950,
§2, 15 FR 3174 (1950), 64 Stat. 1263,
and 5 U.S.C. 301); see also Varnadore v.
Secretary of Labor, 141 F.3d 625, 631
(6th Cir. 1998); Com. of Pa., Dep’t of
Pub. Welfare v. U.S. Dep’t of Health &
Human Servs., 80 F.3d 796, 804—05 (3d
Cir. 1996). The Administrator is
authorized to create the Board and
appoint EAB judges. While EPA does
not contest the commenter’s
characterization of EAB judges as
inferior officers, the Agency disagrees
with any suggestion that EAB decisions
may only be made by principal officers.
The EAB’s authority is delegated from
the Administrator, who adopts the
procedural rules, such as this action,
that govern the EAB, and the judges are

3 See supra n.1.
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subject to removal or reassignment by
the Administrator as explained in
Section III.A.6. Moreover, having
created the EAB via regulation, the
Administrator is also free to abolish the
EAB. See In re Grand Jury Investigation,
916 F.3d 1047, 1052 (D.C. Cir. 2019)
(explaining that a principal officer’s
ability to completely abolish an office
can render that officer inferior) (citing In
re Sealed Case, 829 F.2d 50, 56 (D.C.
Cir. 1987); Morrison v. Olson, 487 U.S.
654, 721 (1988) (Scalia, J., dissenting)
(noting that an officer is inferior and
subject to control “if by no other means
than” the principal’s ability to
“amend] ] or revokl[e] the regulation
defining his authority’’)). While the
creation of the EAB and the
appointment of its judges meet
constitutional requirements, Lucia does
highlight the requirement that inferior
officers are accountable to a principal
officer. And that, while the EAB has
been viewed with a measure of
independence, it is ultimately
accountable to the Administrator and
the authority he or she has delegated to
it. This action only strengthens the
EAB’s accountability to the
Administrator by, among other things,
confirming the Administrator’s ability to
provide legal interpretations on matters
before the EAB.

1V. Statutory and Executive Order
Reviews

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

This action is exempt from review by
the Office of Management and Budget
(OMB) because it is limited to agency
organization, management or personnel
matters.

B. Executive Order 13771: Reducing
Regulations and Controlling Regulatory
Costs

This action is not an Executive Order
13771 regulatory action because it
relates to agency organization,
management or personnel.

C. Paperwork Reduction Act (PRA)

This action does not contain any
information collection activities and
therefore does not impose an
information collection burden under the
PRA.

D. Regulatory Flexibility Act (RFA)

This action is not subject to the RFA.
The RFA applies only to rules subject to
notice and comment rulemaking
requirements under the Administrative
Procedure Act (APA), 5 U.S.C. 553, or
any other statute. This rule pertains to

agency management or personnel,
which the EPA expressly exempts from
notice and comment rulemaking
requirements under 5 U.S.C. 553(a)(2).

E. Unfunded Mandates Reform Act
(UMRA)

This action does not contain any
unfunded mandate as described in
UMRA, 2 U.S.C. 1531-1536, and does
not significantly or uniquely affect small
governments. The action imposes no
enforceable duty on any state, local or
tribal governments or the private sector.

F. Executive Order 13132: Federalisim

This action does not have federalism
implications. It will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

G. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

This action does not have tribal
implications as specified in Executive
Order 13175.

H. Executive Order 13045: Protection of
Children From Environmental Health
Risks and Safety Risks

The EPA interprets Executive Order
13045 as applying only to those
regulatory actions that concern
environmental health or safety risks that
EPA has reason to believe may
disproportionately affect children, per
the definition of “covered regulatory
action” in section 2—-202 of the
Executive Order. This action is not
subject to Executive Order 13045
because it does not concern an
environmental health risk or safety risk.

I. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution or Use

This action is not a “significant
energy action” because it is not likely to
have a significant adverse effect on the
supply, distribution or use of energy.

J. National Technology Transfer and
Advancement Act (NTTAA)

This rulemaking does not involve
technical standards.

K. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

This action is not subject to Executive
Order 12898 (59 FR 7629, Feb. 16, 1994)
because it does not establish an
environmental health or safety standard.

L. Congressional Review Act (CRA)

This final rule is exempt because it is
a rule of agency organization,
procedure, or practice that does not
substantially affect the rights or
obligations of non-agency parties.

List of Subjects
40 CFR Part 1

Environmental protection,
Organization and functions
(Government agencies).

40 CFR Part 49

Environmental protection,
Administrative practice and procedure,
Air pollution control, Indians,
Intergovernmental relations, Reporting
and Recordkeeping requirements.

40 CFR Part 71

Environmental protection,
Administrative practice and procedure,
Air pollution control, Reporting and
recordkeeping requirements.

40 CFR Part 124

Environmental protection,
Administrative practice and procedures,
Air pollution control, Hazardous waste,
Indians-lands, Reporting and
recordkeeping requirements, Water
pollution control, Water supply.

Andrew Wheeler,
Administrator.

For the reasons set forth in the
preamble, EPA amends 40 CFR parts 1,
49, 71, and 124 as follows:

PART 1—STATEMENT OF
ORGANIZATION AND GENERAL
INFORMATION

m 1. The authority citation for part 1 is
revised to read as follows:

Authority: 5 U.S.C. 552; Reorganization
Plan No. 3 of 1970, 84 Stat. 2086 (July 9,
1970).

m 2. Amend § 1.25 by revising
paragraphs (e)(2) and (3) and adding
paragraphs (e)(4) and (5) to read as
follows:

§1.25 Staff offices.

* * * * *

(e) * k%

(2) Functions. (i) The Environmental
Appeals Board shall exercise only that
authority expressly delegated to it in
this title. The Environmental Appeals
Board, may also, at the Administrator’s
express request, provide advice and
consultation, make findings of fact and
conclusions of law, prepare a
recommended decision, or serve as the
final decisionmaker, as the
Administrator deems appropriate.
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(ii) In performing its functions, the
Environmental Appeals Board may
consult with any EPA employee
concerning any matter governed by the
rules set forth in this title, provided
such consultation does not violate
applicable ex parte rules in this title.

(iii) The Administrator may limit the
Environmental Appeals Board’s
authority to interpret statutes and
regulations otherwise delegated to it in
this title by issuing, through the General
Counsel, a binding legal interpretation
of any applicable statute or regulation.
Nothing in this section limits the
Administrator’s authority to review or
change any EAB decision.

(3) Final Decisions and Orders. (i)
Designation. The Environmental
Appeals Board shall designate each final
decision as either a published decision
or an unpublished final order at the
time such decision is issued.

(ii) Published decisions. (A) Except as
provided in paragraph (e)(3)(ii)(B) of
this section, the Environmental Appeals
Board may not publish a decision in the
Environmental Appeals Decisions
(E.A.D.) or on the Board’s website under
the heading “Published Decisions” until
15 days after the date on which the
decision is issued.

(B) The Administrator may, within 15
days of the Environmental Appeals
Board issuing a decision designated for
publication, re-designate the decision as
an unpublished final order. Once re-
designated, the Environmental Appeals
Board may not publish such decision in
the Environmental Appeals Decisions
(E.A.D.) or on the Board’s website under
the heading “Published Decisions”.

(4) Qualifications. Each member of
the Environmental Appeals Board shall
be a graduate of an accredited law
school and a member in good standing
of a recognized bar association of any
State or the District of Columbia. Board
Members shall not be employed by the
Office of Enforcement, the Office of the
General Counsel, a Regional Office, or
any other office directly associated with
matters that could come before the
Environmental Appeals Board. A Board
Member shall recuse himself or herself
from deciding a particular case if that
Board Member in previous employment
performed prosecutorial or investigative
functions with respect to the case,
participated in the preparation or
presentation of evidence in the case, or
was otherwise personally involved in
the case.

(5) Term. (i) Initial terms. (A) The seat
of the longest serving member is
designated as seat one, the second
longest serving member as seat two, the
third longest serving member as seat
three, and the most recent member as

seat four. If any of the four seats are
vacant as of September 21, 2020, any
such seat is designated a number based
on the date on which it became vacant,
after seats have been designated for
current members.

(B) The initial term for seat one ends
three years from September 21, 2020.
The initial term for seat two ends six
years from September 21, 2020. The
initial term for seat three ends nine
years from September 21, 2020. The
initial term for seat four ends twelve
years after September 21, 2020. The
Administrator has the option of
renewing these initial terms under
paragraph (e)(5)(ii) of this section.

C) Nothing in this section prevents a
member of the Environmental Appeals
Board from resigning, retiring, or
transferring before the expiration of the
member’s initial term. Similarly,
nothing in this paragraph forecloses the
Administrator from reassigning a
member of the Environmental Appeals
Board to another position, consistent
with applicable requirements, prior to
the expiration of the member’s initial
term. The Administrator shall follow the
provisions in 5 CFR 317.901 in making
any reassignment under this section.

(D) If a member of the Environmental
Appeals Board resigns, retires, or
transfers before the expiration of the
member’s initial term, the replacement
member will serve for the remaining
portion of the initial term, with an
option for renewal at the end of the
term. If the term of the replacement
member is not renewed, the
Administrator shall reassign the
replacement member to another
position, consistent with the provisions
of 5 CFR 317.901.

(ii) 12-year terms. (A) After the initial
terms in paragraph (e)(5)(i) of this
section, each member of the
Environmental Appeals Board is
appointed to a twelve-year term, with an
option for renewal at the end of that
twelve-year period. Nothing in this
paragraph prevents a member of the
Environmental Appeals Board from
resigning, retiring, or transferring before
the expiration of the member’s twelve-
year term. Similarly, nothing in this
paragraph forecloses the Administrator
from reassigning a member of the
Environmental Appeals Board to
another position, consistent with
applicable requirements, prior to the
expiration of the member’s renewable
twelve-year term. The Administrator
shall follow the provisions in 5 CFR
317.901 in making any reassignment
under this section.

(B) If a member of the Environmental
Appeals Board resigns, retires, or
transfers before the expiration of the

member’s term, the replacement
member will serve for the remaining
portion of the term, with an option for
renewal at the end of the term. If the
term of the replacement member is not
renewed, the Administrator shall
reassign the replacement member to
another position, consistent with the
provisions of 5 CFR 317.901.

PART 49—INDIAN COUNTRY: AIR
QUALITY PLANNING AND
MANAGEMENT

m 3. The authority citation for part 49
continues to read as follows:

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

Subpart C—General Federal
Implementation Plan Provisions

m 4. Amend §49.159 by revising
paragraph (d) to read as follows:

§49.159 Final permit issuance and
administrative and judicial review.
* * * * *

(d) Can permit decisions be appealed?
(1) Permit decisions may be appealed
under the permit appeal procedures of
40 CFR 124.19.

(2) An appeal under paragraph (d)(1)
of this section is, under section 307(b)
of the Act, a prerequisite to seeking
judicial review of the final agency
action.

* * * * *

m 5. Amend § 49.172 by revising
paragraph (d) to read as follows:

§49.172 Final permit issuance and
administrative and judicial review.
* * * * *

(d) Can permit decisions be appealed?
(1) Permit decisions may be appealed
under the permit appeal procedures of
40 CFR 124.19.

(2) An appeal under paragraph (d)(1)
of this section is, under section 307(b)
of the Act, a prerequisite to seeking
judicial review of the final agency

action.
* * * * *

PART 71—FEDERAL OPERATING
PERMIT PROGRAMS

m 6. The authority citation for part 71
continues to read as follows:

Authority: 42 U.S.C. 7401, et seq.
Subpart A—Operating Permits

m 7. Amend § 71.11 by revising
paragraph (1) to read as follows:

§71.11 Administrative record, public
participation, and administrative review.
* * * * *
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(1) Appeal of permits. (1) Permit
decisions may be appealed under the
permit appeal procedures of 40 CFR
124.19.

(2) An appeal under paragraph (1)(1)
of this section is, under section 307(b)
of the Act, a prerequisite to seeking
judicial review of the final agency
action.

Subpart B—Permits for Early
Reductions Sources

m 8. Amend § 71.27 by revising
paragraph (1) to read as follows:

§71.27 Public participation and appeal.

* * * * *

(1) Appeal of permits. (1) Permit
decisions may be appealed under the
permit appeal procedures of 40 CFR
124.19.

(2) An appeal under paragraph (1)(1)
of this section is, under section 307(b)
of the Act, a prerequisite to seeking
judicial review of the final agency
action.

(3) The filing of a petition for review
of any condition of the permit or permit
decision shall not stay the effect of any

contested permit or permit condition.
* * * * *

PART 124—PROCEDURES FOR
DECISIONMAKING

m 9. The authority citation for part 124
continues to read as follows:

Authority: Resource Conservation and
Recovery Act, 42 U.S.C. 6901 et seq.; Safe
Drinking Water Act, 42 U.S.C. 300f et seq.;
Clean Water Act, 33 U.S.C. 1251 et seq.;
Clean Air Act, 42 U.S.C. 7401 et seq.

Subpart A—General Program
Requirements

m 10. Amend § 124.19 by:
m a. Revising paragraphs (a)(4)(i), (e}, (g)
and (1);
m b. Removing paragraph (p); and
m c. Redesignating paragraphs (m)
through (o) as paragraphs (n) through (p)
and adding a new paragraph (m).

The revisions and additions read as
follows:

§124.19 Appeal of RCRA, UIC, NPDES and
PSD Permits.

(a) * *x %

(4) * * * (i) In addition to meeting
the requirements in paragraph (d) of this
section, a petition for review must
identify the contested permit condition
or other specific challenge to the permit
decision and clearly set forth, with legal
and factual support, petitioner’s
contentions for why the permit decision
should be reviewed. The petition must

demonstrate that each challenge to the
permit decision is based on a finding of
fact or conclusion of law that is clearly
eITONeous.

* * * * *

(e) Participation by amicus curiae.
Any interested person may file an
amicus brief in any appeal pending
before the Environmental Appeals
Board under this section. The deadline
for filing such brief 21 days after the
filing of the petition. Amicus briefs may
not exceed 15 pages.

* * * * *

(g) Motions for extension of time. (1)
Parties must file motions for extensions
of time sufficiently in advance of the
due date to allow other parties to have
a reasonable opportunity to respond to
the request for more time and to provide
the Environmental Appeals Board with
a reasonable opportunity to issue an
order.

(2) Each party may only file one
motion for extension and the requested
extension may not exceed 30 days.

(1) Final disposition. (1) Except as
provided in paragraph (1)(2), the
Environmental Appeals Board shall
issue its decision on a permit appeal by
the later date occurring 60 days after the
date on which:

(i) The final brief has been submitted;
or

(ii) Oral argument is concluded.

(2) The Environmental Appeals Board
may, upon determining that the nature
and complexity of the case requires
additional time, grant itself an
additional 60 days to issue its decision.

(3) Any written opinion issued by the
Environmental Appeals Board should
only be as long as necessary to address
the specific issues presented to the
Board in the appeal.

(m) Judicial review. (1) A petition to
the Environmental Appeals Board under
paragraph (a) of this section is, under 5
U.S.C. 704, a prerequisite to seeking
judicial review of the final agency
action.

(2) For purposes of judicial review
under the appropriate Act, final agency
action on a permit occurs when agency
review procedures under this section
are exhausted and the Regional
Administrator subsequently issues a
final permit decision under this
paragraph. A final permit decision must
be issued by the Regional
Administrator:

(i) When the Environmental Appeals
Board issues notice to the parties that
the petition for review has been denied;

(i) When the Environmental Appeals
Board issues a decision on the merits of
the appeal and the decision does not
include a remand of the proceedings; or

* * *

(iii) Upon the completion of remand
proceedings if the proceedings are
remanded, unless the Environmental
Appeals Board’s remand order
specifically provides that appeal of the
remand decision will be required to
exhaust administrative remedies.

(3) The Regional Administrator must
promptly publish notice of any final
agency action in the Federal Register
regarding the following permits:

(i) PSD permits;

(ii) Outer continental shelf permits
issued under 40 CFR part 55;

(iii) Federal Title V operating permits
issued under 40 CFR part 71;

(iv) Acid Rain permits appealed under
40 CFR part 78;

(v) Tribal Major Non-Attainment NSR
permits issued under 40 CFR 49.166
through 49.173; and

(vi) Tribal Minor NSR permits issued
under 40 CFR 49.151 through 49.161.

[FR Doc. 2020-16257 Filed 8—20-20; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY
40 CFR Parts 9 and 721

[EPA-HQ-OPPT-2019-0595; FRL-10010—
61]

RIN 2070-AB27
Significant New Use Rules on Certain
Chemical Substances (20-1.B)

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

SUMMARY: EPA is issuing significant new
use rules (SNURs) under the Toxic
Substances Control Act (TSCA) for
chemical substances which are the
subject of premanufacture notices
(PMNs). This action requires persons to
notify EPA least 90 days before
commencing manufacture (defined by
statute to include import) or processing
of any of these chemical substances for
an activity that is designated as a
significant new use by this rule. The
required notification initiates EPA’s
evaluation of the chemical under the
conditions of use within the applicable
review period. Persons may not
commence manufacture or processing
for the significant new use until EPA
has conducted a review of the notice,
made an appropriate determination on
the notice, and has taken such actions
as are required as a result of that
determination.

DATES: This rule is effective on October
20, 2020. For purposes of judicial
review, this rule shall be promulgated at
1 p.m. (e.s.t.) on September 4, 2020.
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FOR FURTHER INFORMATION CONTACT: For
technical information contact: Kenneth
Moss, Chemical Control Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,
Washington, DC 20460-0001; telephone
number: (202) 564—9232; email address:
moss.kenneth@epa.gov.

For general information contact: The
TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY
14620; telephone number: (202) 554—
1404; email address: TSCA-Hotline@
epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you manufacture, process,
or use the chemical substances
contained in this rule. The following list
of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Manufacturers or processors of one
or more subject chemical substances
(NAICS codes 325 and 324110), e.g.,
chemical manufacturing and petroleum
refineries.

This action may also affect certain
entities through pre-existing import
certification and export notification
rules under TSCA. Chemical importers
are subject to the TSCA section 13 (15
U.S.C. 2612) import provisions
promulgated at 19 CFR 12.118 through
12.127 and 19 CFR 127.28. Chemical
importers must certify that the shipment
of the chemical substance complies with
all applicable rules and Orders under
TSCA, which would include the SNUR
requirements. The EPA policy in
support of import certification appears
at 40 CFR part 707, subpart B. In
addition, any persons who export or
intend to export a chemical substance
that is the subject of this rule are subject
to the export notification provisions of
TSCA section 12(b) (15 U.S.C. 2611(b))
(see 40 CFR 721.20), and must comply
with the export notification
requirements in 40 CFR part 707,
subpart D.

B. How can I access the docket?

The docket includes information
considered by the Agency in developing
the proposed and final rules. The docket
for this action, identified by docket
identification (ID) number EPA-HQ-
OPPT-2019-0595, is available at hitp://
www.regulations.gov or at the Office of

Pollution Prevention and Toxics Docket
(OPPT Docket), Environmental
Protection Agency Docket Center (EPA/
DC), West William Jefferson Clinton
Bldg., Rm. 3334, 1301 Constitution Ave.
NW, Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the OPPT Docket is (202)
566—0280. Please review the visitor
instructions and additional information
about the docket available at http://
www.epa.gov/dockets.

II. Background
A. What action is the agency taking?

EPA is finalizing a SNUR under TSCA
section 5(a)(2) for chemical substances
which were the subject of PMNs P—16—
291, P-16—486, P-17-184, P-18-232, P—
18-236, and P-18-264. These SNURs
require persons who intend to
manufacture or process any of these
chemical substances for an activity that
is designated as a significant new use to
notify EPA at least 90 days before
commencing that activity.

Previously, in the Federal Register of
January 16, 2020 (85 FR 2676) (FRL—
10002-68), EPA proposed a SNUR for
these chemical substances in 40 CFR
part 721 subpart E. More information on
the specific chemical substances subject
to this final rule can be found in the
Federal Register documents proposing
the SNUR. The record for the SNUR was
established in the docket under docket
ID number EPA-HQ-OPPT-2019-0595.
That docket includes information
considered by the Agency in developing
the proposed and final rules.

EPA received two public comments
on this rule. A summary of those
comments and EPA’s responses are
found in Unit IV.

B. What is the Agency’s authority for
taking this action?

TSCA section 5(a)(2) (15 U.S.C.
2604(a)(2)) authorizes EPA to determine
that a use of a chemical substance is a
“significant new use.” EPA must make
this determination by rule after
considering all relevant factors,
including the four bulleted TSCA
section 5(a)(2) factors listed in Unit III.
As described in Unit II(C), the general
SNUR provisions are found at 40 CFR
part 721, subpart A.

C. Applicability of General Provisions

General provisions for SNURs appear
in 40 CFR part 721, subpart A. These
provisions describe persons subject to
the rule, recordkeeping requirements,

exemptions to reporting requirements,
and applicability of the rule to uses
occurring before the effective date of the
rule. Provisions relating to user fees
appear at 40 CFR part 700. According to
40 CFR 721.1(c), persons subject to
these SNURs must comply with the
same SNUN requirements and EPA
regulatory procedures as submitters of
PMNs under TSCA section 5(a)(1)(A). In
particular, these requirements include
the information submission
requirements of TSCA sections 5(b) and
5(d)(1), the exemptions authorized by
TSCA sections 5(h)(1), (h)(2), (h)(3), and
(h)(5), and the regulations at 40 CFR
part 720. Once EPA receives a SNUN,
EPA must either determine that the use
is not likely to present an unreasonable
risk of injury under the conditions of
use for the chemical substance or take
such regulatory action as is associated
with an alternative determination before
the manufacture or processing for the
significant new use can commence. If
EPA determines that the chemical
substance is not likely to present an
unreasonable risk, EPA is required
under TSCA section 5(g) to make public,
and submit for publication in the
Federal Register, a statement of EPA’s
findings.

III. Significant New Use Determination

TSCA section 5(a)(2) states that EPA’s
determination that a use of a chemical
substance is a significant new use must
be made after consideration of all
relevant factors, including:

¢ The projected volume of
manufacturing and processing of a
chemical substance.

e The extent to which a use changes
the type or form of exposure of human
beings or the environment to a chemical
substance.

e The extent to which a use increases
the magnitude and duration of exposure
of human beings or the environment to
a chemical substance.

e The reasonably anticipated manner
and methods of manufacturing,
processing, distribution in commerce,
and disposal of a chemical substance.

In addition to these factors
enumerated in TSCA section 5(a)(2), the
statute authorizes EPA to consider any
other relevant factors. In determining
what would constitute a significant new
use for the chemical substances that are
the subject of these SNURs, EPA
considered relevant information about
the toxicity of the chemical substances,
and potential human exposures and
environmental releases that may be
associated with the substances, in the
context of the four bulleted TSCA
section 5(a)(2) factors listed in this unit.
During its review of these chemicals,
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EPA identified certain conditions of use
that are not intended by the submitters,
but reasonably foreseen to occur. EPA is
designating those reasonably foreseen
conditions of use as well as certain
other circumstances of use as significant
new uses.

IV. Public Comments on the Proposed
Rule and EPA Responses

EPA received two comments on the
proposed rule: One from an identifying
entity and one that was anonymous. The
anonymous commenter agrees that
notice to EPA prior to commencement
of the “‘significant new use” of the
chemical substances is important;
therefore, no response by the Agency is
required. The identifying commenter
stated that these rules need to have
engineering controls that are
appropriate to the chemical. These
comments are general in nature and not
specific to the SNUR and are more
properly directed to the TSCA section
5(a)(3) determination for the PMN. EPA
is therefore not responding to these
comments.

EPA is finalizing the SNURs as
proposed, except for correcting the
recordkeeping requirements of the
SNUR proposed at 40 CFR 721.11449 for
the chemical substance 1-
propanaminium, 2-hydroxy-N, N-
dimethyl-N-[3-[(1-oxo0ctyl-
amino]propyl]-3-sulfo-, inner salt (PMN
P-17-184; CASRN 1612795-77-3). The
Agency inadvertently omitted 40 CFR
721.125(d), which is the recordkeeping
requirement corresponding to the use of
any applicable personal protective
equipment required under 40 CFR
721.63.

V. Substances Subject to This Rule

EPA is establishing significant new
use and recordkeeping requirements for
chemical substances in 40 CFR part 721,
subpart E. In Unit IV. of the proposed
SNUR, EPA provided the following
information for each chemical
substance:

e PMN number.

e Chemical name (generic name, if
the specific name is claimed as CBI).

e Chemical Abstracts Service (CAS)
Registry number (if assigned for non-
confidential chemical identities).

¢ Basis for the SNUR.

e Potentially Useful Information.

e CFR citation assigned in the
regulatory text section of these rules.

The regulatory text section of these
rules specifies the activities designated
as significant new uses. Certain new
uses, including production volume
limits and other uses designated in the
rules, may be claimed as CBIL.

The chemical substances that are the
subject of these SNURs completed
premanufacture review. In addition to
those conditions of use intended by the
submitter, EPA has identified certain
other reasonably foreseen conditions of
use and/or other circumstances of use.
EPA has preliminarily determined that
the chemicals under their intended
conditions of use are not likely to
present an unreasonable risk. However,
EPA has not assessed risks associated
with the reasonably foreseen conditions
of use for these chemicals. EPA is
designating these reasonably foreseen
and other circumstances of use as
significant new uses. As a result, those
significant new uses cannot occur
without first going through a separate,
subsequent EPA review and
determination process associated with
the SNUN.

VI. Rationale and Objectives of the Rule
A. Rationale

During review of the PMNs submitted
for the chemical substances that are the
subject of these SNURs and as further
discussed in Unit IV. of the proposed
rule, EPA identified certain reasonably
foreseen conditions of use as well as
other circumstances different from the
intended conditions of use identified in
the PMNs and determined that those
changes could result in changes in the
type or form of exposure to the chemical
substances and/or increased exposures
to the chemical substances and/or
changes in the reasonably anticipated
manner and methods of manufacturing,
processing, distribution in commerce,
and disposal of the chemical substances.

B. Objectives

EPA is issuing these SNURs because
the Agency wants:

e To receive notice of any person’s
intent to manufacture or process a listed
chemical substance for the described
significant new use before that activity
begins.

e To have an opportunity to review
and evaluate data submitted in a SNUN
before the notice submitter begins
manufacturing or processing a listed
chemical substance for the described
significant new use.

e To be obligated to make a
determination under TSCA section
5(a)(3) regarding the use described in
the SNUN, under the conditions of use.
The Agency will either determine under
TSCA section 5(a)(3)(C) that the
chemical, under the conditions of use,
is not likely to present an unreasonable
risk, including an unreasonable risk to
a potentially exposed or susceptible
subpopulation identified as relevant by

the Administrator under the conditions
of use, or make a determination under
TSCA section 5(a)(3)(A) or (B) and take
the required regulatory action associated
with the determination, before
manufacture or processing for the
significant new use of the chemical
substance can occur.

Issuance of a SNUR for a chemical
substance does not signify that the
chemical substance is listed on the
TSCA Chemical Substance Inventory
(TSCA Inventory). Guidance on how to
determine if a chemical substance is on
the TSCA Inventory is available on the
internet at http://www.epa.gov/opptintr/
existingchemicals/pubs/tscainventory/
index.html.

VII. Applicability of the Significant
New Use Designation

To establish a significant new use,
EPA must determine that the use is not
ongoing. The chemical substances
subject to this rule have undergone
premanufacture review. In cases where
EPA has not received a notice of
commencement (NOC) and the chemical
substance has not been added to the
TSCA Inventory, no person may
commence such activities without first
submitting a PMN. Therefore, for
chemical substances for which an NOC
has not been submitted EPA concludes
that the designated significant new uses
are not ongoing.

EPA designated December 2, 2019
(the date of web posting of the proposed
rule) as the cutoff date for determining
whether the new use is ongoing. The
objective of EPA’s approach has been to
ensure that a person could not defeat a
SNUR by initiating a significant new use
before the effective date of the final rule.

In the unlikely event that a person
began commercial manufacture or
processing of the chemical substances
for a significant new use identified as of
December 2, 2019, that person will have
to cease any such activity upon the
effective date of the final rule. To
resume their activities, that person
would have to first comply with all
applicable SNUR notification
requirements and wait until EPA has
conducted a review of the notice, made
an appropriate determination on the
notice, and has taken such actions as are
required with that determination.

VIIIL Development and Submission of
Information

EPA recognizes that TSCA section 5
does not require development of any
particular new information (e.g.,
generating test data) before submission
of a SNUN. There is an exception: If a
person is required to submit information
for a chemical substance pursuant to a
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rule, Order or consent agreement under
TSCA section 4 (15 U.S.C. 2603), then
TSCA section 5(b)(1)(A) (15 U.S.C.
2604(b)(1)(A)) requires such information
to be submitted to EPA at the time of
submission of the SNUN.

In the absence of a rule, Order, or
consent agreement under TSCA section
4 covering the chemical substance,
persons are required only to submit
information in their possession or
control and to describe any other
information known to or reasonably
ascertainable by them (see 40 CFR
720.50). However, upon review of PMNs
and SNUNSs, the Agency has the
authority to require appropriate testing.
Unit IV. of the proposed rule lists
potentially useful information for all
SNURs listed here. Descriptions are
provided for informational purposes.
The potentially useful information
identified in Unit IV. of the proposed
rule will be useful to EPA’s evaluation
in the event that someone submits a
SNUN for the significant new use.
Companies who are considering
submitting a SNUN are encouraged, but
not required, to develop the information
on the substance.

EPA strongly encourages persons,
before performing any testing, to consult
with the Agency. Furthermore, pursuant
to TSCA section 4(h), which pertains to
reduction of testing in vertebrate
animals, EPA encourages consultation
with the Agency on the use of
alternative test methods and strategies
(also called New Approach
Methodologies, or NAMs), if available,
to generate the recommended test data.
EPA encourages dialog with Agency
representatives to help determine how
best the submitter can meet both the
data needs and the objective of TSCA
section 4(h).

The potentially useful information
described in Unit IV. of the proposed
rule may not be the only means of
providing information to evaluate the
chemical substance associated with the
significant new uses. However,
submitting a SNUN without any test
data may increase the likelihood that
EPA will take action under TSCA
sections 5(e) or 5(f). EPA recommends
that potential SNUN submitters contact
EPA early enough so that they will be
able to conduct the appropriate tests.

SNUN submitters should be aware
that EPA will be better able to evaluate
SNUNSs which provide detailed
information on the following:

¢ Human exposure and
environmental release that may result
from the significant new use of the
chemical substances.

o Information on risks posed by the
chemical substances compared to risks
posed by potential substitutes.

IX. Procedural Determinations

By this rule, EPA is establishing
certain significant new uses which have
been claimed as GBI subject to Agency
confidentiality regulations at 40 CFR
part 2 and 40 CFR part 720, subpart E.
Absent a final determination or other
disposition of the confidentiality claim
under 40 CFR part 2 procedures, EPA is
required to keep this information
confidential. EPA promulgated a
procedure to deal with the situation
where a specific significant new use is
CBI, at 40 CFR 721.1725(b)(1).

Under these procedures a
manufacturer or processor may request
EPA to determine whether a proposed
use would be a significant new use
under the rule. The manufacturer or
processor must show that it has a bona
fide intent to manufacture or process the
chemical substance and must identify
the specific use for which it intends to
manufacture or process the chemical
substance. If EPA concludes that the
person has shown a bona fide intent to
manufacture or process the chemical
substance, EPA will tell the person
whether the use identified in the bona
fide submission would be a significant
new use under the rule. Since most of
the chemical identities of the chemical
substances subject to these SNURs are
also CBI, manufacturers and processors
can combine the bona fide submission
under the procedure in 40 CFR
721.1725(b)(1) with that under 40 CFR
721.11 into a single step.

If EPA determines that the use
identified in the bona fide submission
would not be a significant new use, i.e.,
the use does not meet the criteria
specified in the rule for a significant
new use, that person can manufacture or
process the chemical substance so long
as the significant new use trigger is not
met. In the case of a production volume
trigger, this means that the aggregate
annual production volume does not
exceed that identified in the bona fide
submission to EPA. Because of
confidentiality concerns, EPA does not
typically disclose the actual production
volume that constitutes the use trigger.
Thus, if the person later intends to
exceed that volume, a new bona fide
submission would be necessary to
determine whether that higher volume
would be a significant new use.

X. SNUN Submissions

According to 40 CFR 721.1(c), persons
submitting a SNUN must comply with
the same notification requirements and
EPA regulatory procedures as persons

submitting a PMN, including
submission of test data on health and
environmental effects as described in 40
CFR 720.50. SNUNs must be submitted
on EPA Form No. 7710-25, generated
using e-PMN software, and submitted to
the Agency in accordance with the
procedures set forth in 40 CFR 720.40
and 40 CFR 721.25. e-PMN software is
available electronically at http://
www.epa.gov/opptintr/newchems.

XI. Economic Analysis

EPA has evaluated the potential costs
of establishing SNUN requirements for
potential manufacturers and processors
of the chemical substances subject to
this rule. EPA’s complete economic
analysis is available in the docket under
docket ID number EPA-HQ-OPPT-
2019-0595.

XII. Statutory and Executive Order
Reviews

Additional information about these
statutes and Executive Orders can be
found at https://www.epa.gov/laws-
regulations-and-executive-orders.

A. Executive Order 12866: Regulatory
Planning and Review and Executive
Order 13563: Improving Regulations
and Regulatory Review

This action establishes SNURs for
several new chemical substances that
were the subject of PMNs. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Orders 12866
(58 FR 51735, October 4, 1993) and
13563 (76 FR 3821, January 21, 2011).

B. Paperwork Reduction Act (PRA)

According to PRA (44 U.S.C. 3501 et
seq.), an agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
that requires OMB approval under PRA,
unless it has been approved by OMB
and displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in title 40
of the CFR, after appearing in the
Federal Register, are listed in 40 CFR
part 9, and included on the related
collection instrument or form, if
applicable. EPA is amending the table in
40 CFR part 9 to list the OMB approval
number for the information collection
requirements contained in this action.
This listing of the OMB control numbers
and their subsequent codification in the
CFR satisfies the display requirements
of PRA and OMB’s implementing
regulations at 5 CFR part 1320. This
Information Collection Request (ICR)
was previously subject to public notice
and comment prior to OMB approval,
and given the technical nature of the
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table, EPA finds that further notice and
comment to amend it is unnecessary. As
aresult, EPA finds that there is “good
cause’ under section 553(b)(3)(B) of the
Administrative Procedure Act (5 U.S.C.
553(b)(3)(B)) to amend this table
without further notice and comment.

The information collection
requirements related to this action have
already been approved by OMB
pursuant to PRA under OMB control
number 2070-0012 (EPA ICR No. 574).
This action does not impose any burden
requiring additional OMB approval. If
an entity were to submit a SNUN to the
Agency, the annual burden is estimated
to average between 30 and 170 hours
per response. This burden estimate
includes the time needed to review
instructions, search existing data
sources, gather and maintain the data
needed, and complete, review, and
submit the required SNUN.

Send any comments about the
accuracy of the burden estimate, and
any suggested methods for minimizing
respondent burden, including through
the use of automated collection
techniques, to the Director, Regulatory
Support Division, Office of Mission
Support (2822T), Environmental
Protection Agency, 1200 Pennsylvania
Ave. NW, Washington, DC 20460-0001.
Please remember to include the OMB
control number in any correspondence,
but do not submit any completed forms
to this address.

C. Regulatory Flexibility Act (RFA)

Pursuant to RFA section 605(b) (5
U.S.C. 601 et seq.), the Agency hereby
certifies that promulgation of this SNUR
would not have a significant adverse
economic impact on a substantial
number of small entities. The
requirement to submit a SNUN applies
to any person (including small or large
entities) who intends to engage in any
activity described in the final rule as a
“significant new use.” Because these
uses are ‘new,” based on all
information currently available to EPA,
it appears that no small or large entities
presently engage in such activities. A
SNUR requires that any person who
intends to engage in such activity in the
future must first notify EPA by
submitting a SNUN. Although some
small entities may decide to pursue a
significant new use in the future, EPA
cannot presently determine how many,
if any, there may be. However, EPA’s
experience to date is that, in response to
the promulgation of SNURs covering
over 1,000 chemicals, the Agency
receives only a small number of notices
per year. For example, the number of
SNUNSs received was seven in Federal
fiscal year (FY) 2013, 13 in FY2014, six

in FY2015, 10 in FY2016, 14 in FY2017,
and 11 in FY2018 and only a fraction of
these were from small businesses. In
addition, the Agency currently offers
relief to qualifying small businesses by
reducing the SNUN submission fee from
$16,000 to $2,800. This lower fee
reduces the total reporting and
recordkeeping of cost of submitting a
SNUN to about $10,116 for qualifying
small firms. Therefore, the potential
economic impacts of complying with
this SNUR are not expected to be
significant or adversely impact a
substantial number of small entities. In
a SNUR that published in the Federal
Register of June 2, 1997 (62 FR 29684)
(FRL-5597-1), the Agency presented its
general determination that final SNURs
are not expected to have a significant
economic impact on a substantial
number of small entities, which was
provided to the Chief Counsel for
Advocacy of the Small Business
Administration.

D. Unfunded Mandates Reform Act
(UMRA)

Based on EPA’s experience with
proposing and finalizing SNURs, State,
local, and Tribal governments have not
been impacted by these rulemakings,
and EPA does not have any reasons to
believe that any State, local, or Tribal
government will be impacted by this
action. As such, EPA has determined
that this action does not impose any
enforceable duty, contain any unfunded
mandate, or otherwise have any effect
on small governments subject to the
requirements of UMRA sections 202,
203, 204, or 205 (2 U.S.C. 1501 et seq.).

E. Executive Order 13132: Federalism

This action will not have a substantial
direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999).

F. Executive Order 13175: Consultation
and Coordination With Indian Tribe
Governments

This action does not have Tribal
implications because it is not expected
to have substantial direct effects on
Indian Tribes. This action does not
significantly nor uniquely affect the
communities of Indian Tribal
governments, nor does it involve or
impose any requirements that affect
Indian Tribes. Accordingly, the
requirements of Executive Order 13175

(65 FR 67249, November 9, 2000), do
not apply to this action.

G. Executive Order 13045: Protection of
Children From Environmental Health
Risks and Safety Risks

This action is not subject to Executive
Order 13045 (62 FR 19885, April 23,
1997), because this is not an
economically significant regulatory
action as defined by Executive Order
12866, and this action does not address
environmental health or safety risks
disproportionately affecting children.

H. Executive Order 13211: Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use

This action is not subject to Executive
Order 13211 (66 FR 28355, May 22,
2001), because this action is not
expected to affect energy supply,
distribution, or use and because this
action is not a significant regulatory
action under Executive Order 12866.

I. National Technology Transfer and
Advancement Act (NTTAA)

In addition, since this action does not
involve any technical standards,
NTTAA section 12(d) (15 U.S.C. 272
note), does not apply to this action.

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

This action does not entail special
considerations of environmental justice
related issues as delineated by
Executive Order 12898 (59 FR 7629,
February 16, 1994).

XIII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule 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. This action is not a “major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects
40 CFR Part 9

Environmental protection, Reporting
and recordkeeping requirements.

40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.
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Dated: July 16, 2020.
Tala Henry,
Deputy Director, Office of Pollution
Prevention and Toxics.

Therefore, for the reasons stated in the
preamble, the EPA amends 40 CFR parts
9 and 721 as follows:

PART 9—OMB APPROVALS UNDER
THE PAPERWORK REDUCTION ACT

m 1. The authority citation for part 9
continues to read as follows:

Authority: 7 U.S.C. 135 et seq., 136—136y;
15 U.S.C. 2001, 2003, 2005, 2006, 2601-2671;
21 U.S.C. 331j, 3464, 348; 31 U.S.C. 9701; 33
U.S.C. 1251 et seq., 1311, 1313d, 1314, 1318,
1321, 1326, 1330, 1342, 1344, 1345 (d) and
(e), 1361; E.O. 11735, 38 FR 21243, 3 CFR,
1971-1975 Comp. p. 973; 42 U.S.C. 241,
242b, 243, 246, 300f, 300g, 300g—1, 300g-2,
300g-3, 300g—4, 300g—5, 300g—6, 300j—1,
300j—2, 300j—3, 300j—4, 300j—9, 1857 et seq.,
6901-6992k, 7401-7671q, 7542, 9601-9657,
11023, 11048.

m 2.In § 9.1, amend the table by adding
entries for §§721.11447 through
721.11452 in numerical order under the
undesignated center heading
“Significant New Uses of Chemical
Substances” to read as follows:

§9.1 OMB approvals under the Paperwork
Reduction Act.

* * * * *

OMB control

40 CFR citation No.

* * * * *

Significant New Uses of Chemical
Substances

* * * * *

721.11447 2070-0012
721.11448 2070-0012
721.11449 2070-0012
721.11450 2070-0012

721.11451 2070-0012
721.11452 2070-0012
* * * * *

PART 721—SIGNIFICANT NEW USES
OF CHEMICAL SUBSTANCES

m 3. The authority citation for part 721
continues to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

m 4. Add §§721.11447 through
721.11452 to subpart E to read as
follows:

Subpart E—Significant New Uses for
Specific Chemical Substances

* * * * *

Sec.
* * * * *

721.11447 1,3-Cyclohexanedimethanamine
adduct (generic).

721.11448 Polychloropropane (generic).

721.11449 1-Propanaminium, 2-hydroxy-
N,N-dimethyl-N-[3-[(1-
oxooctyl)amino]propyll-3-sulfo-, inner
salt.

721.11450 Polyol, reaction products with
formaldehyde and methanol (generic).

721.11451 Metal, alkenoic acid-alkyl
alkenoate-alkyl substituted alkenoate
polymer carbopolycycle complexes
(generic).

721.11452 Phosphonomethylated ether
diamine (generic).

* * * * *

§721.11447 1,3-
Cyclohexanedimethanamine adduct
(generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as 1,3-
cyclohexanedimethanamine adduct
(PMN P-16-291) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(1) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(0).

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4), and
(c)(4), where N=74.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11448 Polychloropropane (generic).
(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as polychloropropane (PMN
P-16-486) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(a), (b), (c), and (h).
It is a significant new use to use
sampling methods other than the “zero-

contact” methods described in the PMN.

(ii) Disposal. Requirements as
specified in § 721.85(a)(1), (b)(1), and
(c)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), (i), and (j) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

§721.11449 1-Propanaminium, 2-hydroxy-
N,N-dimethyl-N-[3-[(1-
oxooctyl)amino]propyl]-3-sulfo-, inner salt.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
1-Propanaminium, 2-hydroxy-N,N-
dimethyl-N-[3-[(1-
oxooctyl)amino]propyl]-3-sulfo-, inner
salt (PMN P-17-184; CASRN 1612795—
77-3) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in
§721.63(a)(4) and (5), (b)(concentration
set at 1.0%) and (c). When determining
which persons are reasonable likely to
be exposed as required for
§721.63(a)(4), engineering control
measures (e.g., enclosure or
confinement of the operation, general
and local ventilation) or administrative
control measures (e.g., workplace
policies and procedures) shall be
considered and implemented to prevent
exposures, where feasible. For purposes
of § 721.63(a)(5), respirators must
provide a National Institute for
Occupational Safety and Health
assigned protection factor of at least
1000.

(ii) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process or use
the substance for use other than
firefighting foams, industrial all-purpose
cleaners, and transportation washes. It
is a significant new use to process the
substance to greater than 10% by weight
in the final formulated product.

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (d), and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
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provisions of § 721.185 apply to this
section.

§721.11450 Polyol, reaction products with
formaldehyde and methanol (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as polyol, reaction products
with formaldehyde and methanol (PMN
P-18-232) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, process or use
of the substance in a manner that results
in inhalation exposure. It is a significant
new use to manufacture the substance at
greater than the confidential annual
production volume described in the
PMN.

(ii) [Reserved].

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§ 721.125(a) through (c), and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(i) of this section.

§721.11451 Metal, alkenoic acid-alkyl
alkenoate-alkyl substituted alkenoate
polymer carbopolycycle complexes
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as metal, alkenoic acid-alkyl
alkenoate-alkyl substituted alkenoate
polymer carbopolycycle complexes
(PMN P-18-236) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(j). It is a significant
new use to manufacture, processing or
use of the PMN substance in a manner
that results in inhalation exposure.

(ii) Release to water. Requirements as
specified in § 721.90(a)(4), (b)(4), and
(c)(4), where N=50.

(b) Specific requirements. The
provisions of subpart A of this part

apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c), (i), and (k) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to paragraph
(a)(2)(i) of this section.

§721.11452 Phosphonomethylated ether
diamine (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as phosphonomethylated
ether diamine (PMN P-18-264) is subject
to reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. It is a significant
new use to manufacture, processing or
use of the PMN substance in a manner
that results in inhalation exposure.

(ii) [Reserved].

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph (b).

(1) Recordkeeping. Recordkeeping
requirements as specified in
§721.125(a) through (c), and (i) are
applicable to manufacturers and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

[FR Doc. 2020-16382 Filed 8—-20-20; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R07-OAR-2020-0014; FRL-10012—
93—-Region 7]

Air Plan Approval; Missouri; Control of
Emissions From Production of
Pesticides and Herbicides

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

SUMMARY: The Environmental Protection
Agency (EPA) is taking final action to
approve a revision to the State
Implementation Plan (SIP) for its rule

related to control of emissions from
production of pesticides and herbicides
in the Kansas City area. This final action
will amend the SIP to remove certain
provisions from the rule, consolidate
requirements, include incorporations by
reference and revise restrictive
language. The EPA’s approval of these
rule revisions is being done in
accordance with the requirements of the
Clean Air Act (CAA).

DATES: This final rule is effective on
September 21, 2020.

ADDRESSES: The EPA has established a
docket for this action under Docket ID
No. EPA-R07-OAR-2020-0014. 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 through https://
www.regulations.gov or please contact
the person identified in the FOR FURTHER
INFORMATION CONTACT section for
additional information.

FOR FURTHER INFORMATION CONTACT: Will
Stone, Environmental Protection
Agency, Region 7 Office, Air Quality
Planning Branch, 11201 Renner
Boulevard, Lenexa, Kansas 66219;
telephone number: (913) 551-7714;
email address: stone.william@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document “we,” “us,”
and ‘“our” refer to EPA.

Table of Contents

I. What is being addressed in this document?

II. Have the requirements for approval of a
SIP revision been met?

III. The EPA’s Response to Comments

IV. What action is the EPA taking?

V. Incorporation by Reference

VI. Statutory and Executive Order Reviews

I. What is being addressed in this
document?

The EPA is approving revisions to 10
Code of State Regulation (CSR) 10—
2.320, Control of Emissions from
Production of Pesticides and Herbicides
in the Missouri SIP. Missouri made
several revisions to the rule. These
revisions are described in detail in the
technical support document (TSD)
included in the docket for this action.
The EPA is finalizing this action
because the revisions to these rules meet
the applicable requirements of the Clean
Air Act.
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II. Have the requirements for approval
of a SIP revision been met?

The State submission has met the
public notice requirements for SIP
submissions in accordance with 40 CFR
51.102. The submission also satisfied
the completeness criteria of 40 CFR part
51, appendix V. The State provided
public notice on this SIP revision from
August 1, 2018 to September 30, 2018
and received fourteen comments on the
two rules. Missouri responded to all
comments. As stated in the TSD for this
action, the revision meets the
substantive SIP requirements of the
CAA, including section 110 and
implementing regulations.

III. The EPA’s Response to Comments

The public comment period on the
EPA’s proposed rule was open from
February 4, 2020 through March 5,
2020. During this period, EPA received
several comments from two
commenters.

Comments From Center for Biological
Diversity and Center for Environmental
Health

Comment: The Center for Biological
Diversity and Center for Environmental
Health made several comments in their
comment letter related to language that
had been previously approved into the
SIP when it was approved in 1989. See
54 FR 10322 (March 13, 1989) and 54
FR 46232 (November 2, 1989). The
commenters raise the following issues:
(1) The sources covered by the rule; (2)
the sufficiency of the monitoring and
recordkeeping provisions; and (3) the
legal sufficiency of language related to
the director’s review of records kept by
subject sources.

Response: EPA appreciates the
comments on the proposal, but they are
not germane to the SIP revision at issue
in this action. As described in detail in
the TSD to this rulemaking, the
revisions to this rule are administrative
in nature and do not change the purpose
or substance of the preexisting state rule
in the SIP. The TSD, included in the
docket for this rulemaking, detail the
revisions the state made to the prior
version of the rule using strikeout, bold
and red lettering. These minor changes
include, for example, moving previously
approved language into a new section
(revisions to section (3) and (4));
renumbering paragraphs (revisions to
sections (4) and (5)); and other minor
wording changes (revisions to section
(1)). EPA’s TSD analysis focused only
on these wording changes and did not
evaluate the unchanged portions of the
preexisting state rule. The state made no
substantive changes e.g., applicability,

emission limit changes, etc., to the rule
already approved in the state’s SIP.

The EPA did not intend to solicit
comments on the portions of the rule
that the state did not change in this
rulemaking. The NPRM did not request
comment on the portions of the rule that
were unchanged. Further, EPA’s
comments during the state’s rulemaking
process that led to this SIP revision
focused only on the administrative and
minor changes made to the rule, not on
the substantive requirements previously
approved into the SIP. See EPA-R07—
OAR-2020-0014, State Submittal, p.
19.1 Thus, the agency’s comments on
the state’s draft SIP submission reflect
that the agency was not evaluating the
state rule for any purposes other than
the minor revisions the state intended to
make.

As demonstrated by the language in
both the TSD and the notice of proposed
rulemaking, the agency was not
evaluating, and did not intend to
evaluate, this SIP revision for
substantive purposes. This action
merely approves the state’s editorial and
renumbering changes to the existing,
approved SIP provision.

The agency first approved the
provision into the Missouri SIP in 1989.
54 FR 10322 (March 13, 1989). The state
subsequently amended the rule, which
EPA approved. 59 FR 43480 (Aug. 24,
1994) (correction document 60 FR
16806 April 3, 1995). Courts have
indicated that actions, such as the
action taken on this rule, do not reopen
issues on which the agency was not
seeking comment. Sierra Club v. EPA,
551 F.3d 1019, 1024 (D.C. Cir. 2008)
(citing Am. Iron & Steel Inst. v. EPA,
886 F.2d 390, 397 (D.C. Cir. 1989))
(“Under the reopening doctrine, the
time for seeking review starts anew
where the agency reopens an issue by
holding out the unchanged section as a
proposed regulation, offering an
explanation for its language, soliciting
comments on its substance, and
responding to the comments in
promulgating the regulation in its final
form.”); Appalachian Power v. EPA, 251
F.3d 1026 (D.C. Cir. 2004).2 The issues

1 Although EPA’s comments on the rulemaking
included a comment related to MDNR’s
requirement to comply with the requirements of
CAA sections 110 and 193, 42 U.S.C. 7410 and
7515; as demonstrated by the EPA’s comment letter,
those comments applied generally to all SIP
revisions made by MDNR. Further, because this rule
did not have substantive changes to the
requirements previously SIP-approved in 1989,
MDNR was not required to make a demonstration
under section 110 or 193 because there would be
no emissions increases related to the changes in the
rulemaking.

2ARTBA v. EPA, 588 F.3d 1109 at 1114 (rewriting
arule in plain language does not reopen); Kennecott

raised by the commenter address the
wording and substance of the state rule
approved by the agency in 1989.
Accordingly, any challenge to the 1989
approval would be governed the timing
requirements in Clean Air Act section
301, 42 U.S.C. 7601.

Further, EPA notes that the rule now
covers only one source, that existed
when 10 CSR 10-2.320 was first
approved, in an area that is currently
attaining all of the NAAQS, including
ozone. This rule will continue to apply
to this source and any new sources will
be subject to the appropriate permitting
requirements of the Clean Air Act and
the Missouri State Implementation Plan.

The commenters focus entirely on
portions of the rule that were not
changed by this rulemaking, but instead
were approved into the SIP by the
agency in 1989 and 1995. As discussed
above, the agency did not reopen these
provisions for comment. Therefore, EPA
is finalizing this SIP revision.

Anonymous Commenter

Comment: The commenter stated that
EPA should not approve this SIP
revision unless Missouri addresses all
the comments and makes all the
changes EPA requested in its comments
on the rule.

Response: During Missouri’s public
comment process, EPA submitted
comments on the state’s proposed
revisions to a number of existing SIP
provisions. EPA submitted some general
comments applicable to the state’s
revisions to all of the state rules at issue,
not all of which were applicable to the
revisions to 10 CSR 10-2.320 at issue in
this action. EPA submitted three
comments to the state that were specific
to the rule revisions addressed in this
action. These specific comments by EPA
were related to clarity and references in
the rulemaking and Missouri made
those revisions. EPA has determined
that the state’s submission has met the
requirements of the Clean Air Act.

IV. What action is the EPA taking?

The EPA is taking final action to
amend 10 CSR 10-2.320 Control of
Emissions from Production of Pesticides
and Herbicides, which applies in the
Kansas City area.

Utah Copper Corp. v. U.S. Dept. of the Interior, 88
F.3d 1191 at 1220 (no reopener where agency
“merely re-worded the provision” with “no
meaningful difference”); Columbia Falls Aluminum
Co. v. EPA, 139 F.3d 914, 920 (D.C. Cir. 1998)
(dictum) (no reopener where agency action “merely
republished an existing rule”); cf. also Pub. Citizen
v. Nuclear Regulatory Com., 901 F.2d 147, 150 (D.C.
Cir. 1990) (“where an agency’s actions show that it
has not merely republished an existing rule in order
to propose minor changes to it, but has
reconsidered the rule and decided to keep it in
effect, challenges to the rule are in order”).
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V. Incorporation by Reference

In this document, 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
Missouri Regulations described in the
amendments to 40 CFR part 52 set forth
below. The EPA has made, and will
continue to make, these materials
generally available through
www.regulations.gov and at the EPA
Region 7 Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).

Therefore, these materials have been
approved by the EPA for inclusion in
the State Implementation Plan, have
been incorporated by reference by EPA
into that plan, are fully federally
enforceable under sections 110 and 113
of the CAA as of the effective date of the
final rulemaking of the EPA’s approval,
and will be incorporated by reference in
the next update to the SIP compilation.3

VI. Statutory and Executive Order
Reviews

Under the Clean Air Act 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, 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);

¢ Is not an Executive Order 13771 (82
FR 9339, February 2, 2017) regulatory
action because SIP approvals are
exempted 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.);

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.);

e 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);

e Is not subject to requirements of the
National Technology Transfer and
Advancement Act (NTTA) because this
rulemaking does not involve technical
standards; 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 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. EPA will submit a
report containing this action and other

EPA-APPROVED MISSOURI REGULATIONS

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 CAA, petitions for judicial
review of this action must be filed in the
United States Court of Appeals for the
appropriate circuit by October 20, 2020.
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, Intergovernmental relations,
Ozone, Reporting and recordkeeping
requirements, Volatile organic
compounds.

Dated: July 24, 2020.

James Gulliford,
Regional Administrator, Region 7.

For the reasons stated in the

preamble, the EPA amends 40 CFR part
52 as set forth below:

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—AA Missouri

m 2.In §52.1320, the table in paragraph
(c) is amended by revising the entry
“10-2.320" to read as follows:

§52.1320 Identification of plan.
* * * * *
(C) * *x %

Missouri

citation Title

State
effective
date

EPA approval date

Explanation

Missouri Department of Natural Resources

362 FR 27968 (May 22, 1997).
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. . State
Missouri Title effective EPA approval date Explanation
citation d
ate
Chapter 2—Air Quality Standards and Air Pollution Control Regulations for the Kansas City Metropolitan Area
10-2.320 ........ Control of Emissions from Production of Pesticides 1/30/19 8/21/20, [insert Federal
and Herbicides. Register citation].
* * * * *

[FR Doc. 2020-16440 Filed 8-20-20; 8:45 am]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R01-OAR-2019-0220; FRL-10012-
83-Region 1]

Air Plan Approval; Massachusetts;
Negative Declaration for the Oil and
Gas Industry

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

SUMMARY: The Environmental Protection
Agency (EPA) is approving a State
Implementation Plan (SIP) revision
submitted by the Commonwealth of
Massachusetts. The revision provides
Massachusetts’ determination, via a
negative declaration, that there are no
facilities within its borders subject to
EPA’s 2016 Control Technique
Guideline (CTG) for the oil and gas
industry with respect to both the 2008
and 2015 Ozone National Ambient Air
Quality Standards (NAAQS). The
intended effect of this action is to
approve this item into the non
regulatory portion of the Massachusetts
SIP. This action is being taken under the
Clean Air Act.

DATES: This rule is effective on
September 21, 2020.

ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R01-OAR-
2019-0220. 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:
Ariel Garcia, Environmental Protection
Specialist, Air and Radiation Division
(Mail Code 05-2), U.S. Environmental
Protection Agency, Region 1, 5 Post
Office Square, Suite 100, Boston,
Massachusetts, 02109-3912; (617) 918—
1660. garcia.ariel@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.

Table of Contents

I. Background and Purpose

II. Response to Comment

III. Final Action

IV. Statutory and Executive Order Reviews

I. Background and Purpose

On May 18, 2020, EPA published a
Notice of Proposed Rulemaking (NPRM;
see 85 FR 29678) with an associated
Direct Final Rule (DFR; see 85 FR
29628) for the Commonwealth of
Massachusetts. The DFR approved a
negative declaration for Massachusetts
for EPA’s 2016 Control Technique
Guideline (CTG) for the oil and gas
industry. We received one relevant
adverse comment on the NPRM, and so
withdrew the DFR via a Withdrawal
Notice published on June 26, 2020. See
85 FR 38327. Other specific
requirements of Massachusetts’
submittal and the rationale for EPA’s

action are explained in the DFR and will
not be restated here. Our response to the
adverse comment on the NPRM is
summarized and responded to in
section II below.

II. Response to Comment

We received one relevant adverse
comment on the NPRM. A summary of
the comment, and our response, follows.

Comment: EPA provides no
explanation of why Massachusetts’ SIP
is acceptable. EPA’s mere
“understanding” is not enough to
approve a SIP, EPA must evaluate the
merits of the SIP and independently
verify the accuracy of Massachusetts’
assertions. EPA must check sources of
information for any sources subject to
the oil and natural gas industry CTG.

Response: First, we note that the
commenter does not provide any
information to contradict
Massachusetts’ finding that no sources
subject to EPA’s 2016 CTG for the oil
and gas industry exist within the
Commonwealth. EPA is not aware of
any information indicating that a facility
subject to the 2016 oil and gas CTG
exists within the Commonwealth of
Massachusetts. Additionally, we note
that EPA has historically allowed states
to submit a negative declaration for a
particular CTG category if the state finds
that no sources exist in the state which
would be subject to that CTG. EPA has
addressed the idea of negative
declarations numerous times and for
various NAAQS including in the
General Preamble to the 1990
Amendments,? the 2006 RACT Q&A
Memo,? and the 2008 Ozone
Implementation Rule.3 In each of these

1“State Implementation Plans; General Preamble
for the Implementation of Title I of the Clean Air
Act Amendments of 1990, (57 FR 13498 at 13512
(April 16, 1992)).

2“RACT Q’s and A’s—Reasonably Available
Control Technology RACT: Questions and
Answers” Memorandum from William T. Harnett,
May 18, 2006.

3 “Implementation of the 2008 National Ambient
Air Quality Standards for Ozone: State
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documents, EPA asserted that if no
sources exist in the nonattainment area
for a particular CTG category, the state
would be allowed to submit a negative
declaration SIP revision. This principle
also applies to states in the ozone
transport region.

Second, we note that Massachusetts’
finding is consistent with information
contained within EPA data resources of
industrial activity within the United
States, such as the National Emissions
Inventory (NEI) database of sources of
air pollution, which is available at:
https://www.epa.gov/air-emissions-
inventories/national-emissions-
inventory-nei. And last, we note that
EPA Region 1 worked with
Massachusetts, and EPA headquarters’
technical experts on the CTG, to review
the applicability criteria of EPA’s 2016
oil and gas CTG to assist the
Commonwealth of Massachusetts with
its determination.

II1. Final Action

We are approving a negative
declaration for EPA’s 2016 CTG entitled
“Control Techniques Guidelines for the
Oil and Natural Gas Industry” into the
Massachusetts SIP.

IV. Statutory and Executive Order
Reviews

Under the Clean Air Act, 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, EPA’s role is to approve
state choices, provided that they meet
the criteria of the Clean Air Act.
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:

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);

¢ Is not an Executive Order 13771
regulatory action because this action is
not significant under Executive Order
12866;

Implementation Plan Requirements,” (80 FR 12263
at 12278 (March 6, 2015)).

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

o 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);

¢ 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).

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. 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 October 20, 2020.
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, Ozone, Volatile organic
compounds.

Dated: July 27, 2020.
Dennis Deziel,
Regional Administrator, EPA Region 1.

For the reasons stated in the
preamble, the EPA amends Part 52 of
chapter [, title 40 of the Code of Federal
Regulations 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 W—Massachusetts

m 2.In §52.1120, amend the table in
paragraph (e) by adding the entry for
“Negative declaration for the 2016
Control Techniques Guideline for the
Oil and Natural Gas Industry” at the end
of the table, to read as follows:

§52.1120 Identification of plan.
* * * * *
(e) * *x %
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MASSACHUSETTS NON-REGULATORY

Name of nonregulatory SIP provision

Applicable
geographic or
nonattainment

State
submittal date/
effective date

EPA approved date 3 Explanations

area
Negative declaration for the 2016 Control Techniques Statewide ....... 10/18/2018 8/21/2020 [Insert FEDERAL Negative dec-
Guidelines for the Oil and Natural Gas Industry. REGISTER citation]. laration

3To determine the EPA effective date for a specific provision listed in this table, consult the Federal Register notice cited in this column for

the particular provision.

[FR Doc. 2020-16725 Filed 8—20-20; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63

[EPA-HQ-OAR-2016-0243; FRL—10009-65—
OAR]

RIN 2060-A066

National Emission Standards for
Hazardous Air Pollutants: Plywood and
Composite Wood Products Residual
Risk and Technology Review

Correction

In rule document 2020-12725
appearing on pages 49434—49469 in the
issue of August 13, 2020, make the
following correction:

§63.2282 [Corrected]

m On page 49459, in § 63.2282, in the
third column, in the ninth line down,
“August 13, 2021]” should read
“August 13, 2020”.

[FR Doc. C1-2020-12725 Filed 8-20-20; 8:45 am]
BILLING CODE 1300-01-D

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2019-0460; FRL—10010-98]
Flupyradifurone; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of
flupyradifurone in or on multiple
commodities which are identified and
discussed later in this document. The
Interregional Project Number 4 (IR—4)
and the registrant, Bayer CropScience,
requested these tolerances under the
Federal Food, Drug, and Cosmetic Act
(FFDCA).

DATES: This regulation is effective
August 21, 2020. Objections and
requests for hearings must be received
on or before October 20, 2020 and must
be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2019-0460, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805.

Please note that due to the public
health emergency, the EPA Docket
Center (EPA/DC) and Reading Room
was closed to public visitors on March
31, 2020. Our EPA/DC staff will
continue to provide customer service
via email, phone, and webform. For
further information on EPA/DC services,
docket contact information and the
current status of the EPA/DC and
Reading Room, please visit https://
www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Michael Goodis, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; main telephone number:
(703) 305—-7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial

Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Publishing Office’s e-
CFR site at http://www.ecfr.gov/cgi-bin/
text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2019-0460 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before October 20, 2020. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
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objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2019-0460, by one of the following
methods:

¢ Federal eRulemaking Portal: http://
www.regulations.gov. Follow the online
instructions for submitting comments.
Do not submit electronically any
information you consider to be CBI or
other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW, Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at https://
www.epa.gov/dockets/where-send-
comments-epa-dockets.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at http://
www.epa.gov/dockets.

II. Summary of Petitioned-For
Tolerance

In the Federal Register of February
11, 2020 (85 FR 7708) (FRL-10005-02),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 9E8771) by
Interregional Project Number 4 (IR—4),
Rutgers, the State University of New
Jersey, 500 College Road East, Suite 201
W, Princeton, NJ 08540. The petition
requested that 40 CFR 180.679 be
amended by establishing tolerances for
residues of the insecticide
flupyradifurone, 4-[[(6-chloro-3-
pyridinyl)methyl](2,2-
difluoroethyl)aminol- 2(5H)-furanone,
in or on Brassica, leafy greens, subgroup
4-16B at 40 parts per million (ppm);
Celtuce at 9 ppm; Coffee, green bean at
1.5 ppm; Fennel, Florence, fresh leaves
and stalk at 9 ppm; Kohlrabi at 6 ppm;
Leaf petiole vegetable subgroup 22B at
9 ppm; Leafy greens subgroup 4-16A at
30 ppm; Pineapple at 0.3 ppm; Sesame,
seed at 3 ppm; Stalk and stem vegetable
subgroup 22A, except prickly pear,
pads, and prickly pear, Texas, pads at
0.01 ppm; Sunflower subgroup 20B at
0.7 ppm; Tropical and subtropical,
inedible peel, cactus, subgroup 24D at
0.3 ppm; Tropical and subtropical, palm
fruit, edible peel, subgroup 23C at 8
ppm; and Vegetable, Brassica, head and
stem, group 5-16 at 6 ppm.

In addition, the IR—4 petition
requested that 40 CFR 180.679(c) be
amended by establishing tolerances
with regional restrictions for residues of
the insecticide flupyradifurone, 4-[[(6-
chloro-3-pyridinyl)methyl](2,2-

difluoroethyl)amino]- 2(5H)-furanone,
in or on Grass, forage, fodder and hay,
group 17 at 15 ppm.

Upon establishment of the above
tolerances, IR—4 requested the removal
of the existing tolerances in 40 CFR part
180.679 for residues of the insecticide
flupyradifurone, 4-[[(6-chloro-3-
pyridinyl)methyl](2,2-
difluoroethyl)amino]- 2(5H)-furanone,
in or on Brassica, head and stem
subgroup 5A at 6.0 ppm; Brassica, leafy
greens subgroup 5B at 40 ppm; Cactus,
fruit at 0.30 ppm; Cilantro, fresh leaves
at 30 ppm; Coffee, green been (import
tolerance) at 1.5 ppm; Leaf petioles,
subgroup 4B at 9.0 ppm; Leafy greens,
subgroup 4A at 30 ppm; Pitaya at 0.30
ppm; and Turnip greens at 40 ppm.

IR—4 also requested removal of the
section 18 emergency exemption
tolerances on sorghum, syrup at 90.0
ppm and sorghum, forage at 30 ppm.
Through inadvertent error however,
EPA failed to provide notice of this
petitioned-for request in its February 11,
2020 document.

In the Federal Register of October 28,
2019 (84 FR 57417) (FRL-10001-12),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 9F8775) by Bayer
CropScience, 2 T.W. Alexander Drive,
Research Triangle Park, NC 27709, that
requested to establish a tolerance in in
40 CFR part 180.679 for residues of the
insecticide flupyradifurone 4-[[(6-
chloro-3-pyridinyl)methyl](2,2-
difluoroethyl)amino]- 2(5H)-furanone,
in or on Rapeseed subgroup (Crop
Subgroup 20A) at 0.03 ppm. This
document referenced a summary of the
petition prepared by Bayer CropScience,
the registrant, which is available in the
docket, http://www.regulations.gov.

One comment was submitted on each
notice of filing. EPA’s response to these
comments is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA revised the
commodity definitions for two
commodities to be consistent with
EPA’s preferred terminology, changing
Fennel, Florence, fresh leaves and stalk
to Fennel, florence, fresh leaves and
stalk; and Vegetable, Brassica, head and
stem, group 5—16 to Vegetable, brassica,
head and stem, group 5-16. Finally, due
to the failure to provide timely notice of
the request to remove the section 18
emergency exemption tolerances for
sorghum commodities, EPA is not
removing those tolerances at this time.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the

legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ‘““safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue . . .”

Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for flupyradifurone
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with flupyradifurone follows.

On September 23, 2016, EPA
published in the Federal Register a final
rule establishing tolerances for residues
of flupyradifurone in or on several
commodities based on the Agency’s
conclusion that aggregate exposure to
flupyradifurone is safe for the general
population, including infants and
children. See (81 FR 65552) (FRL-9951—
68). EPA is incorporating the following
portions of that document by reference
here, as they have not changed in the
Agency’s current assessment of
flupyradifurone tolerances—the
toxicological profile and points of
departure, the conclusions about
cumulative risk, and the Agency’s
rationale for reducing the children’s
safety factor.

EPA’s exposure assessments have
been updated to include the additional
exposure from use of flupyradifurone on
the Brassica, leafy greens, subgroup 4—
16B; Celtuce; Coffee, green bean;
Fennel, florence, fresh leaves and stalk;
Kohlrabi; Leaf petiole vegetable
subgroup 22B; Leafy greens subgroup 4—
16A; Pineapple; Rapeseed subgroup
20A; Sesame, seed; Stalk and stem
vegetable subgroup 22A, except prickly
pear, pads, and prickly pear, Texas,
pads; Sunflower subgroup 20B; Tropical
and subtropical, inedible peel, cactus,
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subgroup 24D; Tropical and subtropical,
palm fruit, edible peel, subgroup 23C;
and Vegetable, brassica, head and stem,
group 5—-16. EPA has assumed tolerance-
level residues and 100 percent crop
treated (PCT) for the acute dietary
assessment. For the chronic dietary
assessment, EPA assumed average
residues, rather than tolerance-level
residues, for some commodities and 100
PCT. EPA’s aggregate exposure
assessment incorporated this dietary
exposure, as well as exposure in
drinking water and from residential
sources, although drinking water and
residential exposures are not impacted
by the new uses and thus have not
changed since the last assessment and
as reflected in the preamble to the
September 23, 2016 rule.

Acute dietary risks are below the
Agency’s level of concern of 100% of
the acute population adjusted dose
(aPAD); they are 38% of the aPAD for
children 1 to 2 years old, the most
highly exposed population group.
Chronic dietary risks are below the
Agency’s level of concern of 100% of
the chronic population adjusted dose
(cPAD); they are 64% of the cPAD for
children 1 to 2 years old, the group with
the highest exposure. As required by the
FFDCA, EPA considered aggregate
exposures to flupyradifurone, i.e.,
exposures from food, drinking water,
and residential uses, in its risk
assessment. There are no residential
uses expected to result in acute,
intermediate-term, or chronic
exposures; therefore, aggregate risks for
those exposure durations are equal to
the dietary risks for those exposure
durations and not of concern.
Aggregating short-term exposures to
adults and children with the chronic
(background) dietary exposures yields
margins of exposure (MOEs) of 300
(adults) and 220 (children). Both of
these exceed the Agency’s level of
concern, which is an MOE of 100 or
lower; therefore, short-term exposures
are not of concern.

Therefore, based on the risk
assessments and information described
above, EPA concludes there is a
reasonable certainty that no harm will
result to the general population, or to
infants and children from aggregate
exposure to flupyradifurone residues.
More detailed information about the
Agency’s analysis can be found in the
document entitled, “Flupyradifurone;
Human Health Risk Assessment for Uses
on Grass Forage Fodder and Hay Group
17, Pineapple, Rapeseed Subgroup 20A,
Sesame Seed, Stalk and Stem Vegetable
Subgroup 22A (except Prickly Pear Pads
and Prickly Pear Texas Pads), Sunflower
Subgroup 20B, Sweet Sorghum,

Tropical and Subtropical Palm Fruit
Edible Peel Subgroup 23C, Crop Group
Expansions/Conversions of Tolerances
to Brassica Leafy Greens Subgroup 4-
16B, Leafy Greens Subgroup 4-16A,
Leaf Petiole Vegetable Subgroup 22B,
Tropical and Subtropical Inedible Peel
Cactus Subgroup 24D, Vegetable
Brassica Head and Stem Group 5-16
and Establish Individual Tolerances on
Celtuce, Fennel Florence, Kohlrabi; and
Coffee,” which is described under
ADDRESSES. Locate and click on the
hyperlink for docket ID number EPA—
HQ-OPP-2019-0460.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
Method RV-001-P10-03, which uses
high-performance liquid
chromatography with tandem mass
spectrometry (HPLC/MS/MS) to
quantitate residues of flupyradifurone
and its metabolite difluoroacetic acid
(DFA) in various crops is available for
enforcement. An HPLC/MS/MS method,
Method RV-004-A11-05 is adequate as
the enforcement method for
determination of residues of
flupyradifurone and its metabolite DFA
in livestock commodities.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address: residuemethods@
epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
EPA explain the reasons for departing
from the Codex level.

Codex MRLs have been established
for head cabbage at 1.5 ppm, cauliflower
at 6 ppm, and lettuce (head and leaf) at
4 ppm. For leafy greens subgroup 4—

16A, harmonization with Codex is not
possible because the U.S. tolerance of 30
ppm is much higher than the Codex
MRLs for head lettuce and leaf lettuce.
Harmonizing with the Codex MRLs
would put U.S. growers at risk of having
violative residues despite legal use of
the pesticide. The U.S. tolerance on
Brassica head and stem group 5-16 is
harmonized with the Codex cauliflower
MRL (6 ppm). It is not possible to also
harmonize with head cabbage, which is
another commodity in crop group 5-16.

C. Response to Comments

One comment was received stating
that residues of pesticide chemicals on
various commodities are a serious
health hazard that needs to be regulated.
Another comment received stated that
this chemical should not be used on any
food products that Americans eat. The
existing legal framework provided by
section 408 of the FFDCA states that
tolerances may be set when persons
seeking such tolerances or exemptions
have demonstrated that the pesticide
meets the safety standard imposed by
that statute. These comments appear to
be directed at the underlying statute and
not EPA’s implementation of it; the
comments provide no information
relevant to the Agency’s safety
determination.

V. Conclusion

Therefore, tolerances are established
for residues of flupyradifurone, 4-[[(6-
chloro-3-pyridinyl)methyl](2,2-
difluoroethyl)amino]-2(5H)-furanone, in
or on Brassica, leafy greens, subgroup
4-16B at 40 ppm; Celtuce at 9 ppm;
Fennel, florence, fresh leaves and stalk
at 9 ppm; Kohlrabi at 6 ppm; Leaf
petiole vegetable subgroup 22B at 9
ppm; Leafy greens subgroup 4-16A at
30 ppm; Pineapple at 0.3 ppm;
Rapeseed subgroup 20A at 0.03 ppm;
Sesame, seed at 3 ppm; Stalk and stem
vegetable subgroup 22A, except prickly
pear, pads, and prickly pear, Texas,
pads at 0.01 ppm; Sunflower subgroup
20B at 0.7 ppm; Tropical and
subtropical, inedible peel, cactus,
subgroup 24D at 0.3 ppm; Tropical and
subtropical, palm fruit, edible peel,
subgroup 23C at 8 ppm; and Vegetable,
brassica, head and stem, group 5-16 at
6 ppm. A tolerance with regional
restrictions is established for residues of
the insecticide flupyradifurone, 4-[[(6-
chloro-3-pyridinyl)methyl](2,2-
difluoroethyl)amino]-2(5H)-furanone, in
or on Grass, forage, fodder and hay,
group 17 at 15 ppm. Additionally, the
existing tolerance for Coffee, green bean
is revised to remove the footnote.

In addition, the existing tolerances in
40 CFR part 180.679 for residues of the
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insecticide flupyradifurone, 4-[[(6-
chloro-3-pyridinyl)methyl](2,2-
difluoroethyl)amino]-2(5H)-furanone, in
or on the following commodities are
removed: Brassica, head and stem
subgroup 5A at 6.0 ppm; Brassica, leafy
greens subgroup 5B at 40 ppm; Cactus,
fruit at 0.30 ppm; Cilantro, fresh leaves
at 30 ppm; Leaf petioles, subgroup 4B at
9.0 ppm; Leafy greens, subgroup 4A at
30 ppm; Pitaya at 0.30 ppm; and Turnip
greens at 40 ppm.

VI. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled ‘“Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), nor is it considered a
regulatory action under Executive Order
13771, entitled ‘“Reducing Regulations
and Controlling Regulatory Costs” (82
FR 9339, February 3, 2017). This action
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA) (44 U.S.C. 3501 et seq.), nor does
it require any special considerations
under Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerances in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This action directly regulates growers,
food processors, food handlers, and food
retailers, not States or Tribes, nor does

this action alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). As such, the Agency
has determined that this action will not
have a substantial direct effect on States
or Tribal Governments, on the
relationship between the National
Government and the States or Tribal
Governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
Tribes. Thus, the Agency has
determined that Executive Order 13132,
entitled “Federalism” (64 FR 43255,
August 10, 1999) and Executive Order
13175, entitled “Consultation and
Coordination with Indian Tribal
Governments” (65 FR 67249, November
9, 2000) do not apply to this action. In
addition, this action does not impose
any enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act (UMRA) (2 U.S.C. 1501 et
seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), EPA will
submit a report containing this rule 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. This action is not a “‘major
rule” as defined by 5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 26, 2020.

Michael Goodis,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In §180.679:

m a. In paragraph (a):

m i. Add a heading for the table.

m ii. Remove the entries for “Brassica,
head and stem subgroup 5A” and
“Brassica, leafy greens subgroup 5B”.
m iii. Add alphabetically the entry
“Brassica, leafy greens, subgroup 4—
16B”.

m iv. Remove the entry for “Cactus,
fruit”.

m v. Add alphabetically the entry
“Celtuce”.

m vi. Remove the entry for “Cilantro,
fresh leaves”.

m vii. Revise the entry for “Coffee, green
bean”.

m viii. Add alphabetically the entries
“Fennel, florence, fresh leaves and
stalk”; “Kohlrabi” and ‘‘Leaf petiole
vegetable subgroup 22B”.

m ix. Remove the entries for “Leaf
petioles, subgroup 4B” and ‘‘Leafy
greens, subgroup 4A”.

m x. Add alphabetically the entries
“Leafy greens subgroup 4-16A” and
“Pineapple”.

m xi. Remove the entry for “Pitaya”.

m xii. Add alphabetically the entries
“Rapeseed subgroup 20A”; “Sesame,
seed”’; “Stalk and stem vegetable
subgroup 22A, except prickly pear,
pads, and prickly pear, Texas, pads”;
“Sunflower subgroup 20B”; “Tropical
and subtropical, inedible peel, cactus,
subgroup 24D” and “Tropical and
subtropical, palm fruit, edible peel,
subgroup 23C”.

m xiii. Remove the entry for “Turnip
greens’’.

m xiv. Add alphabetically the entry
“Vegetable, brassica, head and stem,
group 5-16".

m b. In paragraph (c):

m i. Add a heading for the table.

m ii. Add alphabetically the entry
“Grass, forage, fodder and hay, group
17”.

m The additions and revisions read as
follows:

§180.679 Flupyradifurone; tolerances for
residues.

(a)* * ok
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TABLE 1 TO PARAGRAPH (a)
. Parts per
Commodity million
Brassica, leafy greens, SUDGIOUD 4—T6B ...ttt b et s a e et e e bt e bt e aa e e e be e san e e bt e s b e e nne e naneennes 40
(7= 10T USSP UUPTUPRRURURNE 9
[070)1{=T- o[ (== T o= T USSP UPPTOPRTRPPRNE 1.5
Fennel, florence, fresh 18aves and STAIK ...........oooiiiiiiiiiiii et e e e e et e e e e e et e e e e e e e eesatbaeeeeaeeaansreeeeeeeeaaansraneaaanan 9
0] 11 =T o PV PRR PSRN 6
Leaf petiole vegetable subgroup 22B ... 9
Leafy greens subgroup 4—16A 30
10 =T To] o] [T TP T TP R UPT TR TOPPRPR 0.3
Rapeseed subgroup 20A 0.03
SESAME, SEEU ....oeiiiiieiiiteie ettt e e ettt e e et e e et eeeeeteeeeetteeeeatteeeaaeeeaaseeeaasteaeateeeeaateteaaateeaabeteeaateeeaasteeeaaseeeeabeeeeasteeeaasaeeeaasteeeareeeaarreenn 3
Stalk and stem vegetable subgroup 22A, except prickly pear, pads, and prickly pear, Texas, Pads .......c.cccccceererrieeiieeneenieeesieennne 0.01
SUNFIOWET SUDGIOUP 20B ...ttt h et b e bbbt b et eh e et e o bt e e e e e bt e a s e Rt eh e e bt eh e e bt eh e et e nas et e nae et e nneennenne 0.7
Tropical and subtropical, inedible peel, cactus, SUDGrOUP 24D ..........ooo i e s eennnee 0.3
Tropical and subtropical, palm fruit, edible peel, SUDGrOUP 23C .........ocooiiiiiiiiee e 8
Vegetable, brassica, head and Stem, GroUP 516 ........ooiiiiiiiiii e e e s e e e et e e snr e e e nnr e e e nnn e e nnee s 6
* * * * * DEPARTMENT OF COMMERCE Program in the Central Regulatory Area
c) * * * of the GOA has been reached.

TABLE 3 TO PARAGRAPH (C)

Commodity P;ritlﬁopner
Grass, forage, fodder and hay,
Group 17 e 15

* * * * *
[FR Doc. 2020-17153 Filed 8—20-20; 8:45 am]
BILLING CODE 6560-50-P

National Oceanic and Atmospheric
Administration

50 CFR Part 679
[Docket No. 200221-0062]
RTID 0648-XA414

Fisheries of the Exclusive Economic
Zone off Alaska; Sablefish in the
Central Regulatory Area of the Gulf of
Alaska

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

ACTION: Temporary rule; closure.

SUMMARY: NMFS is prohibiting retention
of sablefish by vessels using trawl gear
and not participating in the cooperative
fishery of the Rockfish Program in the
Central Regulatory Area of the Gulf of
Alaska (GOA). This action is necessary
because the 2020 total allowable catch
of sablefish allocated to vessels using
trawl gear and not participating in the
cooperative fishery of the Rockfish

DATES: Effective 1200 hours, Alaska
local time (A.Lt.), August 18, 2020,
through 2400 hours, A.l.t., December 31,
2020.

FOR FURTHER INFORMATION CONTACT:
Obren Davis, 907-586—7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone
according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

The 2020 total allowable catch (TAC)
of sablefish allocated to vessels using
trawl gear and not participating in the
cooperative fishery of the Rockfish
Program in the Central Regulatory Area
of the GOA is 626 metric tons (mt) as
established by the final 2020 and 2021
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harvest specifications for groundfish of
the GOA (85 FR 13802, March 10, 2020).
In accordance with §679.20(d)(2), the
Administrator, Alaska Region, NMFS
(Regional Administrator), has
determined that the 2020 TAC of
sablefish allocated to vessels using trawl
gear and not participating in the
cooperative fishery of the Rockfish
Program in the Central Regulatory Area
of the GOA will be reached. Therefore,
NMFS is requiring that sablefish caught
by vessels using trawl gear and not
participating in the cooperative fishery
of the Rockfish Program in the Central
Regulatory Area of the GOA be treated
as prohibited species in accordance
with §679.21(b). This closure does not
apply to fishing by vessels participating

in the cooperative fishery of the
Rockfish Program for the Central
Regulatory Area of the GOA.

Classification

NMEFS issues this action pursuant to
section 305(d) of the Magnuson-Stevens
Act. This action is required by 50 CFR
part 679, which was issued pursuant to
section 304(b), and is exempt from
review under Executive Order 12866.

Pursuant to 5 U.S.C. 553(b)(B), there
is good cause to waive prior notice and
an opportunity for public comment on
this action, as notice and comment
would be impracticable and contrary to
the public interest, as it would prevent
NMEF'S from responding to the most
recent fisheries data in a timely fashion

and would delay the prohibited
retention of sablefish by vessels using
trawl gear and not participating in the
cooperative fishery of the Rockfish
Program in the Central Regulatory Area
of the GOA. NMFS was unable to
publish a notice providing time for
public comment because the most
recent, relevant data only became
available as of August 17, 2020.

Authority: 16 U.S.C. 1801 et seq.
Dated: August 18, 2020.
Jennifer M. Wallace,

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

[FR Doc. 2020-18399 Filed 8-18-20; 4:15 pm]
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

[Docket No. FSIS-2020-0027]

National Advisory Committee on Meat
and Poultry Inspection

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Notification of public meeting.

SUMMARY: Pursuant to the provisions of
the rules and regulations of the
Department of Agriculture and the
Federal Advisory Committee Act
(FACA), the Food Safety and Inspection
Service (FSIS) is announcing a virtual
meeting of the National Advisory
Committee on Meat and Poultry
Inspection (NACMPI). The committee is
authorized under the Federal Meat
Inspection Act and Poultry Products
Inspection Act and operates in
compliance with the Federal Advisory
Committee Act. The committee will
convene virtually on September 24-25,
2020. The objective of the public
meeting is for the Committee to review
and advise about the steps FSIS should
take to ensure better control of artisanal,
shelf-stable ready-to-eat (RTE)
fermented, salt-cured, or dried products
that rely on multiple hurdles for
lethality. NACMPI will also review and
advise whether the Agency should
continue not to test boxed beef primal
and sub-primal products for Shiga
toxin-producing E. coli (STEC), if they
are intended for intact cuts.

DATES: The virtual public meeting is
scheduled for September 24-25, 2020.
NACMPI will meet from 8 a.m.—9:30
a.m. EST on September 24, 2020 for
administrative purposes. This portion of
the meeting is not open to the public.
The public meeting is from 9:30 a.m.—

5 p.m. EST on September 24, 2020 and
9 a.m.—5 p.m. EST on September 25,
2020.

ADDRESSES: The meeting is virtual and
will be viewed via the web-ex link
provided by email when you register for
the meeting. Attendees should pre-
register for the meeting. See the pre-
registration instructions under
“Registration and Meeting Materials.”

Public Comments: FSIS invites
interested persons to submit comments
on this Federal Register notice.
Comments may be submitted by one of
the following methods:

Federal eRulemaking Portal: This
website provides commenters the ability
to type short comments directly into the
comment field on the web page or to
attach a file for lengthier comments. Go
to http://www.regulations.gov. Follow
the on-line instructions at that site for
submitting comments.

Email: Written public comments may
be emailed to NACMPI@usda.gov. All
written comments are to arrive by
September 18, 2020. All items
submitted by electronic mail must
include the Agency name and docket
number FSIS-2020-0027. Comments
received in response to this docket will
be made available for public inspection
and posted without change, including
any personal information, to http://
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT: Val
Green, Designated Federal Officer,
Office of Policy and Program
Development, FSIS; Telephone: (301)
504—0846; Email: Valeria.Green@
usda.gov, regarding specific questions
about the committee or this meeting.
General information about the
committee can also be found at: https://
www.fsis.usda.gov/wps/portal/fsis/
topics/regulations/advisory-committees/
nacmpi.

For the hearing impaired, contact the
Federal Information Relay Service:
https://www.federalrelay.us/ or 800—
877—-0996 (Voice, TTY, ASCII or
Spanish).

SUPPLEMENTARY INFORMATION:

Background

The NACMPI was established in 1971
and is authorized under section
301(a)(4) of the Federal Meat Inspection
Act (FMIA) (21 U.S.C. 661(a)(4)) to carry
out the responsibilities imposed by
sections 7(c), 24, 205, 301(a)(3), and
301(c) of the FMIA (21 U.S.C. 607(c),
624, 645, 661(a)(3), and 661(c)), and
authorized under section 5(s)(4) of the
Poultry Products Inspection Act (PPIA)

(21 U.S.C. 454(a)(4) to carry out the
responsibilities imposed by sections
5(a)(3), 5(c), 8(b), and 11(e) of the PPIA
(21 U.S.C. 454(a)(3), 454(c), 457(b), and
460(e)). The purpose of the Committee
is to provide advice to the Secretary
concerning meat, poultry, and processed
egg products inspection; food safety;
and other matters that fall within the
scope of the FMIA, PPIA and the Egg
Products Inspection Act (EPIA). The
current charter and other information
about NACMPI can be found at https://
www.fsis.usda.gov/wps/portal/fsis/
topics/regulations/advisory-committees/
nacmpi. Membership of NACMPI is
drawn from representatives of consumer
groups; producers; processors; and
representatives from the meat, poultry
and egg product industries; State and
local government officials; and
academia.

On September 24-25, 2020, NACMPI
will review and discuss the following
two topics. First, FSIS will ask NACMPI
to review and advise about the steps
FSIS should take to better support the
production of artisanal, shelf-stable,
ready-to-eat (RTE) fermented, salt-cured,
or dried products that rely on multiple
hurdles for lethality. FSIS is seeking
input on the lack of scientific support
and control of hazards for producing
these multi-hurdle lethality products
that may raise enforcement questions.
FSIS will ask the Committee to consider
the following: (1) What actions should
FSIS take when it determines an
establishment lacks scientific support
for the lethality treatment of a
fermented, salt-cured, or dried product?
(2) How can FSIS assist industry in
gathering scientific support and
facilitate filling research gaps, even
though it is not a research-funding
organization?

Second, FSIS will ask NACMPI to
review and advise whether FSIS should
continue not to sample or test boxed
beef primal and sub-primal products for
STEC, if they are intended for intact
cuts. FSIS is seeking input on how FSIS
can reduce STEC positives, outbreaks,
recalls, and deaths that occur when
downstream processors are commonly
unaware of the producer’s intended
intact use or the risks of grinding such
products. FSIS will ask the Committee:
(1) If an establishment identifies boxed
beef primals/sub-primal products as
intended for intact cuts, should FSIS
continue not to sample or test these
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products? (2) If yes, how can the current
system be strengthened? (3) If no, what
criteria should FSIS use to determine
which products should be subject to
sampling and testing for STEC?

The two issues described above will
be presented to the full Committee. The
Committee will then divide into two
subcommittees to discuss the issues.
Each subcommittee will provide a
report of their comments and
recommendations to the full Committee
before the meeting concludes on Friday,
September 25, 2020.

An agenda will be published online
before the public meeting. FSIS will
finalize the agenda on or before the
meeting dates and post it on the FSIS
website at: http://www.fsis.usda.gov/
meetings.

Registration and Meeting Materials

There is no fee to register for the
public meeting, but pre-registration is
mandatory for participants attending.
All attendees must register online at
http://www.fsis.usda.gov/wps/portal/
fsis/newsroom/meetings.

Public Comments and Participation in
Meetings

Oral Comments

Stakeholders will have an opportunity
to provide oral comments during the
public meeting. Stakeholders must
notify FSIS during registration of their
wish to speak at the meeting.
Stakeholders who do not notify FSIS
during registration of their wish to
speak will not have the opportunity to
comment on the day of the public
meeting. Due to the anticipated high
level of interest in the opportunity to
make public comments and the limited
time available to do so, FSIS will do its
best to accommodate all persons who
registered and requested to provide oral
comments and will limit all speakers to
three minutes. FSIS encourages persons
and groups who have similar interests to
consolidate their information for
presentation by a single representative.

Transcripts

As soon as the meeting transcripts are
available, they will be accessible on the
FSIS website at: https://
www.fsis.usda.gov/wps/portal/fsis/
topics/regulations/advisory-committees/
nacmpi/nacmpi-transcripts. The
transcripts may also be viewed at the
FSIS Docket Room at the address listed
above.

Additional Public Notification

Public awareness of all segments of
rulemaking and policy development is
important. Consequently, FSIS will
announce this Federal Register

publication on-line through the FSIS
web page located at: http://
www.fsis.usda.gov/federal-register.

FSIS will also announce and provide
a link to this Federal Register
publication through the FSIS
Constituent Update, which is used to
provide information regarding FSIS
policies, procedures, regulations,
Federal Register notices, FSIS public
meetings, and other types of information
that could affect or would be of interest
to our constituents and stakeholders.
The Constituent Update is available on
the FSIS web page. Through the web
page, FSIS can provide information to a
much broader, more diverse audience.
In addition, FSIS offers an email
subscription service which provides
automatic and customized access to
selected food safety news and
information. This service is available at:
http://www.fsis.usda.gov/subscribe.
Options range from recalls to export
information, regulations, directives, and
notices. Customers can add or delete
subscriptions themselves and have the
option to password protect their
accounts.

USDA Non-Discrimination Statement

No agency, officer, or employee of the
USDA shall, on the grounds of race,
color, national origin, religion, sex,
gender identity, sexual orientation,
disability, age, marital status, family/
parental status, income derived from a
public assistance program, or political
beliefs, exclude from participation in,
deny the benefits of, or subject to
discrimination any person in the United
States under any program or activity
conducted by the USDA.

How To File a Complaint of
Discrimination

To file a complaint of discrimination,
complete the USDA Program
Discrimination Complaint Form, which
may be accessed online at http://
www.ocio.usda.gov/sites/default/files/
docs/2012/Complain_combined_6_8_
12.pdyf, or write a letter signed by you
or your authorized representative.

Send your completed complaint form
or letter to USDA by mail, fax, or email:

Mail: U.S. Department of Agriculture
Director, Office of Adjudication, 1400
Independence Avenue SW, Washington,
DC 20250-9410.

Fax: (202) 690-7442.

Email: program.intake@usda.gov.

Persons with disabilities who require
alternative means for communication
(Braille, large print, audiotape, etc.),
should contact USDA’s TARGET Center
at (202) 720-2600 (voice and TDD).

Dated: August 18, 2020.
Cikena Reid,
Committee Management Officer.
[FR Doc. 2020-18389 Filed 8-20-20; 8:45 am]
BILLING CODE 3410-DM-P

DEPARTMENT OF AGRICULTURE
Forest Service

Information Collection; Equal
Opportunity Compliance Review
Record

AGENCY: Forest Service, Agriculture
(USDA).

ACTION: Notice; request for comment.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, the
Forest Service is seeking comments
from all interested individuals and
organizations on the information
collection, Equal Opportunity
Compliance Review Record.

DATES: Comments must be received in
writing on or before October 20, 2020 to
be assured of consideration. Comments
received after that date will be
considered to the extent practicable.
ADDRESSES: Comments concerning this
notice should be addressed to Civil
Rights, Mail Stop 1142, USDA, Forest
Service, 1400 Independence Avenue
SW, Washington, DC 20250-1142.

Comments also may be submitted via
facsimile to 703-605—-5174 or by email
to: Christopher.moore@usda.gov.

Comments submitted in response to
this notice may be made available to the
public through relevant websites and
upon request. For this reason, please do
not include in your comments
information of a confidential nature,
such as sensitive personal information
or proprietary information. If you send
an email comment, your email address
will be automatically captured and
included as part of the comment that is
placed in the public docket and made
available on the internet. Please note
that responses to this public comment
request containing any routine notice
about the confidentiality of the
communication will be treated as public
comments that may be made available to
the public notwithstanding the
inclusion of the routine notice.

The public may inspect the draft
supporting statement and/or comments
received at USDA, Forest Service, Civil
Rights, 201 14th St. SW, Room 28,
Washington, DC 20024 during normal
business hours. Visitors are encouraged
to call ahead to 202-205-8534 to
facilitate entry to the building. The
public may request an electronic copy of
the draft supporting statement and/or
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any comments received be sent via
return email. Requests should be
emailed to Christopher.Moore@
usda.gov.

FOR FURTHER INFORMATION CONTACT:
Christopher Moore, Civil Rights by
email at Christopher.Moore@usda.gov or
by phone at 703-605—4858. Individuals
who use telecommunication devices for
the deaf (TDD) may call the Federal
Information Relay Service (FIRS) at 1—
800—-877-8339 twenty-four hours a day,
every day of the year, including
holidays.

SUPPLEMENTARY INFORMATION:

Title: Equal Opportunity Compliance
Review Record.

OMB Number: OMB-0596—New.

Expiration Date of Approval: 11/30/
2018.

Type of Request: New.

Abstract: All Federal agencies must
comply with equal opportunity laws:

o Title VI of the Civil Rights Act of
1964, as amended;

e Title IX of the Education
Amendments Act of 1972;

e The Age Discrimination Act of
1975, as amended;

e Section 504 of the Rehabilitation
Act of 1973, as amended; and

e Executive orders prohibiting
discrimination in the delivery of all
program and services to the public.

Federal agencies and entities
receiving Federal Financial Assistance
are prohibited from discriminating.
Federal Financial Assistance is defined
as, “Federal monies given by grants,
cooperative agreements, commercial
special use permits, training, loan/
temporary assignment of Federal
personnel, loan/use of Federal property
at below market value.”

The equal opportunity laws require
agencies to conduct compliance reviews
to ensure that entities receiving Federal
Financial Assistance from the
government are adhering to the
nondiscrimination statues. The statutes
require that prior to awarding support or
issuing permits, the Federal government
shall conduct pre-award reviews to
ensure that potential recipients
understand their responsibilities to
provide services equitable pursuant to
the law. Thereafter, during the
partnership with the agency, ongoing
monitoring will take place to ensure the
public is being served without any
barriers or discrimination.

Forest Service employees will use
form FS-1700-6, Equal Opportunity
Compliance Review Record, to
document demographics (race,
ethnicity, and gender) and collect
information regarding actions taken by
recipients of Federal financial assistance

to ensure the public receives services
without discrimination or barriers to
access, and that recipients’ employees
understand their customer services role.

Collection will occur during face-to-
face meetings or telephone interviews
conducted by Forest Service employees
as part of the pre-award and post award
process. The pre-award interview will
take place prior to the award of a grant,
signing of a cooperative agreement,
letting of commercial special use
permit, or similar activity. The post
award interview will take place once
every 5 years, or upon report/discovery
of discrimination.

The information collected will only
be shared with other Federal agencies
who share in the financial assistance
activities with the Forest Service.
Monitoring reviews have been a
responsibility of the Federal government
since 1964. Without the ability to
monitor recipients of Federal financial
assistance, the Forest Service would not
be able to ensure compliance with laws
and statutes. The Agency would not be
aware of potential violations, thereby
resulting in potential discriminatory
practices.

Affected Public: Recipients of Federal
financial assistance.

Estimate of Burden per Response:
One.

Estimated Annual Number of
Respondents: 11,000.

Estimated Annual Number of
Responses per Respondent: One.

Estimated Total Annual Burden on
Respondents: 11,000.

Comment is Invited

Comment is invited on: (1) Whether
this collection of information is
necessary for the stated purposes and
the proper performance of the functions
of the Agency, including whether the
information will have practical or
scientific utility; (2) the accuracy of the
Agency’s estimate of the burden of the
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including the use of
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology.

All comments received in response to
this notice, including names and
addresses when provided, will be a
matter of public record. Comments will
be summarized and included in the
submission request toward Office of
Management and Budget approval.

Dated: August 14, 2020.
Ricky Balolong,
Acting Civil Rights Director.
[FR Doc. 2020-18317 Filed 8-20-20; 8:45 am]
BILLING CODE 3411-15-P

DEPARTMENT OF AGRICULTURE

Rural Business Cooperative Service
Rural Housing Service

Rural Utilities Service
[Docket No. RBS-20-BUSINESS-0033]

Implementation of Certain Provisions
of Consolidated Appropriations Act,
2020 Specific to Persistent Poverty
Counties

AGENCY: Rural Business-Cooperative
Service, Rural Housing Service and
Rural Utilities Service, USDA.

ACTION: Notice.

SUMMARY: This notice announces
implementation of certain provisions
published in the Further Consolidated
Appropriations Act, 2020 (Pub. L. 116—
94) related to persistent poverty
counties served by Rural Business-
Cooperative Service (RBSC), Rural
Housing Service (RHS) and the Rural
Utilities Service (RUS) agencies of the
Rural Development mission area of the
United States Department of
Agriculture, USDA, sometimes
collectively hereinafter referred to as
“Agency” or ‘“‘the Agency.”

DATES: The provisions of this notice are
applicable August 21, 2020.

FOR FURTHER INFORMATION CONTACT: For
information specific to this notice
contact Michele Brooks, Director,
Regulations Management, Rural
Development Innovation Center—
Regulations Management, USDA, 1400
Independence Avenue SW, STOP 1522,
Room 4266, South Building,
Washington, DC 20250-1522.
Telephone: (202) 690-1078. Email
michele.brooks@wdc.usda.gov. For
information regarding implementation
contact your respective Rural
Development State Office listed here:
http://www.rd.usda.gov/browse-state.

SUPPLEMENTARY INFORMATION:
Background

Rural Development improves the
quality of life in rural America by
offering loans, grants and loan
guarantees to help create jobs and
support economic development and
essential services such as housing;
health care; first responder services and
equipment; and water, electric and
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communications infrastructure. The
Agencies programs promote economic
development by supporting loans to
businesses through banks, credit unions
and community-managed lending pools.
Many of Rural Development’s programs
offer priority funding for loans and
grants located in persistent poverty
counties. The term “persistent poverty
counties” means any county that has
had 20 percent or more of its population
living in poverty over the past 30 years,
as measured by the 1990 and 2000
decennial census and 2007-2011
American Community Survey 5-year
average, or any territory or possession of
the United States.

The Further Consolidated
Appropriations Act, 2020 (Pub. L. 116-
94) enacted on December 20, 2019,
contained provisions affecting persistent
poverty counties and the allocation of
funds for persistent poverty counties.

This notice announces
implementation of the following
provisions:

Allocation of Funds

The Further Consolidated
Appropriations Act, 2020 (Pub. L. 116—
94) provides that to the maximum
extent feasible, at least 10 percent of the
funds allocated to the listed programs
shall be allocated for assistance to
persistent poverty counties.

Population Limits

Notwithstanding any other provision
in the listed programs regarding
population limits, section 740 of the
Further Consolidated Appropriations
Act, 2020 (Pub. L. 116-94) provides that
for any county seat in a persistent
poverty county that has a population
that does not exceed the program’s
authorized population limit by more
than 10 percent will be considered
eligible for that program.

The listed programs are the Rural
Housing Insurance Fund Program
Account from which the Agency has set
aside Fiscal Year 2020 appropriated
funds for the following programs: Direct
Single Family Housing Loans (sec 502);
Very Low-Income Housing Repair Loans
(sec. 504); Rural Rental Housing Direct
Loan Program (sec. 515); Housing Site
Development Loans (sec. 524); and, Self-
Help Housing Land Development Loans
(sec. 523); Mutual and Self-Help
Housing Grants; Rural Housing
Assistance Grants from which the
Agency has set aside Fiscal Year 2020
appropriated funds for the Very Low-
Income Housing Repair (sec. 504) and
Rural Housing Preservation (sec. 533);
Rural Community Facilities Program
Account from which the Agency has set
aside Fiscal Year 2020 appropriated

funds for Community Facilities Grants;
Rural Business Program Account from
which the Agency has set aside Fiscal
Year 2020 appropriated funds for the
following programs: Rural Business
Development Grants—Business
Enterprise Grants; Federally Recognized
Native American Tribes, Rural Business
Development Grants—Business
Enterprise Grants; Grants to Delta
Regional Authority; and, Grants to
Appalachian Regional Commissions;
Rural Economic Development Loans
Program Account from which the
Agency has set aside Fiscal Year 2020
appropriated funds for Rural Economic
Development Loans; Rural Cooperative
Development Grants from which the
Agency has set aside Fiscal Year 2020
appropriated funds for Rural
Cooperative Development Grants,
Grants to Assist Socially Disadvantaged,
and Value-Added Agricultural Product
Market Development Grants; WWD
Program Account from which the
Agency has set aside Fiscal Year 2020
appropriated funds for Direct Water and
Waste Disposal Loans, Water and Waste
Disposal Grants, and Federally
Recognized Native American Tribes
Water and Waste Disposal Grants (sec.
306C(a)(1)); Rural Electrification and
Telecommunications Loans Program
Account from which the Agency has set
aside Fiscal Year 2020 appropriated
funds for Telecommunications Program
Direct, Treasury Rate loans; and,
Distance Learning and Telemedicine
and Broadband Program from which the
Agency has set aside Fiscal Year 2020
appropriated funds for Delta Health
Care Services Grants and Broadband
Telecommunications Grants.

The Agency, if applicable, will, with
the publication of program funding
announcements, provide guidance on
qualifying for and, scoring criteria for
persistent poverty areas. If no program
funding announcement will be
published, then the Agency will provide
such guidance on the program’s website.

Non-Discrimination Statement

In accordance with Federal civil
rights law and U.S. Department of
Agriculture (USDA) civil rights
regulations and policies, the USDA, its
Agencies, offices, employees, and
institutions participating in or
administering USDA programs are
prohibited from discriminating based on
race, color, national origin, religion, sex,
gender identity (including gender
expression), sexual orientation,
disability, age, marital status, familial/
parental status, income derived from a
public assistance program, political
beliefs, or reprisal or retaliation for prior
civil rights activity, in any program or

activity conducted or funded by USDA
(not all bases apply to all programs).
Remedies and complaint filing
deadlines vary by program or incident.

Persons with disabilities who require
alternative means of communication for
program information (e.g., Braille, large
print, audiotape, American Sign
Language, etc.) should contact the
responsible Agency or USDA’s TARGET
Center at (202) 720-2600 (voice and
TTY) or contact USDA through the
Federal Relay Service at (800) 877—8339.
Additionally, program information may
be made available in languages other
than English.

To file a program discrimination
complaint, complete the USDA Program
Discrimination Complaint Form, AD—
3027, found online at http://
www.ascr.usda.gov/complaint_filing
cust.html and at any USDA office or
write a letter addressed to USDA and
provide in the letter all of the
information requested in the form. To
request a copy of the complaint form,
call (866) 632—9992. Submit your
completed form or letter to USDA by:

(1) Mail: U.S. Department of
Agriculture, Office of the Assistant
Secretary for Civil Rights, 1400
Independence Avenue SW, Washington,
DC 20250-9410;

(2) Fax: (202) 690-7442; or

(3) Email: program.intake@usda.gov.

USDA is an equal opportunity
provider, employer, and lender.

Bette Brand,

Deputy Under Secretary, Rural Development.
[FR Doc. 2020-18395 Filed 8—-20-20; 8:45 am]
BILLING CODE 3410-XY-P

DEPARTMENT OF COMMERCE
Economic Development Administration

Agency Information Collection
Activities; Submission to the Office of
Management and Budget (OMB) for
Review and Approval; Comment
Request; Form ED-209, Revolving
Loan Fund Financial Report

AGENCY: Economic Development
Administration, U.S. Department of
Commerce.

ACTION: Notice of Information
Collection, request for comment.

SUMMARY: The Department of
Commerce, in accordance with the
Paperwork Reduction Act of 1995
(PRA), invites the general public and
other Federal agencies to comment on
proposed, and continuing information
collections, which helps us assess the
impact of our information collection
requirements and minimize the public’s
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reporting burden. The purpose of this
notice is to allow for 60 days of public
comment preceding submission of the
collection to OMB. The Economic
Development Administration (EDA)
proposes to extend Form ED-209,
Revolving Loan Fund (RLF) Financial
Report, to continue collecting limited
performance information from EDA RLF
award recipients.

DATES: To ensure consideration,
comments regarding this proposed
information collection must be received
on or before October 20, 2020.
ADDRESSES: Interested persons are
invited to submit written comments to
Mitchell Harrison, Program Analyst,
Performance and National Programs
Division, Economic Development
Administration, U.S. Department of
Commerce, via email to MHarrison@
eda.gov. You may also submit
comments to PRAcomments@doc.gov.
You may submit attachments to
electronic comments in Microsoft Word,
Excel, and Adobe PDF file formats.

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
specific questions related to collection
activities should be directed to Mitchell
Harrison, Program Analyst, Performance
and National Programs Division,
Economic Development Administration,
U.S. Department of Commerce, at (202)
428-4696 or via email to MHarrison@
eda.gov.

SUPPLEMENTARY INFORMATION:
1. Abstract

Guided by the basic principle that
sustainable economic development
should be locally-driven, the Economic
Development Administration (EDA)
works directly with communities and
regions to help them build the capacity
for economic development based on
local business conditions and needs.

The EDA Revolving Loan Fund (RLF)
Program, authorized under section 209
of the Public Works and Economic
Development Act of 1965, as amended
(42 U.S.C. 3149), has served as an
important pillar of EDA investment
programs since the establishment of the
RLF Program in 1975. The purpose of
the RLF Program is to provide regions
with a flexible and continuing source of
capital, to be used with other economic
development tools, for creating and
retaining jobs and inducing private
investment that will contribute to long-
term economic stability and growth.
EDA provides RLF grants to eligible
recipients, which include State and
local governments, Indian Tribes, and
non-profit organizations, to operate a
lending program that offers loans with
flexible repayment terms, primarily to

small businesses in distressed
communities that are unable to obtain
traditional bank financing. These loans
enable small businesses to expand and
lead to new employment opportunities
that pay competitive wages and benefits.
A unique feature of the RLF Program
is that the federal interest in RLF awards
does not terminate. EDA RLF
regulations therefore require RLF
recipients to submit to EDA Form ED-
209, RLF Financial Report, which
collects limited performance
information for RLF awards (13 CFR
307.14(a)). EDA currently requires Form
ED-209 to be submitted on an annual
basis for high-performing RLFs and on
a semi-annual basis for other RLFs.
EDA is currently in the process of
awarding numerous new grants to
capitalize RLFs. This has increased the
estimated number of respondents that
will be required to submit Form ED-209
and the estimated number of burden
hours associated with Form ED-209. On
March 27, 2020, Congress enacted the
Coronavirus Aid, Relief, and Economic
Security Act (Pub. L. 116-136),
appropriating $1,500,000,000 in
supplemental funds to EDA to “prevent,
prepare for, and respond to coronavirus
. . including for necessary expenses
for responding to economic injury as a
result of coronavirus.” EDA is using a
significant portion of those funds to
fund RLF awards. As a result, the
number of respondents required to
submit Form ED-209 will increase
substantially. Although Form ED-209 is
being extended without change, and the
estimated amount of time required to
complete Form ED-209 remains
unchanged at three hours, the estimated
annual burden hours for Form ED-209
is increasing because of the increased
number of RLF awards and respondents
required to complete Form ED-209.

I1. Method of Collection

Currently, RLF recipients must
complete and submit Form ED-209
using an EDA-provided fillable PDF
(Portable Document Format) form.
However, EDA anticipates transitioning
to an online platform for reporting
through which RLF recipients will be
required to submit the information
collected by Form ED-209.

II1. Data

OMB Control Number: 0610-0095.

Form Number(s): ED-209.

Type of Review: Extension of a
currently approved information
collection.

Affected Public: EDA RLF recipients:
State and local governments, Indian
Tribes, and non-profit organizations.

Estimated Number of Respondents:
1,700.

Estimated Time per Response: 3
hours.

Estimated Total Annual Burden
Hours: 5,100.

Estimated Total Annual Cost to
Public: $294,984 (cost assumes
application of U.S Bureau of Labor
Statistics first quarter 2020 mean hourly
employer costs for employee
compensation for professional and
related occupations of $57.84).

Respondent’s Obligation: Mandatory.

IV. Request for Comments

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden
(including hours and cost) of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

All comments submitted in response
to this notice are a part of the public
record and will be made available to the
public, which may include posting them
on the Regulations.gov website.
Comments will generally be posted
without change. Please do not include
information of a confidential nature,
such as sensitive personal information
or proprietary information. All
Personally Identifiable Information (for
example, name and address) voluntarily
submitted may be publicly accessible. If
you send an email comment, your email
address will be automatically captured
and included as part of the comment
that is placed in the public docket.
Please note that comments that include
a message stating the confidentiality of
the communication will be treated as
public comments and will be made
available to the public.

Sheleen Dumas,

Department PRA Clearance Officer, Office of
the Chief Information Officer, Commerce
Department.

[FR Doc. 2020-18363 Filed 8—20-20; 8:45 am]
BILLING CODE 3510-WH-P
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DEPARTMENT OF COMMERCE

International Trade Administration
[A-580-897; C-580-898]

Large Diameter Welded Pipe from the
Republic of Korea: Final Results of
Antidumping Duty and Countervailing
Duty Changed Circumstances Reviews

AGENCY: Enforcement and Compliance,
International Trade Administration,
Department of Commerce.

SUMMARY: On July 10, 2020, the
Department of Commerce (Commerce)
published a notice of initiation and
expedited preliminary results of the
changed circumstances reviews (CCRs)
of the antidumping duty (AD) and
countervailing duty (CVD) orders on
large diameter welded pipe from the
Republic of Korea (Korea) which
revoked, in part, these orders as they
relate to certain specific large diameter
welded pipe products. Commerce has
adopted the scope exclusion language in
these final results.

DATES: Applicable August 21, 2020.

FOR FURTHER INFORMATION CONTACT:
Katherine Johnson or Sergio Balbontin,
AD/CVD Operations, Office VIII,
Enforcement and Compliance,
International Trade Administration,
U.S. Department of Commerce, 1401
Constitution Avenue NW, Washington,
DC 20230; telephone: (202) 482—4929 or
(202) 482-6478, respectively.

SUPPLEMENTARY INFORMATION:
Background

On May 2, 2019, Commerce published
the AD and CVD orders on large
diameter welded pipe from Korea.? On
July 10, 2020, Commerce published the
Initiation and Preliminary Results,? in
which Commerce preliminarily revoked,
in part, the Orders with respect to
certain large diameter welded pipe
products with specific combinations of
grades, diameters, and wall thicknesses,
pursuant to a request from SeAH Steel
Corporation (SeAH). These products are
specified in the exclusion language of
the scope provided in the Initiation and
Preliminary Results.?

1 See Large Diameter Welded Pipe from the
Republic of Korea: Amended Final Affirmative
Antidumping Determination and Antidumping
Duty Order, 84 FR 18767 (May 2, 2019); and Large
Diameter Welded Pipe from the Republic of Korea:
Countervailing Duty Order, 84 FR 18773 (May 2,
2019) (collectively, Orders).

2 See Large Diameter Welded Pipe from the
Republic of Korea: Initiation and Expedited
Preliminary Results of Antidumping and
Countervailing Duty Changed Circumstances
Reviews, 85 FR 41536 (July 10, 2020) (Initiation and
Preliminary Results).

31d at Attachment.

SeAH placed on the record of these
CCRs comments made by domestic
producers,* representing ‘‘substantially
all” of the domestic industry 5 in the
CCRs of large diameter welded pipe
from India. These comments indicate
that the domestic industry does not
currently produce the particular large
diameter welded pipe products subject
to the request for partial revocation of
the Orders, and that the investment
needed to do so far exceeds the
potential benefit of such investment,
given that the U.S. market for deep
offshore projects, i.e., the primary
market for the large diameter welded
pipe product groups at issue, is
relatively small.® In addition, in these
same comments, the domestic producers
provided an explanation indicating that
commercial circumstances have
changed since the Orders were put in
place.

Consistent with the CCRs of large
diameter welded pipe from India and
Greece, in the Initiation and Preliminary
Results, we found that there was “good
cause” to conduct the CCRs less than 24
months after the date of publication of
notices of the final determinations in
the Korea large diameter welded pipe
investigations.” In addition, in the
Initiation and Preliminary Results, we
provided all interested parties an
opportunity to comment and to request
a public hearing regarding our
preliminary findings.8 No interested
party submitted comments or requested
a public hearing.

4These domestic producers are the petitioners in
the AD and CVD investigations (American Cast Iron
Pipe Company, Berg Steel Pipe Corp./Berg Spiral
Pipe Corp., Dura-Bond Industries, Stupp
Corporation, individually and as members of the
American Line Pipe Producers Association; Greens
Bayou Pipe Mill, LP; JSW Steel (USA) Inc.; Skyline
Steel; and Trinity Products LLC) and Welspun
Global Trade LLC.

5 See SeAH’s Letter, “Large Diameter Welded
Pipe from Korea—Request for Changed
Circumstances Review and Revocation, in Part,”
dated June 11, 2020 at Exhibits 1-3. Commerce has
interpreted ‘“‘substantially all” to mean at least 85
percent of the total production of the domestic like
product covered by the order. See, e.g.,
Supercalendered Paper from Canada: Final Results
of Changed Circumstances Review and Revocation
of Countervailing Duty Order, 83 FR 32268 (July 12,
2018).

6 See Initiation and Preliminary Results, 85 FR at
41538.

7 See 19 CFR 351.216(c). See also Large Diameter
Welded Pipe from India: Final Results of
Antidumping Duty and Countervailing Duty
Changed Circumstances Reviews, 85 FR 26930 (May
6, 2020); Large Diameter Welded Pipe from Greece:
Final Results of Antidumping Duty Changed
Circumstances Review, 85 FR 37424 (June 22, 2020);
and Initiation and Preliminary Results, 85 FR at
41537-38.

8 See Initiation and Preliminary Results, 85 FR at
41538.

Scope of the Orders

The merchandise covered by these
Orders is welded carbon and alloy steel
pipe (other than stainless steel pipe),
more than 406.4 mm (16 inches) in
nominal outside diameter (large
diameter welded line pipe), regardless
of wall thickness, length, surface finish,
grade, end finish, or stenciling. Large
diameter welded pipe may be used to
transport oil, gas, slurry, steam, or other
fluids, liquids, or gases. It may also be
used for structural purposes, including,
but not limited to, piling. Specifically,
not included is large diameter welded
pipe produced only to specifications of
the American Water Works Association
(AWWA) for water and sewage pipe.

Large diameter welded line pipe used
to transport oil, gas, or natural gas
liquids is normally produced to the
American Petroleum Institute (API)
specification 5L. Large diameter welded
pipe may also be produced to American
Society for Testing and Materials
(ASTM) standards A500, A252, or A53,
or other relevant domestic
specifications, grades and/or standards.
Large diameter welded line pipe can be
produced to comparable foreign
specifications, grades and/or standards
or to proprietary specifications, grades
and/or standards, or can be non-graded
material. All pipe meeting the physical
description set forth above is covered by
the scope of these Orders, whether or
not produced according to a particular
standard.

Subject merchandise also includes
large diameter welded pipe that has
been further processed in a third
country, including but not limited to
coating, painting, notching, beveling,
cutting, punching, welding, or any other
processing that would not otherwise
remove the merchandise from the scope
of the Orders if performed in the
country of manufacture of the in-scope
large diameter welded pipe.

Excluded from the scope are any
products covered by the existing
antidumping duty order on welded line
pipe from the Republic of Korea. See
Welded Line Pipe from the Republic of
Korea and the Republic of Turkey:
Antidumping Duty Orders, 80 FR 75056
(December 1, 2015).9

Also excluded is large diameter
welded pipe in the following
combinations of grades, outside
diameters, and wall thicknesses:

e Grade X60, X65, or X70, 18 inches
outside diameter, 0.688 inches or greater
wall thickness;

9 This paragraph does not appear in the scope of
the CVD order on large diameter welded pipe from
Korea.
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e Grade X60, X65, or X70, 20 inches
outside diameter, 0.688 inches or greater
wall thickness;

e Grade X60, X65, X70, or X80, 22
inches outside diameter, 0.750 inches or
greater wall thickness; and

e Grade X60, X65, or X70, 24 inches
outside diameter, 0.750 inches or greater
wall thickness.

The large diameter welded pipe that
is subject to these Orders is currently
classifiable in the Harmonized Tariff
Schedule of the United States (HTSUS)
under subheadings 7305.11.1030,
7305.11.1060, 7305.11.5000,
7305.12.1030, 7305.12.1060,
7305.12.5000, 7305.19.1030,
7305.19.1060, 7305.19.5000,
7305.31.4000, 7305.31.6090,
7305.39.1000 and 7305.39.5000. While
the HTSUS subheadings are provided
for convenience and customs purposes,
the written description of the scope of
these Orders is dispositive.

Final Results of CCRs

Commerce may modify the scope of
an AD and/or CVD order as a result of
conducting a CCR.1° For the reasons
stated in the Initiation and Preliminary
Results, Commerce continues to find
that it is appropriate to revoke the
Orders, in part, in accordance with
section 782(h)(2) of the Act and 19 CFR
351.222(g)(1)(i), with respect to certain
large diameter welded pipe products
with specific combinations of grades,
diameters, and wall thicknesses, as
reflected in the “Scope of the Order”
section of this notice.

We will instruct U.S. Customs and
Border Protection to terminate the
suspension of liquidation for all
shipments of the products which are
revoked from the Orders as a result of
these CCRs that were entered, or
withdrawn from warehouse, for
consumption on or after the date of
publication of this notice in the Federal
Register. We intend for all entries of the
revoked products that were suspended
on or after the date of publication of this
notice to be liquidated without regard to
antidumping duties (i.e., refund all cash
deposits).

Notification to Interested Parties

We are issuing this determination and
publishing these final results and notice
in accordance with sections 751(b)(1)
and 777(i)(1) and (2) of the Act and 19

10 See Carbon and Alloy Steel Wire Rod from the
Republic of Korea and the United Kingdom: Notice
of Final Results of Antidumping Duty Changed
Circumstances Review, 84 FR 13888 (April 8, 2019);
see also Certain Steel Nails from the People’s
Republic of China: Final Results of Antidumping
Duty Changed Circumstances Review, 84 FR 49508
(September 20, 2019).

CFR 351.216(e), 351.221(b),
351.221(c)(3), 351.222(g)(1) and
351.222(g)(4).

Dated: August 13, 2020.
Jeffrey I. Kessler,

Assistant Secretary for Enforcement and
Compliance.

[FR Doc. 2020-18385 Filed 8—-20-20; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration

[A-489-501]

Welded Carbon Steel Standard Pipe
and Tube Products From Turkey:
Notice of Court Decision Not in
Harmony With Amended Final Results
of Review; Amended Final Results of
Administrative Review of the
Antidumping Duty Order on Welded
Carbon Steel Standard Pipe and Tube
Products From the Republic of Turkey,
2014-2015

AGENCY: Enforcement and Compliance,
International Trade Administration,
Department of Commerce.

SUMMARY: On July 28, 2020, the U.S.
Court of International Trade (CIT)
sustained the Department of Commerce
(Commerce)’s third remand
redetermination pertaining to the
administrative review of welded carbon
steel standard pipe and tube products
(welded pipe and tube) from the
Republic of Turkey (Turkey) covering
the period of review (POR) May 1, 2014
through April 30, 2015. Commerce is
notifying the public that the CIT’s final
judgment is not in harmony with the
amended final results of the
administrative review, and that
Commerce is amending the weighted-
average dumping margin for Toscelik
Profil ve Sac Endustrisi A.S. (Toscelik).

DATES: Applicable August 7, 2020.

FOR FURTHER INFORMATION CONTACT:
Michael J. Heaney, AD/CVD Operations,
Office VI, Enforcement and Compliance,
International Trade Administration,
U.S. Department of Commerce, 1401
Constitution Avenue NW, Washington,
DC 20230; telephone: (202) 482—4475.

SUPPLEMENTARY INFORMATION:
Background

On December 20, 2016, Commerce
published the Final Results in the 2014—
2015 administrative review of welded
pipe and tube from Turkey, in which
Commerce calculated a weighted-
average dumping margin of 1.91

percent.! After correcting ministerial
errors contained in the Final Results, on
February 17, 2017, Commerce published
the Amended Final Results, and
calculated a revised weighted-average
dumping margin of 3.40 percent for
Toscelik.?

Toscelik and the JMC Steel Group (a
domestic interested party) appealed
Commerce’s Final Results, as amended
by the Amended Final Results, to the
CIT. On June 6, 2018, the CIT issued its
First Remand Order, directing
Commerce to: (1) Reconsider the
calculation of Toscelik’s duty drawback
adjustment; and (2) provide further
explanation for granting Toscelik a
circumstance-of-sale adjustment for
warehousing expenses.? On October 4,
2018, Commerce submitted its final
results of redetermination, recalculating
Toscelik’s duty drawback adjustment,
under respectful protest,* and providing
further explanation for granting a
circumstance-of-sale adjustment for
warehousing expenses.5

On April 1, 2019, the CIT issued its
Second Remand Order, sustaining
Commerce’s explanation of Toscelik’s
circumstance-of-sale for adjustment for
warehousing expenses, but remanding
Commerce’s modified calculation of
Toscelik’s duty drawback adjustment.®
In particular, the CIT found that
Commerce’s additional circumstance-of-
sale adjustment to correct a perceived
imbalance in Toscelik’s dumping
margin calculation ‘“negates the
statutory duty drawback adjustment that
Toscelik earned by exporting its
finished product to the United States
and impinges on the agency’s ability to
make a fair comparison.” 7 On May 30,
2019, Commerce submitted its second
final results of redetermination,
recalculating Toscelik’s duty drawback
adjustment, including a circumstance-

1 See Welded Carbon Steel Standard Pipe and
Tube Products from Turkey: Final Results of
Antidumping Administrative Review; 2014-2015,
81 FR 92785 (December 20, 2016) (Final Results),
and accompanying Issues and Decision
Memorandum.

2 See Welded Carbon Steel Standard Pipe and
Tube Products from Turkey: Amended Final Results
of Antidumping Duty Administrative Review; 2014—
2015, 82 FR 11002 (February 17, 2017) (Amended
Final Results).

3 See Toscelik Profil ve Sac Endustrisi A.S. v.
United States, 321 F. Supp. 3d 1270 (CIT 2018)
(First Remand Order) at 17-18.

4 See Viraj Group, Ltd. v. United States, 343 F.3d
1371 (Fed. Cir. 2003).

5 See Final Results of Redetermination Pursuant
to Court Remand, Toscelik Profil ve Sac Endustrisi
A.S. v. United States, Court No. 17-00018, Slip Op.
18-66 (CIT June 6, 2018).

6 See Toscelik Profil ve Sac Endustrisi A.S. v.
United States, 375 F. Supp. 3d 1312 (CIT 2019)
(Second Remand Order).

7 See Second Remand Order, 375 F. Supp. 3d at
1316.
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of-sale adjustment to account for the
imbalance between the amount of
import duties included in U.S. price as
a result of the duty drawback
adjustment and the amount of import
duties reflected in normal value.8

On December 18, 2019, in its Third
Remand Order, the CIT ordered
Commerce to recalculate normal value
without making a circumstance-of-sale
adjustment related to the duty drawback
adjustment made to U.S. price.? On
March 13, 2020, in the third results of
redetermination, Commerce granted
Toscelik a duty drawback adjustment,
without making a circumstance-of-sale
adjustment to account for the imbalance
between the U.S. duty drawback
adjustment and the amount of import
duties reflected in normal value.10
Additionally, Commerce added an
imputed cost for import duties to the
cost of production.1? This amount is
based on Toscelik’s cost of
manufacturing during the POR for pipe
and tube and was calculated as the ratio
of the total amount of Toscelik’s
exempted import duties and its cost of
manufacturing during the POR. On July
28, 2020, the CIT sustained Commerce’s
third results of redetermination, and
entered final judgment.?2

Timken Notice

In its decision in Timken,!3 as
clarified by Diamond Sawblades,** the
Court of Appeals for the Federal Circuit
held that, pursuant to section 516A of
the Tariff Act of 1930, as amended (the
Act), Commerce must publish a notice
of court decision that is not “in
harmony’” with a Commerce
determination and must suspend
liquidation of entries pending a
“conclusive” court decision. The CIT’s
July 28, 2020, final judgment constitutes
a final decision of the CIT that is not in
harmony with Commerce’s Amended
Final Results.s Thus, this notice is

8 See Final Results of Redetermination Pursuant
to Court Remand, Toscelik Profil ve Sac Endustrisi
A.S. v. United States, Court No. 17-00018, Slip Op.
1941 (CIT April 1, 2019) (Second
Redetermination).

9 See Toscelik Profil ve Sac Endustrisi A.S. v.
United States, 415 F. Supp. 3d 1395 (CIT 2019)
(Third Remand Order).

10 See Final Results of Redetermination Pursuant
to Court Remand, Toscelik Profil ve Sac Endustrisi
A.S. v. United States, Court No. 17-00018, Slip Op.
19-166 (CIT December 18, 2019) (Third
Redetermination).

1]d.

12 See Toscelik Profil ve Sac Endustrisi A.S. v.
United States, Court No., 17-00018, Slip Op. 20—
105 (CIT July 28, 2020) (CIT Final Judgment).

13 See Timken Co. v. United States, 893 F.2d 337
(Fed. Cir. 1990) (Timken).

14 See Diamond Sawblades Manufacturers
Coalition v. United States, 626 F.3d 1374 (Fed. Cir.
2010) (Diamond Sawblades).

15 See CIT Final Judgment.

published in fulfillment of the
publication requirements of Timken and
section 516A of the Act.

Amended Final Results of Review

Because there is now a final court
judgment, Commerce is amending its
Amended Final Results with respect to
Toscelik as follows:

and (4) remain unliquidated as of 5:00
p-m. Eastern Time on February 17, 2017.

Notification to Interested Parties

This notice is issued and published in
accordance with sections 516A(c)(1) and
(e), 751(a) and 777(i) of the Act.

Dated: August 13, 2020.
Jeffrey 1. Kessler,

Weighted-  Assistant Secretary for Enforcement and
average Compliance.
Exporter or producer dumping  [FR Doc. 2020-18384 Filed 8-20-20; 8:45 am|
(gé?é%lr?t) BILLING CODE 3510-DS-P
Toscelik Profil ve Sac Endustrisi
AS. s 0.00 DEPARTMENT OF COMMERCE

Cash Deposit Requirements

Because Toscelik has a superseding
cash deposit rate, i.e., there have been
final results published in a subsequent
administrative review for Toscelik, this
notice will not affect the current cash
deposit rate for Toscelik.

Liquidation of Suspended Entries

If the CIT’s final judgment is not
appealed, or if appealed and upheld,
because Toscelik’s amended weighted-
average dumping margin is zero percent,
Commerce will instruct CBP to
terminate the suspension of liquidation,
and to liquidate and to assess duties at
a rate of zero for entries during the POR
that were produced and exported by
Toscelik.

Consistent with Commerce’s
assessment practice, for entries of
subject merchandise during the POR
produced by Toscelik for which
Toscelik did not know that the
merchandise was destined for the
United States, we will instruct CBP to
liquidate unreviewed entries at the all-
others rate if there is no rate for the
intermediate company(ies) involved in
the transaction.16

Lastly, at this time, Commerce
remains enjoined by Court order from
liquidating entries that: (1) Were the
subject of the administrative
determination published in the Final
Results, as amended by the Amended
Final Results; 17 (2) were produced and/
or exported by any of the following:
Toscelik Profil ve Sac Endustrisi A.S.;
Tosyali Dis Ticaret A.S.; Tubeco Pipe
and Steel Corporation; and Toscelik
Metal Ticaret A.S.; (3) were entered, or
were withdrawn from warehouse, for
consumption on or after May 1, 2014
through and including April 30, 2015;

16 For a full discussion of this practice, see
Antidumping and Countervailing Duty Proceedings:
Assessment of Antidumping Duties, 68 FR 23954
(May 6, 2003).

17 See Final Results, 81 FR at 92785; see also
Amended Final Results, 82 FR at 11002.

International Trade Administration

United States Investment Advisory
Council Meeting

AGENCY: International Trade
Administration, U.S. Department of
Commerce.

ACTION: Notice of an open meeting.

SUMMARY: In accordance with the
Federal Advisory Committee Act
(FACA), this notice announces, the
United States Investment Advisory
Council (Council) will hold a virtual
meeting on Thursday, September 10,
2020.

DATES: Thursday, September 10, 2020,
10:00-11:30 a.m. EDT. The deadline for
members of the public to register,
including requests to make comments
during the meeting and for auxiliary
aids, or to submit written comments for
dissemination prior to the meeting is
5:00 p.m. EDT on September 3, 2020.
ADDRESSES: The meeting will be held
virtually due to the current COVID-19
pandemic. Requests to register
(including to speak) and any written
comments should be submitted to:
United States Investment Advisory
Council, U.S. Department of Commerce,
1401 Constitution Avenue NW, Room
30011, Washington, DC 20230, and
emailed to: JAC@trade.gov. Members of
the public are encouraged to submit
registration requests and written
comments via email to ensure timely
receipt.

FOR FURTHER INFORMATION CONTACT:
David Weil, United States Investment
Advisory Council, Room 30011, 1401
Constitution Avenue NW, Washington,
DC 20230, telephone 202-768-1906.
SUPPLEMENTARY INFORMATION: The
United States Investment Advisory
Council (Council) was established by
the Secretary of Commerce (Secretary)
pursuant to duties imposed by 15 U.S.C.
1512 upon the Department and in
compliance with the Federal Advisory
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Committee Act, as amended, 5 U.S.C.
App. .
The Council advises the Secretary on
matters relating to the promotion and
retention of foreign direct investment in
the United States. At the meeting,
members will provide updates on the
work they have done to present in
identifying and deliberating on policy
priorities regarding the facilitation of
foreign direct investment into the
United States. These policy priorities
include deregulation and the
streamlining of processes that affect
business investment opportunities
across U.S. regions, the facilitation of
infrastructure investment, workforce
development, and mechanisms to
increase investment competitiveness for
domestic manufacturing companies, in
addition to other topics. The agenda
may change to accommodate Council
business. The final agenda will be
posted on the Department of Commerce
website for the Council at: http://
trade.gov/IAC, at least one week in
advance of the meeting.

Public Participation: The meeting will
be open to the public and will be
accessible to people with disabilities.
All guests are required to register in
advance by the deadline identified
under the DATES caption. Requests for
auxiliary aids must be submitted by the
registration deadline. Last minute
requests will be accepted but may be
impossible to fill. There will be fifteen
(15) minutes allotted for oral comments
from members of the public joining the
meeting. To accommodate as many
speakers as possible, the time for public
comments may be limited to three (3)
minutes per person. Individuals wishing
to reserve speaking time during the
meeting must submit a request at the
time of registration, as well as the name
and address of the proposed speaker. If
the number of registrants requesting to
make statements is greater than can be
reasonably accommodated during the
meeting, the International Trade
Administration may conduct a lottery to
determine the speakers.

Speakers are requested to submit a
written copy of their prepared remarks
by 5:00 p.m. EDT on September 3, 2020,
for inclusion in the meeting records and
for circulation to the Members of the
Council.

In addition, any member of the public
may submit pertinent written comments
concerning the Council’s affairs at any
time before or after the meeting.
Comments may be submitted to David
Weil at the contact information
indicated above. To be considered
during the meeting, comments must be
received no later than 5:00 p.m. EDT on
September 3, 2020, to ensure

transmission to the Council members
prior to the meeting. Comments
received after that date and time will be
distributed to the members but may not
be considered during the meeting.
Comments and statements will be
posted on the United States Investment
Adpvisory Council website (http://
trade.gov/IAC) without change,
including any business or personal
information provided such as it
includes names, addresses, email
addresses, or telephone numbers.

All comments and statements
received, including attachments and
other supporting materials, are part of
the public record and subject to public
disclosure. You should submit only
information that you wish to make
publicly available.

Copies of Council meeting minutes
will be available within 90 days of the
meeting.

David Weil,

United States Investment Advisory Council.
[FR Doc. 2020-18359 Filed 8—-20-20; 8:45 am]
BILLING CODE 3510-DR-P

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List; Additions and
Deletions

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Additions to and Deletions from
the Procurement List.

SUMMARY: This action adds products and
services to the Procurement List that
will be furnished by nonprofit agencies
employing persons who are blind or
have other severe disabilities, and
deletes products and services from the
Procurement List previously furnished
by such agencies.

DATES: Date added to and deleted from
the Procurement List: September 20,
2020.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, 1401 S. Clark Street, Suite
715, Arlington, Virginia, 22202-4149.
FOR FURTHER INFORMATION CONTACT:
Michael R. Jurkowski, Telephone: (703)
603—2117, Fax: (703) 603—0655, or email
CMTEFedReg@AbilityOne.gov.

SUPPLEMENTARY INFORMATION:
Additions

On 3/27/2020, 5/1/2020 and 7/17/
2020, the Committee for Purchase From
People Who Are Blind or Severely

Disabled published notice of proposed
additions to the Procurement List. This
notice is published pursuant to 41
U.S.C. 8503 (a)(2) and 41 CFR 51-2.3.

After consideration of the material
presented to it concerning capability of
qualified nonprofit agencies to provide
the products and services and impact of
the additions on the current or most
recent contractors, the Committee has
determined that the products and
services listed below are suitable for
procurement by the Federal Government
under 41 U.S.C. 8501-8506 and 41 CFR
51-2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in any
additional reporting, recordkeeping or
other compliance requirements for small
entities other than the small
organizations that will furnish the
products and services to the
Government.

2. The action will result in
authorizing small entities to furnish the
products and services to the
Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 8501-8506) in
connection with the products and
services proposed for addition to the
Procurement List.

End of Certification

Accordingly, the following products
and services are added to the
Procurement List:

Products

NSN(s)—Product Name(s)
6515—-01-NIB-2636—Exam Light, Tactical,
For CLS 6545—-01-677—-4906 Only
Mandatory Source of Supply: Lighthouse
Works, Orlando, FL
Contracting Activity: DEFENSE LOGISTICS
AGENCY, DLA TROOP SUPPORT
NSN(s)—Product Name(s)
160001400S—ProPack, Rack and Hooks
Kit, Army
Mandatory Source of Supply: Crowder
Industries, Inc., Neosho, MO
Contracting Activity: DEPT OF THE ARMY,
W6QK ACC-APG NATICK

Services

Service Type: Facility Maintenance Support

Mandatory for: U.S. Marshals Service,
William F. Degan Tactical Operations
Center, Pineville, LA

Mandatory Source of Supply: Rising Star
Resource Development Corporation,
Dallas, TX

Contracting Activity: U.S. MARSHALS
SERVICE, U.S. DEPT OF JUSTICE,
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USMS

Deletions

On 6/26/2020 and 7/17/2020, the
Committee for Purchase From People
Who Are Blind or Severely Disabled
published notice of proposed deletions
from the Procurement List. This notice
is published pursuant to 41 U.S.C. 8503
(a)(2) and 41 CFR 51-2.3.

After consideration of the relevant
matter presented, the Committee has
determined that the products and
services listed below are no longer
suitable for procurement by the Federal
Government under 41 U.S.C. 8501-8506
and 41 CFR 51-2.4.

Regulatory Flexibility Act Certification

I certify that the following action will
not have a significant impact on a
substantial number of small entities.
The major factors considered for this
certification were:

1. The action will not result in
additional reporting, recordkeeping or
other compliance requirements for small
entities.

2. The action may result in
authorizing small entities to furnish the
products and services to the
Government.

3. There are no known regulatory
alternatives which would accomplish
the objectives of the Javits-Wagner-
O’Day Act (41 U.S.C. 8501-8506) in
connection with the products and
services deleted from the Procurement
List.

End of Certification

Accordingly, the following products
and services are deleted from the
Procurement List:

Products

NSN(s)—Product Name(s)
3030-01-017-4340—Belt, V—shaped,
EPDM Rubber, Notched/A2 Cog,
Neoprene, 38.3”
3030-01-146-7057—]Joined Belt, V-
shaped, EPDM Rubber, VA Cross
Section, Notched/A2 Cog, Neoprene,
47.96”
3030-01-200-6004—Belt, V-shaped,
Joined, EPDM Rubber, RA Cross Section,
Notched/A2 Cog, 42.53”
3030-01-387-5760—DBelt, V—shaped,
EPDM Rubber, HC41 Cross Section,
Notched/A2 Cog, Neoprene, 34.58”
Mandatory Source of Supply: East Texas
Lighthouse for the Blind, Tyler, TX
Contracting Activity: DLA LAND AND
MARITIME, COLUMBUS, OH
NSN(s)—Product Name(s)
7520-01-483-8993—Stand, Calendar Pad,
for 37 x 3-3/4" refill, Black
Mandatory Source of Supply: LC Industries,
Inc., Durham, NC
Contracting Activity: GSA/FAS ADMIN
SVCS ACQUISITION BR(2, NEW YORK,
NY

NSN(s)—Product Name(s)
4220-00-926—-9468—Vest, Life Preserver,
USN, Red, Medium

Mandatory Source of Supply: Mississippi
Industries for the Blind, Jackson, MS

Contracting Activity: DLA TROOP SUPPORT,
PHILADELPHIA, PA

NSN(s)—Product Name(s)

4220-00-926—-9468—Vest, Life Preserver,
USN, Red, Medium

Mandatory Source of Supply: Lions
Volunteer Blind Industries, Inc.,
Morristown, TN

Contracting Activity: DLA TROOP SUPPORT,
PHILADELPHIA, PA

NSN(s)—Product Name(s)

MR 402—Bag, Shopping Tote, Laminated,
Small, “Live Sweet”

MR 403—Bag, Shopping Tote, Laminated,
Small, “Live Well”

MR 404—Bag, Shopping Tote, Laminated,
Large, “Live Spicy”

MR 405—Bag, Shopping Tote, Laminated,
Fresh, “Live Fresh”

MR 406—Bag, Shopping Tote, Laminated,
Large, “Live Sweet”

Mandatory Source of Supply: Industries for
the Blind and Visually Impaired, Inc.,
West Allis, WI

Contracting Activity: Military Resale-Defense
Commissary Agency

Services

Service Type: Administrative Services

Mandatory for: Milwaukee Federal Building
and U.S. Courthouse, Milwaukee, WI

Mandatory Source of Supply: Milwaukee
Center for Independence, Inc.,
Milwaukee, WI

Contracting Activity: GENERAL SERVICES
ADMINISTRATION, FPDS AGENCY
COORDINATOR

Service Type: Janitorial/Custodial

Mandatory for: Internal Revenue Service:
11631 Caroline Road, Philadelphia, PA

Mandatory Source of Supply: UNKNOWN

Contracting Activity: TREASURY,
DEPARTMENT OF THE, DEPT OF
TREAS/

Service Type: Telephone/Switchboard
Operator

Mandatory for: VA Northern California
Health Care System, Martinez, CA

Mandatory Source of Supply: Project Hired,
San Jose, CA

Contracting Activity: VETERANS AFFAIRS,
DEPARTMENT OF, 261-NETWORK
CONTRACT OFFICE 21

Service Type: Telephone/Switchboard
Operator

Mandatory for: Department of Veterans
Affairs, VA Northern California Health
Care System, 10535 Hospital Way,
Sacramento, CA

Mandatory Source of Supply: Project Hired,
San Jose, CA

Contracting Activity: VETERANS AFFAIRS,
DEPARTMENT OF, 261-NETWORK
CONTRACT OFFICE 21

Service Type: Document Destruction

Mandatory for: VA North Clinic: 916 W
Owens Avenue, Las Vegas, NV

Mandatory for: VA Central Clinic: 901
Rancho Lane, Las Vegas, NV

Mandatory for: VA Administration: 1841 E.
Craig Road, Ste. B Warehouse, Las Vegas,

NV

Mandatory for: VA Administration #2: 2455
W. Cheyenne, Ste. 102, Las Vegas, NV

Mandatory for: VA West Clinic: 630 S
Rancho Road, Las Vegas, NV

Mandatory for: VA Loma Linda Healthcare
System: 11201 Benton Street, Loma
Linda, CA

Mandatory Source of Supply: Goodwill
Industries of Southern California,
Panarama City, CA

Contracting Activity: VETERANS AFFAIRS,
DEPARTMENT OF, NAC

Service Type: Janitorial/Custodial

Mandatory for: Defense Enterprise
Computing Center (DECC)
Mechanicsburg: Building 504B,
Mechanicsburg, PA

Mandatory for: Defense Enterprise
Computing Center (DECC)
Mechanicsburg: Building 309T,
Mechanicsburg, PA

Mandatory Source of Supply: Goodwill
Services, Inc., Harrisburg, PA

Contracting Activity: DEFENSE
INFORMATION SYSTEMS AGENCY
(DISA), IT CONTRACTING DIVISION—
PL83

Michael R. Jurkowski,
Deputy Director, Business & PL Operations.

[FR Doc. 2020-18361 Filed 8—-20-20; 8:45 am]
BILLING CODE 6353-01-P

COMMITTEE FOR PURCHASE FROM
PEOPLE WHO ARE BLIND OR
SEVERELY DISABLED

Procurement List; Proposed Additions
and Deletions

AGENCY: Committee for Purchase From
People Who Are Blind or Severely
Disabled.

ACTION: Proposed Additions to and
Deletions from the Procurement List.

SUMMARY: The Committee is proposing
to add services to the Procurement List
that will be furnished by nonprofit
agencies employing persons who are
blind or have other severe disabilities,
and deletes products and services
previously furnished by such agencies.
DATES: Comments must be received on
or before: September 20, 2020.

ADDRESSES: Committee for Purchase
From People Who Are Blind or Severely
Disabled, 1401 S. Clark Street, Suite
715, Arlington, Virginia 22202—4149.
FOR FURTHER INFORMATION CONTACT: For
further information or to submit
comments contact: Michael R.
Jurkowski, Telephone: (703) 603-2117,
Fax: (703) 603—-0655, or email
CMTEFedReg@AbilityOne.gov.
SUPPLEMENTARY INFORMATION: This
notice is published pursuant to 41
U.S.C. 8503 (a)(2) and 41 CFR 51-2.3. Its
purpose is to provide interested persons
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an opportunity to submit comments on
the proposed actions.

Additions

If the Committee approves the
proposed additions, the entities of the
Federal Government identified in this
notice will be required to procure the
services listed below from nonprofit
agencies employing persons who are
blind or have other severe disabilities.

The following services are proposed
for addition to the Procurement List for
production by the nonprofit agencies
listed:

Services

Service Type: Janitorial Service

Mandatory for: FAA, Denver Air Traffic
Control Tower/Base Building and
TRACON/Generator Building, Denver,
CO

Mandatory Source of Supply: Bayaud
Industries, Inc., Denver, CO

Contracting Activity: FEDERAL AVIATION
ADMINISTRATION, 697DCK
REGIONAL ACQUISITIONS SVCS

Service Type: Base Supply Center and Retail
Gift Shop

Mandatory for: Bureau of Alcohol, Firearms,
Tobacco and Explosives, Washington,
DC

Mandatory Source of Supply: Virginia
Industries for the Blind, Charlottesville,
VA

Contracting Activity: ATF ACQUISITION
AND PROPERTY MGMT DIV, ATF

Deletions

The following products and services
are proposed for deletion from the
Procurement List:

Products

NSN(s)—Product Name(s)
MR 10638—Carrot and Dip To Go, Includes
Shipper 20638
MR 10651—Saver, Lemon
MR 10671—Celery and Dip To Go,
Includes Shipper 20671
MR 10744—Container, Snack, Pigout,
Includes Shipper 20744
MR 10767—Saver, Grapefruit, Includes
Shipper 20767
MR 11102—Bags, Roasting, Includes
Shipper 21102
Mandatory Source of Supply: Winston-Salem
Industries for the Blind, Inc., Winston-
Salem, NC
Contracting Activity: Military Resale-Defense
Commissary Agency

Services

Service Type: Laundry Service

Mandatory for: Health & Human Services
Supply Center, Perry Point, MD

Mandatory Source of Supply: Rappahannock
Goodwill Industries, Inc.,
Fredericksburg, VA

Contracting Activity: HEALTH AND HUMAN
SERVICES, DEPARTMENT OF, DEPT OF
HHS

Service Type: Administrative Services

Mandatory for: General Services
Administration: 200 Chestnut Street,

Philadelphia, PA

Mandatory Source of Supply: Elwyn, Aston,
PA

Contracting Activity: PUBLIC BUILDINGS
SERVICE, GSA/PBS/R03 NORTH
SERVICE CENTER

Service Type: Latrine Services

Mandatory for: Stryker National Logistics
Center, Auburn, WA

Mandatory Source of Supply: Skookum
Educational Programs, Bremerton, WA

Contracting Activity: DEPT OF THE ARMY,
W4GG HQ US ARMY TACOM

Michael R. Jurkowski,

Deputy Director, Business & PL Operations.
[FR Doc. 2020-18362 Filed 8—20-20; 8:45 am]
BILLING CODE 6353-01-P

INTERNATIONAL DEVELOPMENT
FINANCE CORPORATION

[DFC-015]

Submission for OMB Review;
Comments Request

AGENCY: U.S. International Development
Finance Corporation (DFC).

ACTION: Notice of Information
Collection; request for comment.

SUMMARY: Under the provisions of the
Paperwork Reduction Act, agencies are
required to publish a Notice in the
Federal Register notifying the public
that the agency is creating a new
information collection for OMB review
and approval and requests public
review and comment on the submission.
Comments are being solicited on the
need for the information; the accuracy
of the burden estimate; the quality,
practical utility, and clarity of the
information to be collected; and ways to
minimize reporting the burden,
including automated collected
techniques and uses of other forms of
technology.

DATES: Comments must be received by
October 20, 2020.

ADDRESSES: Comments and requests for
copies of the subject information
collection may be sent by any of the
following methods:

e Mail: Joanna M. Reynolds, Agency
Submitting Officer, U.S. International
Development Finance Corporation, 1100
New York Avenue NW, Washington, DC
20527.

e Email: fedreg@dfc.gov.

Instructions: All submissions received
must include the agency name and
agency form number or OMB form
number for this information collection.
Electronic submissions must include the
agency form number in the subject line
to ensure proper routing. Please note
that all written comments received in

response to this notice will be
considered public records.

FOR FURTHER INFORMATION CONTACT:
Agency Submitting Officer: Joanna M.
Reynolds, (202) 357-3979.
SUPPLEMENTARY INFORMATION: This
notice informs the public that DFC will
submit to OMB a request for approval of
the following information collection.

Summary Form Under Review

Title of Collection: MTU Intake
Questionnaire.

Type of Review: New information
collection.

Agency Form Number: DFC-015.

OMB Form Number: Not assigned,
new information collection.

Frequency: Once per potential client
per project.

Affected Public: Business or other for-
profit; not-for-profit institutions.

Total Estimated Number of Annual
Number of Respondents: 130.

Estimated Time per Respondent: 1
hour.

Total Estimated Number of Annual
Burden Hours: 130 hours.

Abstract: The MTU Intake
Questionnaire is the principal document
used to collect information from
potential clients seeking support from
the Mission Transaction Unit (MTU) of
DFC. MTU works together with USAID
missions and operating units to promote
and advance the agencies’ development
objectives around the world.

Dated: August 18, 2020.
Nichole Skoyles,

Administrative Counsel, Office of the General
Counsel.

[FR Doc. 2020-18408 Filed 8—20-20; 8:45 am]
BILLING CODE 3210-01-P

DEPARTMENT OF EDUCATION
[Docket No. ED-2020-SCC-0136]

Agency Information Collection
Activities; Comment Request; Formula
Grant EASIE Electronic Application
System for Indian Education

AGENCY: Office of Elementary and
Secondary Education (OESE),
Department of Education (ED).

ACTION: Notice.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, ED is
proposing a revision to an existing
information collection.

DATES: Interested persons are invited to
submit comments on or before October
20, 2020.

ADDRESSES: To access and review all the
documents related to the information
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collection listed in this notice, please
use http://www.regulations.gov by
searching the Docket ID number ED-
2020-SCC-0136. Comments submitted
in response to this notice should be
submitted electronically through the
Federal eRulemaking Portal at http://
www.regulations.gov by selecting the
Docket ID number or via postal mail,
commercial delivery, or hand delivery.
If the regulations.gov site is not
available to the public for any reason,
ED will temporarily accept comments at
ICDocketMgr@ed.gov. Please include the
docket ID number and the title of the
information collection request when
requesting documents or submitting
comments. Please note that comments
submitted by fax or email and those
submitted after the comment period will
not be accepted. Written requests for
information or comments submitted by
postal mail or delivery should be
addressed to the Director of the Strategic
Collections and Clearance Governance
and Strategy Division, U.S. Department
of Education, 400 Maryland Ave. SW,
LBJ, Room 6W208D, Washington, DC
20202-4537.

FOR FURTHER INFORMATION CONTACT: For
specific questions related to collection
activities, please contact Crystal Moore,
202—-453-5593.

SUPPLEMENTARY INFORMATION: The
Department of Education (ED), in
accordance with the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3506(c)(2)(A)), provides the general
public and Federal agencies with an
opportunity to comment on proposed,
revised, and continuing collections of
information. This helps the Department
assess the impact of its information
collection requirements and minimize
the public’s reporting burden. It also
helps the public understand the
Department’s information collection
requirements and provide the requested
data in the desired format. ED is
soliciting comments on the proposed
information collection request (ICR) that
is described below. The Department of
Education is especially interested in
public comment addressing the
following issues: (1) Is this collection
necessary to the proper functions of the
Department; (2) will this information be
processed and used in a timely manner;
(3) is the estimate of burden accurate;
(4) how might the Department enhance
the quality, utility, and clarity of the
information to be collected; and (5) how
might the Department minimize the
burden of this collection on the
respondents, including through the use
of information technology. Please note
that written comments received in

response to this notice will be
considered public records.

Title of Collection: Formula Grant
EASIE Electronic Application System
for Indian Education.

OMB Control Number: 1810-0021.

Type of Review: A revision of an
existing information collection.

Respondents/Affected Public: State,
Local and Tribal Organizations.

Total Estimated Number of Annual
Responses: 11,300.

Total Estimated Number of Annual
Burden Hours: 7,050.

Abstract: The Indian Education
Formula Grant (CFDA 84.060A) requires
the annual submission of the
application from the local educational
agency and/or tribe. The amount of each
applicant’s award is determined by
formula, based upon the reported
number of American Indian/Alaska
Native students identified in the
application, the state per pupil
expenditure, and the total appropriation
available. Applicants provide the data
required for funding electronically, and
the Office of Indian Education (OIE) is
able to apply electronic tools to
facilitate the review and analysis
leading to grant awards. This change
request will result in a reduction in
burden of 1,950 hours and $39,000 for
the public. The change in burden is due
to technical changes in the forms that
made them electronically fillable and a
reduction in the number of questions in
the collection.

Dated: August 18, 2020.

Kate Mullan,

PRA Coordinator, Strategic Collections and
Clearance, Governance and Strategy Division,
Office of Chief Data Officer, Office of
Planning, Evaluation and Policy
Development.

[FR Doc. 2020-18421 Filed 8—20—-20; 8:45 am]

BILLING CODE 4000-01-P

DEPARTMENT OF EDUCATION

Applications for New Awards;
Institutional Resilience and Expanded
Postsecondary Opportunity Grants
Program

AGENCY: Office of Postsecondary
Education, Department of Education.

ACTION: Notice.

SUMMARY: The Department of Education
(Department) is issuing a notice inviting
applications (NIA) from eligible
applicants for fiscal year (FY) 2020 for
Institutional Resilience and Expanded
Postsecondary Opportunity (IREPO)
Grants under section 18004(a)(3) of the
Higher Education Emergency Relief
Fund of the Coronavirus Aid, Relief,

and Economic Security Act (CARES Act
or Act), Catalog of Federal Domestic
Assistance (CFDA) number 84.425P.
This notice relates to the approved
information collection under OMB
control number 1840-0848.
DATES:

Applications Available: August 21,
2020.

Deadline for Notice of Intent to Apply:
September 10, 2020.

Deadline for Transmittal of
Applications: October 20, 2020.

Pre-Application Information: The
Department will post additional
information for prospective applicants
on the IREPO program website: https://
www2.ed.gov/about/offices/list/ope/
heerfirepo.html.

ADDRESSES: For the addresses for
obtaining and submitting an
application, please refer to our Common
Instructions for Applicants to
Department of Education Discretionary
Grant Programs, published in the
Federal Register on February 13, 2019
(84 FR 3768) and available at
www.govinfo.gov/content/pkg/FR-2019-
02-13/pdf/2019-02206.pdf.

FOR FURTHER INFORMATION CONTACT:
Karen Epps, U.S. Department of
Education, 400 Maryland Avenue SW,
250-64, Washington, DC 20202.
Telephone: (202) 453-6337. Email:
Karen.Epps@ed.gov.

If you use a telecommunications
device for the deaf (TDD) or a text
telephone (TTY), call the Federal Relay
Service (FRS), toll free, at 1-800-877—
8339.

SUPPLEMENTARY INFORMATION:
Full Text of Announcement
I. Funding Opportunity Description

Purpose of Program: The purpose of
the IREPO Grants, offered under section
18004(a)(3) of the CARES Act and the
Fund for the Improvement of
Postsecondary Education (FIPSE), is to
provide financial support to institutions
of higher education (IHEs) with the
greatest unmet needs related to
coronavirus to enable them to resume
operations, serve the needs of students,
reduce disease transmission, and
develop more resilient instructional
delivery models, such as distance
learning, to continue educating students
who cannot or choose not to attend
classroom-based instruction due to
coronavirus.

This program contains one absolute
priority. In addition, there are three
competitive preference priorities that
allow for up to three points to be
awarded for each of two competitive
priorities and up to ten points for one
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competitive priority, for a cumulative
total of up to sixteen competitive
preference points.

Background: Section 18004(a)(3) of
the CARES Act directs the Secretary to
allocate 2.5 percent of the $14.2 billion
Higher Education Emergency Relief
Fund (HEERF) funds appropriated by
the Act to provide grants to institutions
under part B of title VII of the Higher
Education Act of 1965, as amended
(HEA), for institutions that the
Department has determined have the
greatest unmet needs related to
coronavirus. Part B of title VII of the
HEA establishes the FIPSE. FIPSE
grants, including grants under this
program, are limited to institutions of
higher education, as defined in section
101 of the HEA.

FIPSE grants are required, by statute,
to support improvements in higher
education through reforms,
improvements, or innovations in
postsecondary education programs,
opportunities, and delivery models.
Section 18004(a)(3) of the CARES Act
provides funding specifically for the
FIPSE program, and section 18004(d) of
the Act directs the Secretary to give
priority to IHEs that received less than
$500,000 combined under the IHE
formula grants authorized by section
18004(a)(1) of the CARES Act and the
grants authorized by section 18004 (a)(2)
of the Act and that demonstrate the
greatest unmet needs related to
expenses associated with coronavirus.

Read together, section 18004(a)(3) and
(d) of the CARES Act gives the
Department discretion to determine
which public and not-for-profit IHEs
that are eligible for FIPSE grants should
receive section 18004(a)(3) IREPO
grants. Given the statutory directive to
the Department to provide priority to
institutions that received less than
$500,000 from the other HEERF grants,
the Department’s general understanding
that all IHEs have been significantly
impacted by the coronavirus national
emergency, and to facilitate the
expedient delivery of emergency funds
to IHEs, the Department, in its
discretion, decided to provide section
18004(a)(3) grant awards to all eligible
IHEs (public and not-for-profit
institutions) that had received less than
$500,000 collectively from the other
HEERF grants, in amounts that would
mean that each such IHE would receive
$500,000 total from all its HEERF grants.
The Department has already announced
a first round of allocations under section
18004(a)(3) specifically for institutions
that received less than $500,000
combined under the grants authorized
by section 18004(a)(1) and (a)(2).
Section 18004(a)(3) allows for a broad

range of uses for IREPO grants, by
stating that they may be used ““to defray
expenses (including lost revenue,
reimbursement for expenses already
incurred, technology costs associated
with a transition to distance education,
faculty and staff trainings, payroll)
incurred by IHEs and for grants to
students for any component of the
student’s cost of attendance (as defined
under section 472 of the Higher
Education Act), including food,
housing, course materials, technology,
health care, and child care.”

To disburse the remainder of the
$348.8 million set aside for section
18004(a)(3) awards, the Department
believes it should run a grant
competition that complies with the
requirements of the FIPSE grant
program, in that the use of these funds
will result in improvements in
postsecondary education and
opportunity, and that complies with the
requirements of the CARES Act in
giving priority to institutions with the
greatest unmet needs related to
coronavirus. Section 18004(a)(3) does
not define the term ‘““greatest unmet
needs related to coronavirus.” While
section 18004(a)(3) allows funds to be
used to “defray expenses” and for
“grants to students,” given that
Congress chose FIPSE as the program
through which these grants would be
issued, expenditures under this program
may be used to defray expenses
associated with coronavirus, but must
also result in improvements in
postsecondary education. As a result,
the Department believes it is reasonable
to establish priorities, selection criteria,
definitions, and other requirements for
the IREPO Grant Program competition
that would serve the IHEs with the
greatest unmet coronavirus-related
needs and support the purpose of
improving postsecondary education in
response to coronavirus-related
challenges.

For the purpose of this program, we
define institutions with the greatest
unmet needs related to coronavirus as
those that—

(1) Had a student population enrolled
at the beginning of the term that
included March 13, 2020, or, if that date
occurred during a break between terms,
at the beginning of the term
immediately prior to the break which
included March 13, 2020, in which
more than 30 percent of full-time
students received a Pell Grant; and/or

(2) Were underserved by other CARES
Act programs either because—

(a) The institution did not receive a
loan under the Paycheck Protection
Program established by the CARES Act;
and/or

(b) The institution serves large
numbers of part-time students and, as
such, received a reduced per-student
allocation under section 18004(a)(1) of
the CARES Act relative to institutions of
the same or similar total enrollment that
serve mostly full-time students; and

(c) Had other unmet needs due to the
novel coronavirus, as described by the
institution in its application.

The Department will provide grants to
individual eligible institutions or
consortia of two or more eligible
institutions.

Starting in March 2020, the novel
coronavirus forced nearly all the
Nation’s secondary and postsecondary
institutions to expand their use of, or
transition fully to, remote learning.
While some IHEs already had a
significant online presence prior to the
COVID-19 national emergency, others
had little experience in delivering
distance learning. For those institutions,
the move to distance learning
represented an abrupt and costly shift to
a new instructional model that may
have required the institution to
purchase or lease equipment; develop or
procure a learning management system;
develop or procure distance learning
content; train faculty and staff to engage
in instruction and student su