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

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

DEFENSE NUCLEAR FACILITIES
SAFETY BOARD

10 CFR Part 1704
[Docket No. DNFSB-2021-0001]

Government in the Sunshine Act

AGENCY: Defense Nuclear Facilities
Safety Board.

ACTION: Direct final rule.

SUMMARY: The William M. (Mac)
Thornberry National Defense
Authorization Act for Fiscal Year 2021
(NDAA) amended the Atomic Energy
Act of 1954 (AEA) to grant the Defense
Nuclear Facilities Safety Board (Board
or DNFSB) relief from certain
limitations under the Government in the
Sunshine Act (Sunshine Act). The
Sunshine Act generally requires all
Board meetings to be open to public
observation unless certain exemptions
apply. The NDAA added a provision to
the AEA that permits the Board to hold
nonpublic collaborative discussions
without following the requirements of
the Sunshine Act, so long as certain
requirements are met. The Board is
publishing this direct final rule to revise
the Board’s Sunshine Act regulations
consistent with the new AEA provisions
for nonpublic collaborative discussions.

DATES: This final rule is effective
November 29, 2021 unless significant
adverse comments are received by
September 29, 2021. If the direct final
rule is withdrawn as a result of such
comments, timely notice of the
withdrawal will be published in the
Federal Register.

ADDRESSES: You may submit comments
at any time prior to the comment
deadline by the following methods:

e Email: Send an email to comment@
dnfsb.gov. Please include “Sunshine Act
Comments” in the subject line of your
email.

e Mail: Send hard copy comments to
The Defense Nuclear Facilities Safety
Board, Attn: Office of the General

Counsel, 625 Indiana Avenue NW, Suite
700, Washington, DC 20004—2901.

FOR FURTHER INFORMATION CONTACT: Eric
Fox, Associate General Counsel, Defense
Nuclear Facilities Safety Board, 625
Indiana Avenue NW, Suite 700,
Washington, DC 20004-2901, (202) 694—
7000.

SUPPLEMENTARY INFORMATION:
I. Background

The NDAA became law on January 1,
2021. The NDAA contained an
amendment to the AEA that granted the
Board relief from certain requirements
of the Sunshine Act. Under the revised
section 313 of the AEA (42 U.S.C.
2286b(k)), a quorum of the Board may
hold meetings to deliberate on official
agency business without public
observation so long as it conducts the
meeting in compliance with the
following requirements: (1) No formal or
informal vote may be taken at the
meeting; (2) each individual present at
the meeting must be a member or an
employee of the Board; (3) at least one
member from each political party
represented on the Board must be
present; and (4) the Board’s General
Counsel or his or her designee must be
present.

In addition to the requirements
governing the conduct of the meeting,
the AEA requires the Board to publish
a summary of the matters discussed,
including key issues, no later than two
business days following the meeting. In
circumstances where the matters
discussed are covered by the
exemptions to the open meetings
requirements of the Sunshine Act, the
Board must publish as much general
information as possible without
disclosing the exempt material. Unlike
closed meetings held under the
Sunshine Act, no transcript or advanced
public notice is required.

II. Section-by-Section Analysis

Section 1704.11 Nonpublic
Collaborative Discussions

This new section contains the
requirements for the conduct of
nonpublic collaborative discussions as
well as disclosure after they are held.
These requirements are simply restating
the language of the AEA, and do not
expand or diminish the Board’s
obligations when holding a nonpublic
collaborative discussion.

III. Regulatory Analysis
Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
5 U.S.C. 601-612, agencies must
consider the impact of their rulemakings
on ‘“‘small entities” (small businesses,
small organizations, and local
governments) when publishing
regulations subject to the notice and
comment requirements of the
Administrative Procedure Act. As noted
in section IV Rulemaking Procedure
below, the Board has determined that
notice and the opportunity to comment
are unnecessary because this
rulemaking constitutes a limited,
routine change to implement the recent
amendment to the AEA. Therefore, no
analysis is required by the Regulatory
Flexibility Act.

Unfunded Mandates Reform Act of 1995

This rule will not result in the
expenditure by State, local, and tribal
governments, in aggregate, or by the
private sector, of $100,000,000 or more
in any one year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions are
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a major rule as
defined by section 251 of the Small
Business Regulatory Enforcement
Fairness Act of 1996, as amended, 5
U.S.C. 804. This rule will not result in
an annual effect on the economy of
$100,000,000 or more; a major increase
in costs or prices; or significant adverse
effects on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Paperwork Reduction Act

The Paperwork Reduction Act (PRA)
establishes certain requirements when
an agency conducts or sponsors a
“collection of information.” 44 U.S.C.
3501-3520. This update to the Board’s
Sunshine Act regulations does not
require or request information from
members of the public. Therefore, this
rulemaking is not covered by the
restrictions of the PRA.
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Executive Order 12988 and Executive
Order 13132—Federalism

According to Executive Orders 12988
and 13132, agencies must state in clear
language the preemptive effect, if any, of
new regulations. The amendments to
the agency’s Sunshine Act
implementing regulations affect only
how the Board conducts nonpublic
meetings, and therefore, have no effect
on preemption of State, tribal, or local
government laws or otherwise have
federalism implications.

Congressional Review Act

This rule will not result in and is not
likely to result in (A) an annual effect
on the economy of $100,000,000 or
more; (B) a major increase in costs or
prices for consumers, individual
industries, Federal, State, or local
government agencies, or geographic
regions; or (C) significant adverse effects
on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic and
export markets. As such, the Office of
Management and Budget has not found
it to be a major rule as defined in the
Congressional Review Act. To comply
with the Congressional Review Act, the
Board will submit the required
information each House of the Congress
and the Comptroller General.

Finding of No Significant
Environmental Impact

The proposed regulations amend the
Board procedures for holding meetings
pursuant to the Government in the
Sunshine Act. The procedural changes
to the Sunshine Act implementing
regulations will not result in significant
impacts affecting the quality of the
human environment, unavoidable
adverse environmental effects, rejection
of reasonable alternatives to the
proposed action, or irreversible or
irretrievable commitments of
environmental resources. The agency
has not consulted with any other
agencies in making this determination.

IV. Rulemaking Procedure

In light of the amendments made to
the AEA at 42 U.S.C. 2286b(k), this
rulemaking makes limited conforming
changes to the Board’s rules
implementing the Sunshine Act (10 CFR
part 1704). The Board is using the
“direct final rule” procedure because
this rulemaking represents a limited,
routine change to implement the new
provisions of the AEA. This amendment
will become effective on November 29,
2021. However, if the Board receives a
significant adverse comment by

September 29, 2021, then the Board will
publish a notice in the Federal Register
withdrawing this rule and publishing
the changes as a notice of proposed
rulemaking. The Board will respond to
the significant adverse comment(s) in
that notice of proposed rulemaking and
take an additional 30 days of comments
before publishing any final rule. If no
significant adverse comment is received,
the Board will publish a notice that
confirms the effective date of this direct
final rule.

A significant adverse comment is a
comment where the commenter
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment is adverse and significant if:

(1) The comment opposes the rule and
provides a reason sufficient to require a
substantive response in a notice-and-
comment process. For example, a
substantive response is required when:

(a) The comment causes the Board
staff to reevaluate (or reconsider) its
position or conduct additional analysis;

(b) The comment raises an issue
serious enough to warrant a substantive
response to clarify or complete the
record; or

(c) The comment raises a relevant
issue that was not previously addressed
or considered by the Board.

(2) The comment proposes a change
or an addition to the rule, and it is
apparent that the rule would be
ineffective or unacceptable without
incorporation of the change or addition;
or

(3) The comment causes the Board to
make a change (other than editorial) to
the rule.

List of Subjects in 10 CFR Part 1704

Sunshine Act.

For the reasons stated in the
preamble, the Defense Nuclear Facilities
Safety Board amends 10 CFR part 1704
as follows:

PART 1704—RULES IMPLEMENTING
THE GOVERNMENT IN THE SUNSHINE
ACT

m 1. The authority citation for part 1704
is revised to read as follows:

Authority: 5 U.S.C. 552b; 42 U.S.C. 2286,
2286b(c), (k).

m 2. Add § 1704.11 to read as follows:

§1704.11 Nonpublic collaborative
discussions.

(a) In general. Notwithstanding the
other requirements of this part, a
quorum of Members may hold a meeting
that is not open to public observation to

discuss official business of the Board
if—

(1) No formal or informal vote or other
official action is taken at the meeting;

(2) Each individual present at the
meeting is a Member or an employee of
the Board;

(3) At least one Member from each
political party is present at the meeting,
unless all Members are of the same
political party at the time of the
meeting; and

(4) The general counsel of the Board,
or a designee of the general counsel, is
present at the meeting.

(b) Disclosure of nonpublic
collaborative discussions. (1) Except as
provided by paragraph (b)(2) of this
section, not later than two business days
after the conclusion of a meeting
described in subsection (a), the Board
shall make available to the public, in a
place easily accessible to the public—

(i) A list of the individuals present at
the meeting; and

(ii) A summary of the matters,
including key issues, discussed at the
meeting, except for any matter the Board
properly determines may be withheld
from the public under § 1704.4.

(2) Information about matters
withheld from the public. If the Board
properly determines under paragraph
(b)(1)(ii) of this section that a matter
may be withheld from the public under
§1704.4, the Board shall include in the
summary required by paragraph
(b)(1)(ii) as much general information as
possible with respect to the matter.

Dated: August 24, 2021.
Joyce Connery,
Chair.
[FR Doc. 2021-18549 Filed 8-27-21; 8:45 am)]
BILLING CODE 3670-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2021-0719; Project
Identifier MCAI-2021-00858-T; Amendment
39-21709; AD 2021-18-08]

RIN 2120-AA64

Airworthiness Directives; Airbus SAS
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for certain
Airbus SAS Model A319-171N; Model
A320-271N, —=272N, and —273N
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airplanes; and Model A321-271N,
—272N, —271NX, and —272NX airplanes.
This AD was prompted by a report
indicating that during inspection of the
engines, two original rods installed to
maintain an interface plate between the
pylon and nacelle were found damaged
at both rod-eye ends. This AD requires
repetitive inspections of the pylon/
engine interface rods for damage, and
applicable corrective actions, and limits
the installation of affected parts under
certain conditions, as specified in a
European Union Aviation Safety Agency
(EASA) AD, which is incorporated by
reference. The FAA is issuing this AD
to address the unsafe condition on these
products.

DATES: This AD becomes effective
September 14, 2021.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of September 14, 2021.

The FAA must receive comments on
this AD by October 14, 2021.

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

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

e Fax:202-493-2251.

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

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

For material incorporated by reference
(IBR) in this AD, contact EASA, Konrad-
Adenauer-Ufer 3, 50668 Cologne,
Germany; telephone +49 221 8999 000;
email ADs@easa.europa.eu; internet
www.easa.europa.eu. You may find this
IBR material on the EASA website at
https://ad.easa.europa.eu. You may
view this material at the FAA,
Airworthiness Products Section,
Operational Safety Branch, 2200 South
216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.
It is also available in the AD docket at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2021-0719.

Examining the AD Docket

You may examine the AD docket at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2021-0719; or in person at Docket
Operations between 9 a.m. and 5 p.m.,

Monday through Friday, except Federal
holidays. The AD docket contains this
AD, the mandatory continuing
airworthiness information (MCAI), any
comments received, and other
information. The street address for
Docket Operations is listed above.

FOR FURTHER INFORMATION CONTACT:
Sanjay Ralhan, Aerospace Engineer,
Large Aircraft Section, International
Validation Branch, FAA, 2200 South
216th St., Des Moines, WA 98198;
telephone and fax 206-231-3223; email
Sanjay.Ralhan@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

The FAA invites you to send any
written data, views, or arguments about
this final rule. Send your comments to
an address listed under ADDRESSES.
Include “Docket No. FAA-2021-0719;
Project Identifier MCAI-2021-00858-T"
at the beginning of your comments. The
most helpful comments reference a
specific portion of the final rule, explain
the reason for any recommended
change, and include supporting data.
The FAA will consider all comments
received by the closing date and may
amend this final rule because of those
comments.

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

Confidential Business Information

CBI is commercial or financial
information that is both customarily and
actually treated as private by its owner.
Under the Freedom of Information Act
(FOIA) (5 U.S.C. 552), GBI is exempt
from public disclosure. If your
comments responsive to this AD contain
commercial or financial information
that is customarily treated as private,
that you actually treat as private, and
that is relevant or responsive to this AD,
it is important that you clearly designate
the submitted comments as CBI. Please
mark each page of your submission
containing CBI as “PROPIN.” The FAA
will treat such marked submissions as
confidential under the FOIA, and they
will not be placed in the public docket
of this AD. Submissions containing CBI
should be sent to Sanjay Ralhan,
Aerospace Engineer, Large Aircraft
Section, International Validation
Branch, FAA, 2200 South 216th St., Des

Moines, WA 98198; telephone and fax
206—231-3223; email Sanjay.Ralhan@
faa.gov. Any commentary that the FAA
receives which is not specifically
designated as CBI will be placed in the
public docket for this rulemaking.

Background

EASA, which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2021-0177,
dated July 23, 2021 (EASA AD 2021-
0177) (also referred to as the Mandatory
Continuing Airworthiness Information,
or the MCAI), to correct an unsafe
condition for certain Airbus SAS Model
A319-171N; Model A320-271N, —272N,
and —273N airplanes; and Model A321—
271N, —272N, —271NX, and —272NX
airplanes.

This AD was prompted by a report
indicating that during inspection of the
engines, two original rods installed to
maintain an interface plate between the
pylon and nacelle were found damaged
at both rod-eye ends. Investigation
revealed that the rod damage was
caused by the high amplitude of
vibrations during take-off and climb
flight phases, generated by engine-
driven pump hydraulic pulsation and
potential resonance effects. The FAA is
issuing this AD to address damage that
could lead to rupture of the rod-eye
ends, which could result in fuel and
hydraulic pipe chafing, consequent fuel
or hydraulic leakage, and possible fire.
See the MCALI for additional background
information.

Related Service Information Under 1
CFR Part 51

EASA AD 2021-0177 specifies
procedures for repetitive detailed
inspections for damage (e.g., hole
damage, a crack, or an abnormal
deformation) of the left- and right-hand
pylon/engine interface rod ends of the
rod attachment fittings, and the
interface plate and upper support
brackets, a measurement of the play/gap
of the pylon/engine interface upper and
lower rod ends, and applicable
corrective actions including rod
replacement. EASA AD 2021-0177 also
limits the installation of affected parts
if/unless inspected within the
compliance time specified. This
material is reasonably available because
the interested parties have access to it
through their normal course of business
or by the means identified in the
ADDRESSES section.

FAA’s Determination

These products have been approved
by the aviation authority of another
country and are approved for operation
in the United States. Pursuant to the
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FAA’s bilateral agreement with this
State of Design Authority, it has notified
the FAA of the unsafe condition
described in the MCAI described above.
The FAA is issuing this AD after
determining that the unsafe condition
described previously is likely to exist or
develop on other products of the same
type design.

Requirements of This AD

This AD requires accomplishing the
actions specified in EASA AD 2021-
0177 described previously, except for
any differences identified as exceptions
in the regulatory text of this AD.

Explanation of Required Compliance
Information

In the FAA’s ongoing efforts to
improve the efficiency of the AD
process, the FAA developed a process to
use some civil aviation authority (CAA)
ADs as the primary source of
information for compliance with
requirements for corresponding FAA
ADs. The FAA has been coordinating
this process with manufacturers and
CAAs. As aresult, EASA AD 2021-0177
is incorporated by reference in this AD.
This AD requires compliance with
EASA AD 2021-0177 in its entirety
through that incorporation, except for
any differences identified as exceptions
in the regulatory text of this AD. Using
common terms that are the same as the
heading of a particular section in EASA
AD 2021-0177 does not mean that
operators need comply only with that

section. For example, where the AD
requirement refers to “all required
actions and compliance times,”
compliance with this AD requirement is
not limited to the section titled
“Required Action(s) and Compliance
Time(s)” in EASA AD 2021-0177.
Service information required by EASA
AD 2021-0177 for compliance will be
available at https://www.regulations.gov
by searching for and locating Docket No.
FAA-2021-0719 after this AD is
published.

Interim Action

The FAA considers this AD interim
action. If final action is later identified,
the FAA might consider further
rulemaking then.

FAA'’s Justification and Determination
of the Effective Date

Section 553(b)(3)(B) of the
Administrative Procedure Act (APA) (5
U.S.C. 551 et seq.) authorizes agencies
to dispense with notice and comment
procedures for rules when the agency,
for “good cause,” finds that those
procedures are “‘impracticable,
unnecessary, or contrary to the public
interest.” Under this section, an agency,
upon finding good cause, may issue a
final rule without providing notice and
seeking comment prior to issuance.
Further, section 553(d) of the APA
authorizes agencies to make rules
effective in less than thirty days, upon
a finding of good cause.

An unsafe condition exists that
requires the immediate adoption of this
AD without providing an opportunity
for public comments prior to adoption.
The FAA has found that the risk to the
flying public justifies foregoing notice
and comment prior to adoption of this
rule because rupture of the rod-eye ends
could result in fuel and hydraulic pipe
chafing, consequent fuel or hydraulic
leakage, and possible fire. Accordingly,
notice and opportunity for prior public
comment are impracticable and contrary
to the public interest pursuant to 5
U.S.C. 553(b)(3)(B).

In addition, the FAA finds that good
cause exists pursuant to 5 U.S.C. 553(d)
for making this amendment effective in
less than 30 days, for the same reasons
the FAA found good cause to forego
notice and comment.]

Regulatory Flexibility Act (RFA)

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

Costs of Compliance

The FAA estimates that this AD
affects 204 airplanes of U.S. registry.
The FAA estimates the following costs
to comply with this AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS *

Labor cost

Parts cost

Cost per
product

Cost on U.S. operators

Up to 6 work-hours x $85 per hour = Up to $510

........................ $0 | Up to $510

Up to $104,040.

*Table does not include estimated costs for reporting

The FAA estimates that it takes about
1 work-hour per product to comply with
the reporting requirement in this AD.

The average labor rate is $85 per hour.
Based on these figures, the FAA
estimates the cost of reporting the

inspection results on U.S. operators to
be $17,340, or $85 per product.

ESTIMATED COSTS OF ON-CONDITION ACTIONS

Labor cost

Parts cost Cost per product

Up to 8 work-hours x $85 per hour = Up to $680

$0 | Up to $680.

The FAA has received no definitive
data on which to base the cost estimates
for the other on-condition corrective
actions for the operational check
specified in this AD.

Paperwork Reduction Act

A federal agency may not conduct or
sponsor, and a person is not required to

respond to, nor shall a person be subject
to a penalty for failure to comply with

a collection of information subject to the
requirements of the Paperwork
Reduction Act unless that collection of
information displays a currently valid
OMB Control Number. The OMB
Control Number for this information
collection is 2120-0056. Public

reporting for this collection of
information is estimated to take
approximately 1 hour per response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.
All responses to this collection of
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information are mandatory. Send
comments regarding this burden
estimate or any other aspect of this
collection of information, including
suggestions for reducing this burden, to:
Information Gollection Clearance
Officer, Federal Aviation
Administration, 10101 Hillwood
Parkway, Fort Worth, TX 76177-1524.

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

(2) Will not affect intrastate aviation
in Alaska.

List of Subjects in 14 CFR Part 39

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

The Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2021-18-08 Airbus SAS: Amendment 39—
21709; Docket No. FAA—-2021-0719;
Project Identifier MCAI-2021-00858-T.

(a) Effective Date

This airworthiness directive (AD) is
effective September 14, 2021.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Airbus SAS Model
A319-171N; Model A320-271N, —272N, and
—273N airplanes; and Model A321-271N,
—272N, —=271NX, and —272NX airplanes;
certificated in any category; as identified in
European Union Aviation Safety Agency
(EASA) AD 2021-0177, dated July 23, 2021
(EASA AD 2021-0177).

(d) Subject

Air Transport Association (ATA) of
America Code 29, Hydraulic Power.

(e) Unsafe Condition

This AD was prompted by a report
indicating that during inspection of the
engines, two original rods installed to
maintain an interface plate between the
pylon and nacelle were found damaged at
both rod-eye ends. The FAA is issuing this
AD to address damage that could lead to
rupture of the rod-eye ends, which could
result in fuel and hydraulic pipe chafing,
consequent fuel or hydraulic leakage, and
possible fire.

(f) Compliance

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

(g) Requirements

Except as specified in paragraph (h) of this
AD: Comply with all required actions and
compliance times specified in, and in
accordance with, EASA AD 2021-0177.

(h) Exceptions and Clarifications to EASA
AD 2021-0177

(1) Where EASA AD 2021-0177 refers to its
effective date, this AD requires using the
effective date of this AD.

(2) Where paragraph (2) of EASA AD 2021—
0177 specifies a compliance time for the
initial detailed inspection for Group 2
airplanes, this AD requires initial compliance
at the later of the times specified in
paragraphs (h)(2)(i) and (ii) of this AD.
Remaining provisions of paragraph (2) of
EASA AD 2021-0177 that are not specifically
referenced in this paragraph remain fully
applicable and must be complied with.

(i) Before exceeding 750 total flight hours,
but no earlier than 650 total flight hours,
since either manufacture of the airplane or
embodiment of Airbus Service Bulletin
A320-29-1189, as applicable.

(ii) Within 750 flight hours after the
effective date of this AD.

(3) The “Remarks” section of EASA AD
2021-0177 does not apply to this AD.

(i) Additional AD Provisions

The following provisions also apply to this
AD:

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

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

(3) Required for Compliance (RC): For any
service information referenced in EASA AD
2021-0177 that contains RC procedures and
tests: Except as required by paragraph (i)(2)
of this AD, RC procedures and tests must be
done to comply with this AD; any procedures
or tests that are not identified as RC are
recommended. Those procedures and tests
that are not identified as RC may be deviated
from using accepted methods in accordance
with the operator’s maintenance or
inspection program without obtaining
approval of an AMOG, provided the
procedures and tests identified as RC can be
done and the airplane can be put back in an
airworthy condition. Any substitutions or
changes to procedures or tests identified as
RC require approval of an AMOC.

(j) Related Information

For more information about this AD,
contact Sanjay Ralhan, Aerospace Engineer,
Large Aircraft Section, International
Validation Branch, FAA, 2200 South 216th
St., Des Moines, WA 98198; telephone and
fax 206-231-3223; email Sanjay.Ralhan@
faa.gov.

(k) Material Incorporated by Reference

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

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

(i) European Union Aviation Safety Agency
(EASA) AD 2021-0177, dated July 23, 2021.

(ii) [Reserved]

(3) For information about EASA AD 2021—
0177, contact EASA, Konrad-Adenauer-Ufer
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3, 50668 Cologne, Germany; telephone +49
221 8999 000; email ADs@easa.europa.eu;
internet www.easa.europa.eu. You may find
this EASA AD on the EASA website at
https://ad.easa.europa.eu.

(4) You may view this material at the FAA,
Airworthiness Products Section, Operational
Safety Branch, 2200 South 216th St., Des
Moines, WA. For information on the
availability of this material at the FAA, call
206-231-3195.

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

Issued on August 24, 2021.
Lance T. Gant,

Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2021-18706 Filed 8-26-21; 11:15 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2020-1147; Airspace
Docket No. 20-AS0-30]

RIN 2120-AA66
Amendment of Area Navigation (RNAV)

Route Q-29; Northeastern United
States

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This action corrects a final
rule published by the FAA in the
Federal Register on July 26, 2021, that
amends area navigation (RNAV) route
Q-29 in the northeastern United States.

This action is in support of the
Northeast Corridor Atlantic Coast Route
Project (NEC ACR) for improved
efficiency of the National Airspace
System (NAS) while reducing the
dependency on ground based
navigational systems. This action makes
an administrative correction to the
spelling of the final point on the legal
description of RNAV route Q-29.

DATES: Effective date 0901 UTC, October
7, 2021. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
subject to the annual revision of FAA
Order 7400.11 and publication of
conforming amendments.

ADDRESSES: FAA Order 7400.11E,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at https://
www.faa.gov/air_traffic/publications/.
For further information, you can contact
the Rules and Regulations Group,
Federal Aviation Administration, 800
Independence Avenue SW, Washington,
DG, 20591; telephone: (202) 267-8783.
The Order is also available for
inspection at the National Archives and
Records Administration (NARA). For
information on the availability of FAA
Order 7400.11E at NARA, email:
fedreg.legal@nara.gov or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FOR FURTHER INFORMATION CONTACT:
Sean Hook, Rules and Regulations
Group, Office of Policy, Federal
Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.

SUPPLEMENTARY INFORMATION:

History

The FAA published a final rule for
Docket No. FAA-2020-1147 in the

Q—29 HARES, LA TO DUNOM, ME

Federal Register (86 FR 39952; July 26,
2021), amending RNAV route Q-29 in
the northeastern United States. The Q-
route amendment supports the strategy
to transition the NAS from a ground-
based navigation aid and radar-based
system to a satellite-based PBN system.
The final point, DUNOM, was
incorrectly spelled in the legal
description and this action only corrects
that error.

United States area navigation routes
are published in paragraph 2006 of FAA
Order 7400.11E, dated July 21, 2020,
and effective September 15, 2020, which
is incorporated by reference in 14 CFR
71.1. The RNAV routes listed in this
document will be published
subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11E, Airspace Designations and
Reporting Points, dated July 21, 2020
and effective September 15, 2020. FAA
Order 7400.11E is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11E lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

Correction to Final Rule

Accordingly, pursuant to the
authority delegated to me, the
description of RNAV route Q-29 as
published in the Federal Register on
July 26, 2021 (86 FR 39952) is corrected
as follows:

Paragraph 2006 United States Area
Navigation Routes.

* * * * *

HARES, LA
BAKRE, MS
MEMFS, TN
OMDUE, TN
SIDAE, KY
CREEP, OH
KLYNE, OH
DUTSH, OH
WWSHR, OH
DORET, OH
Jamestown, NY (JHW)
HANKK, NY
GONZZ, NY
KRAZZ, NY
NIPPY, NY
CABCI, VT
EBONY, ME
DUNOM, ME

WP (Lat. 33°00°00.00” N, long.
WP (Lat. 33°53'45.85” N, long.
WP (Lat. 35°00°54.62” N, long.
WP (Lat. 36°07°47.32"” N, long.
WP (Lat. 37°20°00.00” N, long.
FIX (Lat. 39°55715.28” N, long.
WP (Lat. 40°41'54.46” N, long.
WP (Lat. 41°08°26.35” N, long.
Wwp (Lat. 41°20°34.09” N, long.
FIX (Lat. 41°48705.90” N, long.
VOR/DME (Lat. 42°11718.99” N, long.
FIX (Lat. 42°53’41.82"” N, long.
WP (Lat. 43°05'22.00” N, long.
WP (Lat. 43°25’00.00” N, long.
FIX (Lat. 43°41'23.08” N, long.
WP (Lat. 44°4919.94” N, long.
FIX (Lat. 44°54'08.68” N, long.
WP (Lat. 44°54’09.29” N, long.

091°44°00.00” W
090°58704.75” W
089°58'58.87” W
088°58"11.49” W
087°50°00.00” W
084°18’31.41” W
083°18744.19” W
082°33712.68” W
082°03’05.76” W)
080°35” 04.64” W)
079°07"16.70” W)
077°09'15.21” W)
076°41"12.00” W)
074°18’00.00” W)
073°58°06.74"” W)

)

)

)

)
)
)
)
)
)
)
)

071°42’55.14” W
067°09'23.65” W
066°58"13.68” W
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* * * * *

Issued in Washington, DC, on August 23,
2021.

George Gonzalez,

Acting Manager, Rules and Regulations
Group.

[FR Doc. 2021-18486 Filed 8—27-21; 8:45 am]|
BILLING CODE 4910-13-P

FEDERAL TRADE COMMISSION

16 CFR Part 310
RIN 3084—-AA98
Telemarketing Sales Rule Fees

AGENCY: Federal Trade Commission.
ACTION: Final rule.

SUMMARY: The Federal Trade
Commission (the “Commission”) is
amending its Telemarketing Sales Rule
(“TSR”) by updating the fees charged to
entities accessing the National Do Not
Call Registry (the “Registry”’) as
required by the Do-Not-Call Registry Fee
Extension Act of 2007.

DATES: This final rule (the revised fees)
is effective October 1, 2021.

ADDRESSES: Copies of this document are
available on the internet at the
Commission’s website: https://
www.ftc.gov.

FOR FURTHER INFORMATION CONTACT: Ami
Joy Dziekan (202—-326—-2648), Bureau of
Consumer Protection, Federal Trade
Commission, 600 Pennsylvania Avenue
NW, Room CC-9225, Washington, DC
20580.

SUPPLEMENTARY INFORMATION: To comply
with the Do-Not-Call Registry Fee
Extension Act of 2007 (15 U.S.C. 6152)
(the ““Act”’), the Commission is
amending the TSR by updating the fees
entities are charged for accessing the
Registry as follows: The revised rule
increases the annual fee for access to the
Registry for each area code of data from
$66 to $69 per area code; and increases
the maximum amount that will be
charged to any single entity for
accessing area codes of data from
$18,044 to $19,017. Entities may add
area codes during the second six months
of their annual subscription period, and
the fee for those additional area codes
increases to $35 from $33.

These increases are in accordance
with the Act, which specifies that
beginning after fiscal year 2009, the
dollar amounts charged shall be
increased by an amount equal to the
amounts specified in the Act, multiplied
by the percentage (if any) by which the
average of the monthly consumer price
index (for all urban consumers

published by the Department of Labor)
(“CPI”) for the most recently ended 12-
month period ending on June 30
exceeds the CPI for the 12-month period
ending June 30, 2008. The Act also
states that any increase shall be rounded
to the nearest dollar and that there shall
be no increase in the dollar amounts if
the change in the CPI since the last fee
increase is less than one percent. For
fiscal year 2009, the Act specified that
the original annual fee for access to the
Registry for each area code of data was
$54 per area code, or $27 per area code
of data during the second six months of
an entity’s annual subscription period,
and that the maximum amount that
would be charged to any single entity
for accessing area codes of data would
be $14,850.

The determination whether a fee
change is required and the amount of
the fee change involves a two-step
process. First, to determine whether a
fee change is required, we measure the
change in the CPI from the time of the
previous increase in fees. There was an
increase in the fees for fiscal year 2021.
Accordingly, we calculated the change
in the CPI since last year, and the
increase was 5.39 percent. Because this
change is over the one percent
threshold, the fees will change for fiscal
year 2022.

Second, to determine how much the
fees should increase this fiscal year, we
use the calculation specified by the Act
set forth above: The percentage change
in the baseline CPI applied to the
original fees for fiscal year 2009. The
average value of the CPI for July 1, 2007,
to June 30, 2008, was 211.702; the
average value for July 1, 2020, to June
30, 2021, was 271.696, an increase of
28.34 percent. Applying the 28.34
percent increase to the base amount
from fiscal year 2009, leads to a $69 fee
for access to a single area code of data
for a full year for fiscal year 2022, an
increase of $3 from last year. The actual
amount is $69.16, but when rounded,
pursuant to the Act, $66 is the
appropriate fee. The fee for accessing an
additional area code for a half year
increases by three dollars to $35
(rounded from $34.58). The maximum
amount charged increases to $19,017
(rounded from $19,017.05).

Administrative Procedure Act;
Regulatory Flexibility Act; Paperwork
Reduction Act. The revisions to the Fee
Rule are technical in nature and merely
incorporate statutory changes to the
TSR. These statutory changes have been
adopted without change or
interpretation, making public comment
unnecessary. Therefore, the Commission
has determined that the notice and
comment requirements of the

Administrative Procedure Act do not
apply. See 5 U.S.C. 553(b). For this
reason, the requirements of the
Regulatory Flexibility Act also do not
apply. See 5 U.S.C. 603, 604.

Pursuant to the Paperwork Reduction
Act, 44 U.S.C. 3501-3521, the Office of
Management and Budget (“OMB”’)
approved the information collection
requirements in the Amended TSR and
assigned the following existing OMB
Control Number: 3084-0169. The
amendments outlined in this Final Rule
pertain only to the fee provision
(§310.8) of the Amended TSR and will
not establish or alter any record
keeping, reporting, or third-party
disclosure requirements elsewhere in
the Amended TSR.

List of Subjects in 16 CFR Part 310

Advertising, Consumer protection,
Reporting and recordkeeping
requirements, Telephone, Trade
practices.

Accordingly, the Federal Trade
Commission amends part 310 of title 16
of the Code of Federal Regulations as
follows:

PART 310—TELEMARKETING SALES
RULE

m 1. The authority citation for part 310
continues to read as follows:

Authority: 15 U.S.C. 6101-6108; 15 U.S.C.
6151-6155.
m 2.In § 310.8, revise paragraphs (c) and
(d) to read as follows:

§310.8 Fee for access to the National Do
Not Call Registry.
* * * * *

(c) The annual fee, which must be
paid by any person prior to obtaining
access to the National Do Not Call
Registry, is $69 for each area code of
data accessed, up to a maximum of
$19,017; provided, however, that there
shall be no charge to any person for
accessing the first five area codes of
data, and provided further, that there
shall be no charge to any person
engaging in or causing others to engage
in outbound telephone calls to
consumers and who is accessing area
codes of data in the National Do Not
Call Registry if the person is permitted
to access, but is not required to access,
the National Do Not Call Registry under
47 CFR 64.1200, or any other Federal
regulation or law. No person may
participate in any arrangement to share
the cost of accessing the National Do
Not Call Registry, including any
arrangement with any telemarketer or
service provider to divide the costs to
access the registry among various clients
of that telemarketer or service provider.
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(d) Each person who pays, either
directly or through another person, the
annual fee set forth in paragraph (c) of
this section, each person excepted
under paragraph (c) of this section from
paying the annual fee, and each person
excepted from paying an annual fee
under § 310.4(b)(1)(iii)(B), will be
provided a unique account number that
will allow that person to access the
registry data for the selected area codes
at any time for the twelve month period
beginning on the first day of the month
in which the person paid the fee (“the
annual period”). To obtain access to
additional area codes of data during the
first six months of the annual period,
each person required to pay the fee
under paragraph (c) of this section must
first pay $69 for each additional area
code of data not initially selected. To
obtain access to additional area codes of
data during the second six months of
the annual period, each person required
to pay the fee under paragraph (c) of this
section must first pay $35 for each
additional area code of data not initially
selected. The payment of the additional
fee will permit the person to access the
additional area codes of data for the

remainder of the annual period.
* * * * *

By direction of the Commission.
April J. Tabor,
Secretary.
[FR Doc. 2021-18263 Filed 8—27-21; 8:45 am]
BILLING CODE 6750-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket Number USCG-2021-0431]
RIN 1625-AA08

Special Local Regulation; Tampa Bay,
St. Petersburg, FL

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

SUMMARY: The Coast Guard is
establishing a special local regulation
for certain waters of Tampa Bay, St.
Petersburg, FL. This action is necessary
to provide for the safety of race
participants, participant vessels,
spectators, and the general public on
these navigable waters near the St.
Petersburg Pier during the St. Pete
Powerboat Grand Prix boat race. This
rule will establish an enforcement area
where all persons and vessels, except
those persons and vessels participating

in the high speed boat race, are
prohibited from entering, transiting
through, anchoring in, or remaining
within the regulated area without
obtaining permission from the Captain
of the Port St. Petersburg or a designated
representative.

DATES: This rule is effective daily from
8 a.m. until 7 p.m. each day from
September 3, 2021, through September
5, 2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0431 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 Marine Science Technician First
Class Michael Shackleford, U.S. Coast
Guard Sector St. Petersburg Prevention
Department; telephone 813-228-2191,
email Michael.D.Shackleford@uscg.mil.
SUPPLEMENTARY INFORMATION:

I. 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 it is
impracticable. Immediate action is
needed to protect persons and property
from the potential safety hazards
associated with the power boat race.
The NPRM process would delay the
establishment of the temporary special
local regulation until after the date of
the event and compromise public safety.
We must establish this temporary
special local regulation immediately
and lack sufficient time to provide a
reasonable comment period and then
consider those comments before issuing
the rule.

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 contrary to the public
interest because immediate action is
needed to respond to the potential
safety hazards associated with the
power boat race.

IIL. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70041. The
Captain of the St. Petersburg (COTP) has
determined that potential hazards
associated with the St. Pete Powerboat
Grand Prix, St. Petersburg, FL will be a
safety concern for anyone within cetain
waters adjacent to St. Petersburg Pier.
This rule is needed to protect personnel,
vessels, and the marine environment in
the navigable waters within the
regulated area during the event.

IV. Discussion of the Rule

This rule establishes a temporary
special local regulation daily from 8:00
a.m. until 7:00 p.m. each day from
September 3, 2021, through Septenber 5,
2021. The temporary special local
regulation will establish an enforcement
area where designated representatives
may control vessel traffic as determined
by the prevailing conditions. The
enforcement area will cover all
navigable waters of Tampa Bay near the
St. Petersburg Pier inside an area
commencing at latitude 27°46’56” N,
082°36'56” W, thence to position
27°47’9” N, 082°34’33” W, thence to
position 27°46’7” N, 082°34'29” W,
thence to position 27°45’59” N,
082°37’3” W, thence to position
27°46°24” N, 082°37’30” W, thence back
to the original position, 27°46'56” N,
082°3656” W.

Persons and vessels may request
authorization to enter, transit through,
anchor in, or remain within the
regulated area by contacting the COTP
St. Petersburg by telephone at (727)
8247506, or a designated
representative via VHF radio on channel
16. If authorization to enter, transit
through, anchor in, or remain within the
regulated area is granted by the COTP
St. Petersburg or a designated
representative, all persons and vessels
receiving such authorization must
comply with the instructions of the
COTP St. Petersburg or a designated
representative. The Coast Guard will
provide notice of the temporary special
local regulation by Local Notice to
Mariners, Broadcast Notice to Mariners,
and/or on-scene designated
representatives.
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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.
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).

This regulatory action determination
is based on the following reasons: (1)
The special local regulation would be
enforced in a small designated area off
of the St. Petersburg Pier for only eleven
hours on three days; (2) although
persons and vessels may not enter,
transit through, anchor in, or remain
within the regulated area without
authorization from the COTP St.
Petersburg or a designated
representative, they may operate in the
surrounding area during the
enforcement period; (3) persons and
vessels may still enter, transit through,
anchor in, or remain within the
regulated area during the enforcement
period if authorized by the COTP St.
Petersburg or a designated
representative; and (4) the Coast Guard
will provide advance notification of the
special local regulation to the local
maritime community by Local Notice to
Mariners and/or Broadcast Notice to
Mariners.

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 (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 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 the
establishment of a temporary special
local regulation related to organized
marine events lasting 11 hours each day
for a total of three days. It is
categorically excluded from further
review under paragraph L(61) 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.

List of Subjects in 33 CFR Part 100

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 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

m 1. The authority citation for part 100
continues to read as follows:
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Authority: 46 U.S.C. 70041; 33 CFR 1.05—
1.

m 2. Add § 100.T07—-0431 to read as
follows:

§100.T07-0431 Special Local Regulations;
St. Pete Powerboat Grand Prix, Tampa Bay;
St. Petersburg, FL.

(a) Location. The following regulated
area is a special local regulation: All
waters of Tampa Bay contained within
the following points: 27°46’56” N,
082°36’56” W, thence to position
27°47’9” N, 082°34’33” W, thence to
position 27°46’7”, N, 082°34’29” W,
thence to position 27°45’59” N,
082°37’3” W, thence to position
27°46°24”, N, 082°37’30” W, thence back
to the original position, 27°46’56” N,
082°36’56” W. All coordinates are North
American Datum 1983.

(b) Definition. The term “designated
representative” means Coast Guard
Patrol Commanders, including Coast
Guard coxswains, petty officers, and
other officers operating Coast Guard
vessels, and Federal, state, and local
officers designated by or assisting the
COTP St. Petersburg in the enforcement
of the regulated areas.

(c) Regulations. (1) All non-
participant persons and vessels are
prohibited from entering, transiting
through, anchoring in, or remaining
within the race area unless an
authorized by the COTP St. Petersburg
or a designated representative.

(2) Designated representatives may
control vessel traffic throughout the
enforcement area as determined by the
prevailing conditions.

(3) Persons and vessels may request
authorization to enter, transit through,
anchor in, or remain within the
regulated areas by contacting the COTP
St. Petersburg by telephone at (727)
824-75086, or a designated
representative via VHF radio on channel
16. If authorization is granted, all
persons and vessels receiving such
authorization must comply with the
instructions of the COTP St. Petersburg
or a designated representative.

(4) The Coast Guard will provide
notice of the regulated area by Local
Notice to Mariners and/or Broadcast
Notice to Mariners.

(d) Enforcement period. This rule will
be enforced daily from 8 a.m. until 7
p.m., on September 3, 2021 through
September 5, 2021.

Dated: August 24, 2021.
Matthew A. Thompson,

Captain, U.S. Coast Guard, Captain of the
Port St. Petersburg.

[FR Doc. 2021-18639 Filed 8—27-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2021-0670]
Safety Zones; Oregon Symphony

Concert Fireworks, Willamette River,
Portland, OR

AGENCY: Coast Guard, DHS.
ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
a safety zone regulation for the Oregon
Symphony Concert Fireworks in
Portland, OR on the Willamette River.
This action is necessary to provide for
the safety of life on navigable waters
during fireworks displays. During the
enforcement period, entry into, transit
through, mooring, or anchoring within
the safety zone is prohibited unless
authorized by the Captain of the Port
Sector Columbia River or a designated
representative.

DATES: The regulations in 33 CFR
165.1315 will be enforced for the safety
zone identified in the SUPPLEMENTARY
INFORMATION section below from 8:30
p-m. to 11 p.m. on September 4, 2021.
FOR FURTHER INFORMATION CONTACT: If
you have questions about this notice of
enforcement, call or email LCDR Sean
Morrison, Waterways Management
Division, Marine Safety Unit Portland,
Coast Guard; telephone 503-240-9319,
email D13-SMB-MSUPortlandWWM@
uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce a safety zone for the
Oregon Symphony Concert Fireworks
display found in 33 CFR 165.1315 in
Portland, OR from 8:30 p.m. to 11 p.m.
on September 4, 2021, on the
Willamette River between Hawthorne
Bridge and Marquam Bridge. The safety
zone will include all navigable waters
within 500 yards around the fireworks
barge location of approximately
45°3042” N; 122°40°14” W.

The special requirements listed in 33
CFR 165.1315 apply to the activation
and enforcement of the safety zone. All
vessel operators who desire to enter the
safety zone must obtain permission from
the Captain of the Port or their
Designated Representative by contacting
either the on-scene patrol craft on VHF
CH 13 or CH 16 or the Coast guard
Sector Columbia River Command Center
via telephone at 503-861-6211. The
Coast Guard may be assisted by other
Federal, State, or local law enforcement
agencies in enforcing of the safety zone.

In addition to this notice of
enforcement in the Federal Register, the
Coast Guard plans to provide the
maritime community with extensive
advanced notification of enforcement of
the safety zone via the Local Notice to
Mariners.

M. Scott Jackson,

Captain, U.S. Coast Guard, Captain of the
Port Columbia River.

[FR Doc. 2021-18571 Filed 8-27-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2021-0601]

Safety Zones; Annual Events in the
Captain of the Port Buffalo Zone

AGENCY: Coast Guard, DHS.
ACTION: Notification of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
a safety zone located in federal
regulations for the Cleveland National
Airshow. This action is necessary and
intended for the safety of life and
property on navigable waters during this
event. During each enforcement period,
no person or vessel may enter the safety
zone without the permission of the
Captain of the Port Buffalo.

DATES: The regulations in 33 CFR Table
165.939(d)(2) will be enforced from 8:30
a.m. through 6 p.m. from September 2,
2021, through September 6, 2021.

FOR FURTHER INFORMATION CONTACT: If
you have questions about this notice of
enforcement, call or email MST2 Natalie
Smith, Waterways Management
Division, U.S. Coast Guard Marine
Safety Unit Cleveland; telephone 216—
937-6004, email D09-SMB-
MSUCLEVELAND-WWM®@uscg.mil.
SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the safety zone listed
in 33 CFR 165.939 Table (d)(2) for the
Cleveland National Airshow daily from
8:30 a.m. to 6 p.m. September 02, 2021,
through September 06, 2021. This action
is being taken to provide for the safety
of life on navigable waterways during
this multi-day event.

Pursuant to 33 CFR 165.23, entry into,
transiting, or anchoring within the
safety zone during an enforcement
period is prohibited unless authorized
by the Captain of the Port Buffalo or her
designated representative. Those
seeking permission to enter the safety
zone may request permission from the
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Captain of Port Buffalo via channel 16,
VHF-FM. Vessels and persons granted
permission to enter the safety zone shall
obey the directions of the Captain of the
Port Buffalo or her designated
representative. While within a safety
zone, all vessels shall operate at the
minimum speed necessary to maintain a
safe course. In addition to this
notification of enforcement in the
Federal Register, the Coast Guard plans
to provide notification of this
enforcement period via the Local Notice
to Mariners and marine information
broadcasts.

Dated: August 24, 2021.
Lexia M. Littlejohn,

Captain, U.S. Coast Guard, Captain of the
Port Buffalo.

[FR Doc. 2021-18641 Filed 8-27-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2021-0680]
RIN 1625-AA00

Safety Zone; Green River; Drakesboro,
KY

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Green River at MM 99 to 101, on
September 22, 2021 in conjunction with
operations being conducted at the
Paradise Fossil Plant. This safety zone is
needed to protect the public, vessels,
and waterfront facilities from
destruction, loss, or injury from
sabotage or other subversive acts,
accidents, or other causes of a similar
nature from the hazards associated with
explosive operations at the Paradise
Fossil Plant. Entry into this safety zone
is prohibited unless specifically
authorized by the Captain of the Port
(COTP) Sector Ohio Valley or a
designated representative.

DATES: This rule is effective without
actual notice from 6 a.m. through 9 a.m.
on September 22, 2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0680 in the search box and click
“Search.” Next, in the Document Type
column, select “Supporting & Related
Material.”

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email MST1 Taylor Mudrock, U.S Coast
Guard 502-779-5334,
Taylor.A.Mudrock@USCG.mil.

SUPPLEMENTARY INFORMATION:
I. 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 it is
impracticable. It is impracticable to
publish an NPRM because this safety
zone must be established by September
22,2021, and we lack sufficient time to
provide a reasonable comment period
and then consider those comments
before issuing the rule.

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. For the same reasons
discussed in the preceding paragraph, a
30 day delay of the effective date would
be contrary to public interest because
action is needed to respond to the
potential safety hazards associated with
the implosion at the Paradise Fossil
Plant involving explosives beginning
September 22, 2021.

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
(COTP) has determined that potential
safety needs associated with the
explosive operations at the Paradise
Fossil Plant on September 22, 2021,
present a safety concern. The purpose of
this rulemaking is to ensure the safety
of the public surrounding regulated area
before, during, and after the scheduled
times.

IV. Discussion of the Rule

This rule establishes a temporary
safety zone from 6 a.m. through 9 a.m.
on September 22, 2021. The safety zone
will cover all navigable waters from
mile 99 to 101 on the Green River. The
duration of the zone is intended to
protect personnel and vessels in and
around these navigable waters during
the explosive operations at the Paradise
Fossil Plant before, during, and after the
scheduled times. 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.
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).

This regulatory action determination
is based on the size, location, duration,
and time-of-day of the regulated area.
This rule is limited to the Green River
from mile 99 to 101 on September 22,
2021 and will be enforced only during
the times specified. Moreover, the Coast
Guard will issue Broadcast Notice to
Mariners via VHF-FM marine channel
16 about the regulated area and the rule
allows vessels to seek permission to
enter the

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.
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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 (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 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
establishing a temporary safety zone on
the Green River at mile 99 to 101 on
September 22, 2021. It is categorically
excluded from further review under
paragraph L60(a) 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.

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. 00170.1., Revision No. 01.2.

m 2. Add § 165.T08-0451 to read as
follows:

§165.T08-0451 Safety Zone; Green River,
Drakesboro, KY.

(a) Location. The following area is a
safety zone: All navigable waters of the
Green River between MM 99 to MM 101
in Drakesboro, KY.

(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 VHF-FM radio
channel 16 or phone at 1-800-253—
7465. 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 from 6 a.m. through 9
a.m. on September 22, 2021.

Dated: August 24, 2021.
A.M. Beach,

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

[FR Doc. 2021-18643 Filed 8-27-21; 8:45 am|
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2021-0576]
RIN 1625-AA00

Safety Zone; Maumee River; Toledo,
OH

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

SUMMARY: The Coast Guard is amending
a temporary safety zone for navigable
waters on the Maumee River near
Promenade Park in Toledo, OH. The
safety zone amendment is necessary to
protect spectators, personnel, vessels,
and the marine environment from
potential hazards created by the
Promedica Health System Fireworks
event. Entry of vessels or persons into
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this zone is prohibited unless
specifically authorized by the Captain of
the Port Detroit, or a designated
representative.

DATES: This rule is effective from 7:30
p.m. through 11 p.m. on September 3,
2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0576 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 MST2 Jacob Haan, Waterways
Department, Marine Safety Unit Toledo,
Coast Guard; telephone (419) 418-6040,
email Jacob.A.Haan@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 doing
so would be impracticable and
unnecessary. The safety zone has
already been established and codified
on July 28, 2021. Moreover, the slight
change to the enforcement time period
of the safety zone does not change the
scope or other details of the fireworks
event, and is therefore of little interest
to the public.

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. For the same reasons
discussed above, delaying the effective
date of this rule would be impracticable
and unnecessary.

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 Detroit (COTP) has
determined that potential hazards
associated with the fireworks display
will be a safety concern for anyone
within a 250-yard radius of the launch
site. The likely combination of
recreational vessels, darkness
punctuated by bright flashes of light,
and fireworks debris falling into the
water presents risks of collisions which
could result in serious injuries or
fatalities. This rule is needed to protect
personnel, vessels, and the marine
environment in the navigable waters
within the safety zone during the
fireworks display.

IV. Discussion of the Rule

This rule amends a safety zone that
will be enforced from 7:30 p.m. through
11:00 p.m. on September 3, 2021. The
safety zone will encompass all U.S.
navigable waters of the Maumee River
within a 250-yard radius of the
fireworks launch site located near
Promenade Park in Toledo, OH. The
duration of the zone is intended to
protect personnel, vessels, and the
marine environment in these navigable
waters during the fireworks display.
Entry into, transiting, or anchoring
within the safety zone is prohibited
unless authorized by the Captain of the
Port, Sector Detroit or a designated
representative. The Captain of the Port,
Sector Detroit or a designated
representative may be contacted via
VHF Channel 16.

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.
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).

This regulatory action determination
is based on the size, location, and
duration of the safety zone. This safety
zone would impact a small designated

area of the Maumee River for a period

of three hours and 30 minutes during
the evening when vessel traffic is
normally low. Moreover, the Coast
Guard would issue a Broadcast Notice to
Mariners via VHF—FM marine channel
16 about the zone, and the rule would
allow vessels to seek 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 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 (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 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).
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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 safety
zone lasting only three hours and 30
minutes that will prohibit entry within
250-yard radius of where the fireworks
display will be conducted. It is
categorically excluded from further
review under paragraph L[60] 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.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and record keeping
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.T09-0576 to read as
follows:

§165.T09-0576 Safety Zone; Maumee
River; Toledo, OH

(a) Location. The following area is a
safety zone: All U.S. navigable waters of
the Maumee River within a within a
250-yard radius of the fireworks launch
site located at position 41°38'54” N
83°31'54” W. All geographic coordinates
are North American Datum of 1983
(NAD 83).

(b) Enforcement period. This
regulation will be enforced from 7:30
p-m. through 11 p.m. on September 3,
2021. The Captain of the Port Detroit, or
a designated representative may
suspend enforcement of the safety zone
at any time.

(c) Regulations. (1) In accordance with
the general regulations in § 165.23 of
this part, entry into, transiting or
anchoring within this safety zone is
prohibited unless authorized by the
Captain of the Port Detroit, or his
designated representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Detroit or his designated representative.

(3) The “designated representative” of
the Captain of the Port Detroit is any
Coast Guard commissioned, warrant, or
petty officer who has been designated
by the Captain of the Port Detroit to act
on their behalf. The designated

representative of the Captain of the Port
Detroit will be aboard either a Coast
Guard or Coast Guard Auxiliary vessel.
The Captain of the Port Detroit or a
designated representative may be
contacted via VHF Channel 16.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Detroit
or a designated representative to obtain
permission to do so. Vessel operators
given permission to enter or operate in
the safety zone must comply with all
directions given to them by the Captain
of the Port Detroit or a designated
representative.

Dated: August 25, 2021.
Brad W. Kelly,

Captain, U.S. Coast Guard, Captain of the
Port Detroit.

[FR Doc. 2021-18642 Filed 8—27-21; 8:45 am]|
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2020-0054; FRL-8750-02—
OCSPP]

Thiabendazole; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of thiabendazole
in or on multiple commodities that are
identified and discussed later in this
document. Interregional Research
Project Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
August 30, 2021. Objections and
requests for hearings must be received
on or before October 29, 2021, 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-2020-0054, 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,
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and the telephone number for the OPP
Docket is (703) 305-5805.

Due to the public health emergency,
the EPA Docket Center (EPA/DC) and
Reading Room is closed to visitors with
limited exceptions. The staff continues
to provide remote customer service via
email, phone, and webform. For the
latest status information on EPA/DC
services and docket access, visit https://
www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Marietta Echeverria, 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:
1. 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:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ 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-2020-0054 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 29, 2021. 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
(CBI)) 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
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2020-0054, by one of the following
methods:

e 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 http://
www.epa.gov/dockets/contacts.html.

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 June 28,
2021 (86 FR 33922) (FRL—10025-08),
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 9E8812) by IR—4,
IR—4 Project Headquarters, Rutgers, The
State University of New Jersey, 500
College Road East, Suite 201W,
Princeton, NJ 08540. The petition
requested EPA to establish tolerances in
40 CFR 180.242 for residues of
thiabendazole (2-(4-
thiazolyl)benzimidazole), including its
metabolites and degradates, in or on the
following raw agricultural commodities:
Animal feed, nongrass, group 18 at 0.01
parts per million (ppm); Beet, garden,
leaves at 0.01 ppm; Brassica, leafy
greens, subgroup 4—16B at 0.01 ppm;
Burdock, edible, leaves at 0.01 ppm;
Carrot, leaves at 0.01 ppm; Carrot, roots
at 10 ppm; Celeriac, leaves at 0.01 ppm;
Chervil, turnip rooted, leaves at 0.01
ppm; Chicory, leaves at 0.01 ppm; Fruit,
citrus, group 10-10 at 10 ppm; Fruit,

pome, group 11-10 at 10 ppm; Kohlrabi
at 0.01 ppm; Radish, oriental, leaves at
0.01 ppm; Rutabaga, leaves at 0.01 ppm;
Salsify, black, leaves at 0.01 ppm; Sweet
potato, tuber at 3 ppm; Vegetable,
Brassica, head and stem, group 5-16 at
0.01 ppm; Vegetable, root, except sugar
beet, subgroup 1B at 0.01 ppm;
Vegetable, tuberous and corm, subgroup
1C, except sweet potato at 10 ppm.

The petition also proposed to remove
the established tolerances for residues of
thiabendazole (2-(4-
thiazolyl)benzimidazole), including its
metabolites and degradates, in or on the
following raw agricultural commodities:
Potato, postharvest at 10.0 ppm; Sweet
potato (postharvest to sweet potato
intended only for use as seed) at 0.05
ppm; Alfalfa, forage at 0.02 ppm;
Alfalfa, hay at 0.02 ppm; Radish, tops at
0.02 ppm; Brassica, head and stem,
subgroup 5A at 0.02 ppm; Fruit, citrus,
group 10, postharvest at 10.0 ppm;
Fruit, pome, group 11, postharvest at 5.0
ppm; Vegetable, root (except sugarbeet),
subgroup 1B at 0.02 ppm; Carrot, roots,
postharvest at 10.0 ppm; and in
paragraph (b) Sweet potato at 10 ppm.

That document referenced a summary
of the petition prepared by Syngenta
Crop Protection, the registrant, which is
available in the docket, http://
www.regulations.gov. No comments
were received in response to the notice
of filing.

A previous notice of filing was
published in the Federal Register of
April 15, 2020 (85 FR 20910) (FRL—
10006-54). The April 15, 2020 notice is
superseded by the June 28, 2021 notice.

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. . . .”


http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
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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 thiabendazole
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with thiabendazole follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Decreased body weight is the most
sensitive effect of exposure to
thiabendazole observed even in young
rat pups during lactation.
Histopathological changes in the spleen
(congestion and pigmentation) and
kidney (calculus and hyperplasia of
transitional epithelium) were noted in a
subchronic rat study, and splenic
erythropoiesis and hemosiderosis were
reported in a chronic dog study. Other
target organs of thiabendazole toxicity
are the liver and thyroid. Increased
quantitative susceptibility was observed
in the rat and rabbit developmental
toxicity studies, in which
developmental effects occurred in the
absence of maternal toxicity. Increased
quantitative susceptibility was not
observed in the prenatal developmental
toxicity study in mice and in the 2-
generation reproduction study in rats. In
an acute neurotoxicity rat study (ACN),
reduced locomotor activity was
identified, although no morphological
or histopathological effects were noted
in the brain. No signs of neurotoxicity
were seen in the subchronic
neurotoxicity study. Thiabendazole is
classified as “Likely to be carcinogenic
to humans at doses high enough to
cause a disturbance of the thyroid
hormonal balance. It is not likely to be
carcinogenic at doses lower than those
which could cause a disturbance of this
hormonal balance”.

Additional information on the
toxicological profile can be found at
http://www.regulations.gov in the
document titled ‘““Thiabendazole:
Human Health Risk Assessment for the
Establishment of Permanent Tolerances
and Registration for Use on Animal
feed, nongrass, group 18; Brassica, leafy

greens, subgroup 4-16B; and Sweet
Potato; and Crop Group Conversions/
Expansions to Fruit, citrus, group 10—
10; Fruit, pome, group 11-10; Kohlrabi;
Vegetable, Brassica, head and stem,
group 5-16; Vegetable, root, except
sugar beet, subgroup 1B; and Vegetable,
tuberous and corm, subgroup 1C, except
sweet potato” (hereinafter
“Thiabendazole Human Health Risk
Assessment’’) in docket ID number
EPA-HQ-OPP-2020-0054.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level—generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD)—and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www2.epa.gov/pesticide-science-and-
assessing-pesticide-risks/assessing-
human-health-risk-pesticide.

A summary of the toxicological
endpoints for thiabendazole used for
human risk assessment can be found in
the Thiabendazole Human Health Risk
Assessment.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to thiabendazole, EPA
considered exposure under the
petitioned-for tolerances. EPA assessed
dietary exposures from thiabendazole in
food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the

possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In conducting the acute dietary
exposure assessment, EPA used the
2003-2008 food consumption data from
the U.S. Department of Agriculture’s
National Health and Nutrition
Examination Survey, What We Eat in
America (NHANES/WWEIA). The acute
dietary exposure assessment is partially
refined and incorporated established
and recommended tolerance-level
residues for some commodities,
maximum field trial residues for the
remaining commodities according to
blending classification, 100 percent crop
treated (PCT), and default processing
factors (except for apple juice, grapefruit
juice, lemon juice, lime juice, orange
juice, pear juice, potato granules/flakes,
and tangerine juice).

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used the 2003—2008
food consumption data from the USDA’s
NHANES/WWEIA. The chronic dietary
exposure assessment is partially refined
and incorporated established and
recommended tolerance-level residues
for some commodities, average field
trial residues for the remaining
commodities according to blending
classification, 100 PCT, and default
processing factors (except for apple
juice, grapefruit juice, lemon juice, lime
juice, orange juice, pear juice, potato
granules/flakes, and tangerine juice).

iii. Cancer. Thiabendazole is
classified as “Likely to be carcinogenic
at doses high enough to cause a
disturbance of the thyroid hormonal
balance but not likely to be carcinogenic
at doses lower than those which could
cause a disturbance of this hormonal
balance.” EPA is regulating chronic
exposure based on a reference dose that
is lower than (and thus protective of)
the level that would cause a disturbance
in the thyroid hormonal balance,
making tumor formation highly
unlikely; therefore, a cancer dietary
exposure assessment is not required.
The current partially refined chronic
dietary risk assessment is conservative
and is protective for cancer effects.

iv. Anticipated residue and PCT
information. EPA used some tolerance-
level residues and some anticipated
residue data for assessing tolerances.
Section 408(b)(2)(E) of FFDCA
authorizes EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide residues
that have been measured in food. If EPA
relies on such information, EPA must
require pursuant to FFDCA section
408(f)(1) that data be provided 5 years


http://www.regulations.gov
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after the tolerance is established,
modified, or left in effect, demonstrating
that the levels in food are not above the
levels anticipated. For the present
action, EPA will issue such data call-ins
as are required by FFDCA section
408(b)(2)(E) and authorized under
FFDCA section 408(f)(1). Data will be
required to be submitted no later than

5 years from the date of issuance of
these tolerances.

EPA did not use PCT estimates in the
dietary assessment for thiabendazole;
100 PCT was assumed for all food
commodities.

2. Dietary exposure from drinking
water. The Agency used screening-level
water exposure models in the dietary
exposure analysis and risk assessment
for thiabendazole in drinking water.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www2.epa.gov/pesticide-science-
and-assessing-pesticide-risks/about-
water-exposure-models-used-pesticide.

Based on the FQPA Index Reservoir
Screening Tool (FIRST; surface water)
model and the Pesticide Root Zone
Model for Ground Water (PRZM-GW;
groundwater), EPA used an estimated
drinking water concentration (EDWC) of
3.80 ppb for the acute dietary risk
assessment and a value of 0.47 ppb for
the chronic dietary risk assessment.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Thiabendazole is currently registered
for uses that may result in residential
handler and post-application exposures,
including use in paints and textiles. As
an initial matter in assessing aggregate
risk of the pesticide chemical residues,
the Agency takes into consideration
those residential exposure scenarios that
provide the most conservative estimate
of residential exposures, including
handler exposure and post-application
exposure or both.

The residential handler exposure
scenario used in the aggregate
assessment is for adult handler
inhalation exposures from applying
thiabendazole-treated paint using airless
sprayers. For this scenario, the
Aggregate Risk Index (ARI) approach
was used since the PODs/endpoints
were similar, but the levels of concern
(LOCs) were different. An ARI greater
than or equal to 1 is not of concern.

The residential exposure scenario
used for the post-application assessment
is incidental oral exposures from
children 1 to <2 years old mouthing

preserved textiles (clothing) treated with
thiabendazole.

Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at http://www2.epa.gov/pesticide-
science-and-assessing-pesticide-risks/
standard-operating-procedures-
residential-pesticide.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
thiabendazole and any other substances
and thiabendazole does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that thiabendazole has a
common mechanism of toxicity with
other substances.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The data submitted to the Agency, as
well as those from published literature,
demonstrated increased quantitative
susceptibility in the rat and rabbit
developmental toxicity studies, in
which developmental effects (decreased
fetal weights in rat and rabbit pups)
were observed while maternal toxicity
was not observed up to the highest
doses tested. No increased susceptibility
was observed in mice in utero and/or to
rats following early postnatal exposure
to thiabendazole.

3. Conclusion. EPA has determined
there is reliable data to support a
conclusion that a FQPA Safety Factor
(SF) of 1X will be protective for infants
and children for all scenarios, with the
exception of the assessment of
inhalation exposure. The default FQPA
10X SF remains in place for assessing
the non-occupational inhalation
exposure due to the lack of a subchronic
inhalation study with thyroid
measurements. That decision is based
on the following findings:

i. The toxicology database for
thiabendazole is complete with the
exception of a subchronic inhalation
toxicity study with thyroid
measurements. Based on a weight of
evidence approach considering all the
available hazard and exposure
information for thiabendazole, the
Agency determined that a
developmental thyroid toxicity study is
not required at this time. Acceptable
studies are available for developmental,
reproduction, chronic, subchronic,
subchronic neurotoxicity and
immunotoxicity.

ii. In an acute neurotoxicity rat study
(ACN), reduced locomotor activity in
males and females at time of peak effect
(approximately 3 hours post-dose) were
seen without morphological or
histopathological effects on the brain.
Thiabendazole was not neurotoxic in
rats in a subchronic neurotoxicity study
at the highest dose tested (1,500 ppm
equivalent to 95 mg/kg/day).

iii. As noted above, there is some
evidence of increased susceptibility in
the developmental fetus from exposure
to thiabendazole. Nevertheless, the
Agency has sufficient data to
understand and protect against the
potential developmental effects. The
data indicating the potential for
developmental toxicity presented well-
defined NOAELs and LOAELSs, which
the Agency took into account when
identifying endpoints. The selected
points of departure for regulating
exposure are protective of both the
potential for neurotoxicity and the
increased susceptibility of infants and
children. There is no residual
uncertainty concerning the potential for
prenatal or post-natal toxicity that
precludes the reduction of the FPQA
10X SF.

iv. There are no residual uncertainties
in the exposure database. The dietary
risk assessment is conservative and will
not underestimate dietary and/or non-
dietary occupational exposure to
thiabendazole. The acute and chronic
dietary assessments conducted were
slightly refined analyses. The
assessments utilized tolerance-level
residues, maximum residue or average
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residue values from field-trial data,
empirical or EPA’s 2018 default
processing factors, and 100 PCT. The
analysis also used Tier 1 drinking water
estimates. For these reasons, it can be
concluded that the analysis does not
underestimate risk from acute or
chronic exposure to thiabendazole.
Similarly, EPA does not believe that the
non-dietary exposures are
underestimated because they are also
based on conservative assumptions.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. An acute aggregate risk
assessment takes into account acute
exposure estimates from dietary
consumption of food and drinking
water. Using the exposure assumptions
described in this unit for acute
exposure, EPA has concluded that acute
exposure to thiabendazole from food
and water will utilize 50% of the aPAD
for children 1 to 2 years old, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to thiabendazole
from food and water will utilize 64% of
the cPAD for children 1 to 2 years old,
the population group receiving the
greatest exposure.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). Thiabendazole is
registered for uses that could result in
short-term residential exposure, and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
thiabendazole.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures result in an
aggregate ARI of 1.88 for adults and an
MOE of 200 for children 1 to 2 years

old. Because EPA’s level of concern for
thiabendazole is an ARI of less than or
equal to 1 or an MOE of 100 or below,
these ARIs/MOEs are not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

An intermediate-term adverse effect
was identified; however, thiabendazole
is not registered for any use patterns
that would result in intermediate-term
residential exposure. Intermediate-term
risk is assessed based on intermediate-
term residential exposure plus chronic
dietary exposure. Because there is no
intermediate-term residential exposure
and chronic dietary exposure has
already been assessed under the
appropriately protective cPAD (which is
at least as protective as the POD used to
assess intermediate-term risk), no
further assessment of intermediate-term
risk is necessary, and EPA relies on the
chronic dietary risk assessment for
evaluating intermediate-term risk for
thiabendazole.

5. Aggregate cancer risk for U.S.
population. As the risks estimated based
on the chronic reference dose are
protective of cancer effects, no separate
cancer risk assessment is necessary. The
chronic dietary aggregate risk
assessment is below the Agency’s level
of concern; therefore, the Agency
concludes that aggregate exposure to
thiabendazole is not likely to pose a
cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to
thiabendazole residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate spectrophotofluorometric
methods are available in the Pesticide
Analytical Manual, Volume II (PAM II)
for enforcement of thiabendazole
tolerances.

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 has established more restrictive
(i.e., lower) MRLs for residues in/on
citrus fruits and pome fruits (7 ppm and
3 ppm respectively, versus the existing
U.S. tolerances for the old crop groups,
which are 10.0 ppm for citrus and 5.0
ppm for pome fruit.) Therefore,
harmonization with the Codex MRLs are
not possible because U.S. growers
would be at risk of violative residues of
thiabendazole despite legal use
according to the label. Instead, EPA is
harmonizing the tolerance for fruit,
pome, group 11-10 with the Canadian
MRL of 10 ppm in/on apples and pears.
Additionally, Codex has established an
MRL for residues in/on potato at 15
ppm, which is higher than the revised
U.S. tolerance of 10 ppm. Per the
registrant’s request, the Agency is not
harmonizing with the established Codex
MRL for residues in/on potato. Instead,
the U.S. tolerance is harmonized with
the Canadian MRL for potatoes at 10
ppm because Canada is a major trading
partner with the United States for
potatoes.

C. Revisions to Petitioned-For
Tolerances

As mentioned in Unit IL., the
petitioner requested that the time-
limited tolerance in § 180.242(b) at 10
ppm for residues of thiabendazole in/on
sweet potato be removed upon the
establishment of a permanent tolerance
for residues of thiabendazole in/on
sweet potato in § 180.242(a). EPA is not
removing the time-limited tolerance on
sweet potato in § 180.242(b) due to a
difference between the section 18 use
pattern and the proposed use pattern for
the section 3 registration. There is a
potential that use under the current
section 18 could result in exceedances
if this tolerance was revoked.

D. International Trade Considerations

In this rule, EPA is establishing
tolerances for thiabendazole residues in
or on the Animal feed, nongrass, group
18; Vegetable, Brassica, head and stem,
group 5-16; and the Vegetable, root,
except sugar beet, subgroup 1B (all at
0.01 ppm) that are lower than the
current tolerances of Alfalfa forage,
Alfalfa hay, Brassica head and stem
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subgroup 5A, and Vegetable, root
(except sugarbeet), subgroup 1B (all 0.02
ppm). For the reasons explained in the
Thiabendazole Human Health Risk
Assessment, the Agency believes these
revised, lower tolerances are
appropriate.

In accordance with the World Trade
Organization’s (WTQ) Sanitary and
Phytosanitary Measures (SPS)
Agreement, EPA intends to notify the
WTO of the changes to these tolerances
in order to satisfy its obligations under
the Agreement. In addition, the SPS
Agreement requires that Members
provide a “reasonable interval” between
the publication of a regulation subject to
the Agreement and its entry into force
to allow time for producers in exporting
Member countries to adapt to the new
requirement. Accordingly, EPA is
establishing an expiration date for the
existing tolerances to allow these
tolerances to remain in effect for a
period of six months after the effective
date of this final rule. After the six-
month period expires, these tolerances
will be reduced or revoked, as indicated
in the regulatory text, and allowable
residues on alfalfa forage, alfalfa hay,
Brassica head and stem subgroup 5A,
and vegetable, root (except sugarbeet),
subgroup 1B must conform to the
tolerances for Animal feed, nongrass,
group 18; Vegetable, Brassica, head and
stem, group 5-16; and Vegetable, root,
except sugar beet, subgroup 1B. This
reduction in tolerance level is not
discriminatory; the same food safety
standard contained in the FFDCA
applies equally to domestically
produced and imported foods. The new
tolerance levels are supported by
available residue data.

V. Conclusion

Therefore, tolerances are established
for residues of thiabendazole in or on
Animal feed, nongrass, group 18 at 0.01
ppm; Beet, garden, leaves at 0.01 ppm;
Brassica, leafy greens, subgroup 4-16B
at 0.01 ppm; Burdock, edible, leaves at
0.01 ppm; Carrot, leaves at 0.01 ppm;
Carrot, roots at 10 ppm; Celeriac, leaves
at 0.01 ppm; Chervil, turnip rooted,
leaves at 0.01 ppm; Chicory, leaves at
0.01 ppm; Fruit, citrus, group 10-10 at
10 ppm; Fruit, pome, group 11-10 at 10
ppm; Kohlrabi at 0.01 ppm; Radish,
oriental, leaves at 0.01 ppm; Rutabaga,
leaves at 0.01 ppm; Salsify, black, leaves
at 0.01 ppm; Sweet potato, tuber at 3
ppm; Vegetable, Brassica, head and
stem, group 5-16 at 0.01 ppm;
Vegetable, root, except sugar beet,
subgroup 1B at 0.01 ppm; and
Vegetable, tuberous and corm, subgroup
1C, except sweet potato at 10 ppm.

Additionally, the following tolerances
are removed as unnecessary due to the
establishment of the above tolerances:
Alfalfa, forage; Alfalfa, hay; Brassica,
head and stem, subgroup 5A; Carrot,
roots, postharvest; Fruit, citrus, group
10, postharvest; Fruit, pome, group 11,
postharvest; Potato, postharvest; Radish,
tops; Sweet potato (postharvest to sweet
potato intended only for use as seed);
and Vegetable, root (except sugarbeet),
subgroup 1B.

Finally, EPA is revising the tolerance
expression for thiabendazole in 40 CFR
180.242(a)(1) and (2) to clarify (1) that,
as provided in FFDCA section 408(a)(3),
the tolerance covers metabolites and
degradates of thiabendazole not
specifically mentioned; and (2) that
compliance with the specified tolerance
levels is to be determined by measuring
only the specific compounds mentioned
in the tolerance expression. EPA has
determined that it is reasonable to make
this change final without prior proposal
and opportunity for comment, because
public comment is not necessary, in that
the change has no substantive effect on
the tolerance, but rather is merely
intended to clarify the existing tolerance
expression.

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). 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 and modifications 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: August 18, 2021.

Catherine Aubee,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, for the reasons stated in the
preamble, EPA is amending 40 CFR
chapter I as follows:
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PART 180—TOLERANCES AND
EXEMPTIONS FOR PESTICIDE
CHEMICAL RESIDUES IN FOOD

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 §180.242:

m a. Amend paragraph (a)(1) by:

m i. Revising the introductory text.

m ii. In the table:

m A. Adding the heading “Table 1 to
Paragraph (a)(1)”;

m B. Removing the entries for ““Alfalfa,
forage”; and ““Alfalfa, hay”’;

m C. Adding in alphabetical order the
entries “Animal feed, nongrass, group
18”; and “Beet, garden, leaves”;

m D. Removing the entry for ““Brassica,
head and stem, subgroup 5A”;

m E. Adding in alphabetical order the
entries “Brassica, leafy greens, subgroup
4-16B”’; “Burdock, edible, leaves”;
“Carrot, leaves’’; and ““Carrot, roots’;
m F. Removing the entry for “Carrot,
roots, postharvest’;

m G. Adding in alphabetical order the
entries “Celeriac, leaves’’; “‘Chervil,
turnip rooted, leaves”; “Chicory,
leaves”; and “‘Fruit, citrus, group 10—
107’

m H. Removing the entry for “Fruit,
citrus, group 10, postharvest”;

m I. Adding the entry “Fruit, pome,
group 11-10";

m K. Removing the entry for “Fruit,
pome, group 11, postharvest”;

m L. Adding in alphabetical order the
entry ‘“Kohlrabi”;

m M. Removing the entry for “Potato,
postharvest”;

m N. Adding in alphabetical order the
entry ‘“Radish, oriental, leaves”;

m O. Removing the entry for “‘Radish,
tops”’;

m P. Adding in alphabetical order the
entries “‘Rutabaga, leaves”; and ““Salsify,
black, leaves”;

m Q. Removing the entry for “Sweet
potato (postharvest to sweet potato
intended only for use as seed)”’;

m R. Adding in alphabetical order the
entries “Sweet potato, tuber”;

TABLE 1 TO PARAGRAPH (a)(1)

“Vegetable, Brassica, head and stem,
group 5-16"; and ‘“Vegetable, root,
except sugar beet, subgroup 1B”;

m S. Removing the entry for ‘“Vegetable,
root (except sugarbeet), subgroup 1B”;
m T. Adding in alphabetical order the
entry ‘“Vegetable, tuberous and corm,
subgroup 1C, except sweet potato’”” and
m b. Amend paragraph (a)(2) by:

m i. Revising the introductory text.

m ii. In the table, adding the heading
“Table 2 to Paragraph (a)(2)”.

m The additions and revisions read as
follows:

§180.242 Thiabendazole; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of
thiabendazole, including its metabolites
and degradates, in or on the
commodities in table 1 to paragraph
(a)(1). Compliance with the tolerance
levels specified to table 1 to paragraph
(a)(1) is to be determined by measuring
only thiabendazole in or on the
commodity.

Commodity P;ritlﬁopner
LA 1 £= T (o - Vo [T OSSP UUPTUPURPRNE 0.02
P 1= L= T =PTSRS PR PPPPRUPPPRINE 0.02
Animal feed, NONGIass, GrOUP T8 ...ttt b e b e e e b e s a e e et e e e ha e e e b e e s ae e e s he e s b e e ebe e e b e e saneebeesaneeabeesaneeas 0.01
LT Ao ToT o =T o TR o= Y= PP PRSP 0.01
Brassica, head and stem, subgroup 5A1 ... 0.02
Brassica, leafy greens, subgroup 4—16B ... 0.01
BUrdOCK, €aIDIE, [EAVES ..o e e e s e r e e 0.01
(O T o M 1= =N Y TSP SPRP 0.01
Carrot, roots ........ 10
Celeriac, leaves .......ccccoceenee. 0.01
Chervil, turnip rooted, leaves .. 0.01
(O] g TTeToT YA 1= UUPTOPRURORRNE 0.01
FrUit, CItTUS, GrOUDP TO—T0 .ottt ettt h e b e et e bt ea b e e b e e e e bt oo h e e oat e et e e e e b e e be e e ab e e shs e e bt e bb e e b e e saneebeeeaneenbeeaaneens 10
Fruit, pome, group 11-10 .... 10
(o101 = o TSP PPTPR PP 0.01
RadiSh, OFIENTAL IEAVES .......oeeiiieeieiee et e e e ettt e e e e e e — e et e e e ea s aabaeeeeaeeaaasseeeeeeeeaassseseeeeesasassaeeeeeeeaanssneeeeeseaanssnneaaansn 0.01
Rutabaga, leaves .......... 0.01
Salsify, black, leaves .... 0.01
Sweet potato, tuber 3
Vegetable, Brassica, head and Stem, GroUP 516 ........coiiiiiiiiiiieiiiie e e e e e s e e s e e e s n e e e e sn e e e snn e e e snn e e s snnneeannnnees 0.01
Vegetable, root, except sugar beet, sSuDGroup 1B ... e 0.01
Vegetable, root, except sugar beet, subgroup 1B1 .......cccocviviiiinene 0.02
Vegetable, tuberous and corm, subgroup 1C, except SWEEt POALO ........ccceeiiiiiiiiiiiii e 10

1This tolerance expires on February 28, 2022.



Federal Register/Vol. 86, No. 165/Monday, August 30, 2021/Rules and Regulations

48315

(2) Tolerances are established for
residues of thiabendazole, including its
metabolites and degradates, in or on the
commodities in table 2 to paragraph
(a)(2). Compliance with the tolerance

* * * * *

[FR Doc. 2021-18390 Filed 8-27-21; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2021-0523; FRL-5993-04—
OCSPP]

Chlorpyrifos; Tolerance Revocations

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

SUMMARY: On April 29, 2021, the United
States Court of Appeals for the Ninth
Circuit ordered EPA to issue a final rule
concerning the chlorpyrifos tolerances
by August 20, 2021. Based on the
currently available data and taking into
consideration the currently registered
uses for chlorpyrifos, EPA is unable to
conclude that the risk from aggregate
exposure from the use of chlorpyrifos
meets the safety standard of the Federal
Food, Drug, and Cosmetic Act (FFDCA).
Accordingly, EPA is revoking all
tolerances for chlorpyrifos.

DATES: This final rule is effective
October 29, 2021. The tolerances for all
commodities expire on February 28,
2022.

Written objections, requests for
hearings, or requests for a stay identified
by the docket identification (ID) number
EPA-HQ-OPP-2021-0523 must be
received on or before October 29, 2021,
and must be filed in accordance with
the instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION unit in this
document).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2021-0523, 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.

Due to public health concerns related
to COVID-19, the EPA/DC and Reading

levels specified to table 2 to paragraph
(a)(2) is to be determined by measuring
only the sum of thiabendazole (2-(4-
thiazolyl)benzimidazole) and its
metabolite 5-hydroxythiabendazole (free

TABLE 2 TO PARAGRAPH (a)(2)

Room are closed to visitors with limited
exceptions. The staff continues to
provide remote customer service via
email, phone, and webform. For the
latest status information on EPA/DC
services and docket access, visit http://
www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Elissa Reaves, Pesticide Re-Evaluation
Division (7508P), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,
Washington, DC 20460—0001; telephone
number: 703-347—-0206; email address:
OPPChlorpyrifosInquiries@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:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

Other types of entities not listed in
this unit could also be affected. The
NAICS codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. To determine whether
you or your business may be affected by
this action, you should carefully
examine the applicability provisions in
Unit II. If you have any questions
regarding the applicability of this action
to a particular entity, consult the contact
listed under FOR FURTHER INFORMATION
CONTACT.

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

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://

and conjugated) calculated as the
stoichiometric equivalent of
thiabendazole, in or on the commodity.

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-2021-0523 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 29, 2021. Addresses for mail
and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b), although at this time, EPA
strongly encourages those interested in
submitting objections or a hearing
request, to submit objections and
hearing requests electronically. See
Order Urging Electronic Service and
Filing (April 10, 2020), https://
www.epa.gov/sites/production/files/
2020-05/documents/2020-04-10_-_
order_urging_electronic_service_and_
filing.pdf. At this time, because of the
COVID-19 pandemic, the judges and
staff of the Office of Administrative Law
Judges (OALJ) are working remotely and
not able to accept filings or
correspondence by courier, personal
deliver, or commercial delivery, and the
ability to receive filings or
correspondence by U.S. Mail is
similarly limited. When submitting
documents to the U.S. EPA OALJ, a
person should utilize the OALJ e-filing
system, at https://yosemite.epa.gov/OA/
EAB/EAB-ALJ_upload.nsf.

Although EPA’s regulations require
submission via U.S. Mail or hand
delivery, EPA intends to treat
submissions filed via electronic means
as properly filed submissions during
this time that the Agency continues to
maximize telework due to the
pandemic; therefore, EPA believes the
preference for submission via electronic
means will not be prejudicial. If it is


https://www.epa.gov/sites/production/files/2020-05/documents/2020-04-10_-_order_urging_electronic_service_and_filing.pdf
https://www.epa.gov/sites/production/files/2020-05/documents/2020-04-10_-_order_urging_electronic_service_and_filing.pdf
https://www.epa.gov/sites/production/files/2020-05/documents/2020-04-10_-_order_urging_electronic_service_and_filing.pdf
https://www.epa.gov/sites/production/files/2020-05/documents/2020-04-10_-_order_urging_electronic_service_and_filing.pdf
https://www.epa.gov/sites/production/files/2020-05/documents/2020-04-10_-_order_urging_electronic_service_and_filing.pdf
https://yosemite.epa.gov/OA/EAB/EAB-ALJ_upload.nsf
https://yosemite.epa.gov/OA/EAB/EAB-ALJ_upload.nsf
mailto:OPPChlorpyrifosInquiries@epa.gov
http://www.epa.gov/dockets
http://www.epa.gov/dockets
http://www.regulations.gov
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.ecfr.gov/cgi-bin/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
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impossible for a person to submit
documents electronically or receive
service electronically, e.g., the person
does not have any access to a computer,
the person shall so advise OAL]J by
contacting the Hearing Clerk at (202)
564—6281. If a person is without access
to a computer and must file documents
by U.S. Mail, the person shall notify the
Hearing Clerk every time it files a
document in such a manner. The
address for mailing documents is U.S.
Environmental Protection Agency,
Office of Administrative Law Judges,
Mail Code 1900R, 1200 Pennsylvania
Ave. NW, Washington, DC 20460.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178 and
above, please submit a copy of the filing
(excluding any Confidential Business
Information (CBI)) 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 objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2021-0523, using the
Federal eRulemaking Portal at 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.

If you would like to submit CBI with
your hearing request, please first contact
the Pesticide Re-Evaluation Division by
telephone, 703-347-0206, or by email
address: OPPChlorpyrifosInquiries@
epa.gov. Do not submit CBI to EPA
through the Federal eRulemaking Portal
or email.

D. What can I do if I want the Agency
to maintain a tolerance that the Agency
has revoked?

Any affected party has 60 days from
the date of publication of this order to
file objections to any aspect of this order
with EPA and to request an evidentiary
hearing on those objections (21 U.S.C.
346a(g)(2)). A person may raise
objections without requesting a hearing.

The objections submitted must
specify the provisions of the regulation
deemed objectionable and the grounds
for the objection (40 CFR 178.25). While
40 CFR 180.33(i) indicates a fee is due
with each objection, EPA currently
cannot collect such fees per 21 U.S.C.
346a(m)(3). If a hearing is requested, the
objections must include a statement of
the factual issue(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27).

Although any person may file an
objection, EPA will not consider any
legal or factual issue presented in
objections, if that issue could reasonably
have been raised earlier in the Agency’s
review of chlorpyrifos relative to this
petition. Similarly, if you fail to file an
objection to an issue resolved in the
final rule within the time period
specified, you will have waived the
right to challenge the final rule’s
resolution of that issue (40 CFR
178.30(a)). After the specified time,
issues resolved in the final rule cannot
be raised again in any subsequent
proceedings on this rule. See Nader v
EPA, 859 F.2d 747 (9th Cir. 1988), cert
denied 490 U.S. 1931 (1989).

EPA will review any objections and
hearing requests in accordance with 40
CFR 178.30, and will publish its
determination with respect to each in
the Federal Register. A request for a
hearing will be granted only to resolve
factual disputes; objections of a purely
policy or legal nature will be resolved
in the Agency’s final order, and will
only be subject to judicial review
pursuant to 21 U.S.C. 346a(h)(1), (40
CFR 178.20(c) and 178.32(b)(1)). A
hearing will only be held if the
Administrator determines that the
material submitted shows the following:
(1) There is a genuine and substantial
issue of fact; (2) There is a reasonable
probability that available evidence
identified by the requestor would, if
established, resolve one or more of such
issues in favor of the requestor, taking
into account uncontested claims to the
contrary; and (3) Resolution of the
issue(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.30).

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-2021-0523 in the subject line on
the first page of your submission. All
requests must be in writing and must be
received by the Hearing Clerk as
required by 40 CFR part 178 on or
before October 29, 2021.

II. Background

A. What action is the Agency taking?

EPA is revoking all tolerances for
residues of chlorpyrifos. In 2007, the
Pesticide Action Network North
America (PANNA) and the Natural
Resources Defense Council (NRDC) filed
a petition with EPA under section
408(d) of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C.
346a(d), requesting that EPA revoke all

chlorpyrifos tolerances. (Ref. 1). In an
April 29, 2021 decision concerning the
Agency’s orders denying that 2007
Petition and the subsequent objections
to that denial, the Ninth Circuit ordered
EPA to “(1) grant the 2007 Petition; (2)
issue a final regulation within 60 days
following issuance of the mandate that
either (a) revokes all chlorpyrifos
tolerances or (b) modifies chlorpyrifos
tolerances and simultaneously certifies
that, with the tolerances so modified,
the EPA ‘has determined 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,” including for
‘infants and children’; and (3) modify or
cancel related FIFRA registrations for
food use in a timely fashion consistent
with the requirements of 21 U.S.C.
346a(a)(1).” League of United Latin Am.
Citizens v. Regan, 996 F.3d 673 (9th Cir.
2021) (the LULAC decision).

In today’s action, EPA is granting the
2007 Petition, which requested
revocation of the tolerances. While EPA
previously responded to and denied the
individual claims in the original
petition, the Court found EPA’s denial,
at least with regard to the issues raised
in the litigation, to be unsupported by
the record before the Court and ordered
EPA to grant the 2007 Petition and issue
a final rule revoking or modifying
tolerances. EPA is granting the petition
by granting the relief sought by the
petition, i.e., the revocation of the
chlorpyrifos tolerances, for the reasons
stated in this rulemaking. Moreover, the
Court expressly ordered EPA to respond
to the petition by issuing a final rule
under FFDCA section 408(d)(4)(A)(@1).
996 F.3d at 702. That provision of the
statute involves the issuance of a final
rule “without further notice and
without further period for public
comment.” 21 U.S.C. 346a(d)(4)(A)(i).
While the FFDCA provides an option for
EPA to respond to a petition with the
issuance of a proposed rule under
FFDCA section 408(d)(4)(A)(ii) and
thereafter to finalize the proposal, the
Court did not direct EPA to exercise its
authority to finalize its 2015 proposal to
revoke tolerances pursuant to
subparagraph (d)(4)(A)(ii). Nothing in
the Ninth Circuit’s opinion reflects an
expectation that, in complying with the
Court’s order, EPA would or should
finalize the 2015 proposed rule. As
such, EPA is viewing this action as
independent from the 2015 proposal,
and this final rule is based on the
Agency’s current assessment of the
available scientific information, rather
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than a continuation of and finalization
of the Agency’s proposal in 2015 to
revoke chlorpyrifos tolerances.

In this final rule, EPA is revoking all
tolerances for residues of chlorpyrifos
contained in 40 CFR 180.342. This
includes tolerances for residues of
chlorpyrifos on specific food and feed
commodities (180.342(a)(1)); on all food
commodities treated in food handling
and food service establishments in
accordance with prescribed conditions
(180.342(a)(2) and (a)(3)); and on
specific commodities when used under
regional registrations (180.342(c)).

EPA finds that, taking into
consideration the currently available
information and the currently registered
uses of chlorpyrifos, EPA cannot make
a safety finding to support leaving the
current tolerances for residues of
chlorpyrifos in place, as required under
the FFDCA section 408(b)(2). 21 U.S.C.
346a(b)(2). As described in greater detail
below, the Agency’s analysis indicates
that aggregate exposures (i.e., exposures
from food, drinking water, and
residential exposures), which stem from
currently registered uses, exceed safe
levels, when relying on the well-
established 10% red blood cell
acetylcholinesterase (RBC AChE)
inhibition as an endpoint for risk
assessment and including the statutory
tenfold (10X) margin of safety to
account for uncertainties related to the
potential for neurodevelopmental effects
to infants, children, and pregnant
women. Accordingly, the Agency is
therefore revoking all tolerances because
given the currently registered uses of
chlorpyrifos, EPA cannot determine that
there is a reasonable certainty that no
harm will result from aggregate
exposure to residues, including all
anticipated dietary (food and drinking
water) exposures and all other
exposures for which there is reliable
information.

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

EPA is taking this action pursuant to
the authority in FFDCA sections
408(b)(1)(A), 408(b)(2)(A), and
408(d)(4)(A)(i). 21 U.S.C. 346a(b)(1)(A),
(b)(2)(A), (d)(4)(A)E).

C. Overview of Final Rule

When assessing pesticides, EPA
performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of the
FFDCA, see https://www.epa.gov/laws-
regulations/summary-federal-food-drug-
and-cosmetic-act, and for a complete
description of the risk assessment

process, see https://www.epa.gov/
pesticide-science-and-assessing-
pesticide-risks/overview-risk-
assessment-pesticide-program and
https://www.epa.gov/pesticide-science-
and-assessing-pesticide-risks/epas-risk-
assessment-process-tolerance-
reassessment.

In general, to assess the risk of a
pesticide tolerance, EPA combines
information on pesticide toxicity with
information regarding the route,
magnitude, and duration of exposure to
the pesticide. The risk assessment
process involves four distinct steps: (1)
Identification of the toxicological
hazards posed by a pesticide; (2)
Determination of the exposure “level of
concern” for humans, which includes
choosing a point of departure (PoD) that
reflects the adverse health endpoint that
is most sensitive to the pesticide, as
well as uncertainty factors; (3)
Estimation of human exposure to the
pesticide through all applicable routes;
and (4) Characterization of human risk
based on comparison of the estimated
human exposure to the level of concern.
For tolerances, if aggregate exposure to
humans is greater than the Agency’s
determined level of concern, the
Agency’s determination is the tolerances
are not safe.

The following provides a brief
roadmap of the Units in this rule.

e Unit III. contains an overview of the
statutory background, including the
safety standard in FFDCA, and the
registration standard under FIFRA.
FFDCA provides the statutory basis for
evaluating tolerances and directs the
Agency to revoke tolerances that are not
safe.

e Unit IV. provides an overview of
the FFDCA petition that requested that
EPA revoke chlorpyrifos tolerances on
the grounds that those tolerances were
not safe under the FFDCA. While that
petition raised numerous issues, the
primary scientific challenge to the
chlorpyrifos tolerances that was before
the Ninth Circuit related to whether
EPA had selected the correct PoD for
assessing risk. While EPA’s PoD was
based on inhibition of the enzyme
acetylcholinesterase (AChE), petitioners
asserted that the most sensitive health
endpoint was neurodevelopmental
outcomes from exposure to chlorpyrifos.
A summary of that petition, EPA’s
response to that petition, and the
subsequent litigation and Ninth
Circuit’s order directing EPA to revoke
or modify the chlorpyrifos tolerances is
included in this section.

e Unit V. provides an overview of the
regulatory background for chlorpyrifos,
including the numerous human health
risk assessments EPA has conducted

and FIFRA Scientific Advisory Panels
(SAPs) that were convened to discuss
the complex scientific issues associated
with chlorpyrifos.

e Units VL. through VIII. summarizes
EPA’s risk assessment, which reflect the
four-step process described above.

e Unit VI, which focuses on the
hazard assessment of chlorpyrifos,
combines the first two steps to provide
a full picture of how EPA conducts its
hazard assessment. After describing the
process generally, this unit discusses
EPA’s analysis of the hazards posed by
chlorpyrifos, including a discussion of
the available data on AChE inhibition
and the potential for
neurodevelopmental outcomes in the
young. Unit VI. also discusses the
Agency’s process for determining the
endpoint on which to regulate
chlorpyrifos exposure and the rationale
for basing the PoD analysis on 10%
AChE inhibition. Finally, this Unit
includes a discussion of the FQPA
safety factor and the Agency’s reasons
for retaining the default 10X value.

e Unit VIL describes EPA’s exposure
assessment for chlorpyrifos. The unit
includes a description of the general
approach for estimating exposures to
pesticide residues in or on food and in
drinking water, as well as exposures
that come from non-occupational and
non-dietary sources, also referred to as
residential exposures. The unit walks
through how EPA conducted those
exposure assessments for chlorpyrifos,
including a detailed discussion of the
recent refinements to the drinking water
analysis conducted by EPA for
chlorpyrifos.

e Unit VIII. describes the Agency’s
process for assessing aggregate risk
based on the hazard discussed in Unit
VI. and the exposure discussed in Unit
VII. and provides the Agency’s rationale
and conclusions concerning the overall
risks posed by chlorpyrifos based on the
currently registered uses. Unit VIIIL
concludes that the aggregate risks
exceed the level of concern and
therefore the chlorpyrifos tolerances
must be revoked.

Units IX. and X. address procedural
matters, international obligations,
statutory and executive order review
requirements, and the specific revisions
that will be made to the Code of Federal
Regulations with this final rule.

III. Statutory Background

A. Federal Food, Drug, and Cosmetic
Act (FFDCA) Tolerances

A “tolerance” represents the
maximum level for residues of pesticide
chemicals legally allowed in or on raw
agricultural commodities and processed


https://www.epa.gov/laws-regulations/summary-federal-food-drug-and-cosmetic-act
https://www.epa.gov/laws-regulations/summary-federal-food-drug-and-cosmetic-act
https://www.epa.gov/laws-regulations/summary-federal-food-drug-and-cosmetic-act
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/overview-risk-assessment-pesticide-program
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/overview-risk-assessment-pesticide-program
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/overview-risk-assessment-pesticide-program
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/overview-risk-assessment-pesticide-program
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/epas-risk-assessment-process-tolerance-reassessment
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/epas-risk-assessment-process-tolerance-reassessment
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/epas-risk-assessment-process-tolerance-reassessment
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/epas-risk-assessment-process-tolerance-reassessment
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foods. Section 408 of FFDCA, 21 U.S.C.
3464, authorizes the establishment of
tolerances, exemptions from tolerance
requirements, modifications of
tolerances, and revocation of tolerances
for residues of pesticide chemicals in or
on raw agricultural commodities and
processed foods. Without a tolerance or
exemption, pesticide residues in or on
food is considered unsafe, 21 U.S.C.
346a(a)(1), and such food, which is then
rendered “‘adulterated” under FFDCA
section 402(a), 21 U.S.C. 342(a), may not
be distributed in interstate commerce,
21 U.S.C. 331(a).

Section 408(b)(2) of the FFDCA
directs that EPA may establish or leave
in effect a tolerance for a pesticide only
if it finds that the tolerance is safe, and
EPA must revoke or modify tolerances
determined to be unsafe. FFDCA
408(b)(2)(A)({) (21 U.S.C.
346a(b)(2)(A)(i)). Section 408(b)(2)(A)(ii)
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 food, drinking water
and all non-occupational exposures
(e.g., in residential settings), but does
not include occupational exposures to
workers (i.e., occupational). Risks to
infants and children are given special
consideration. Specifically, pursuant to
section 408(b)(2)(C), EPA must assess
the risk of the pesticide chemical based
on available information concerning the
special susceptibility of infants and
children to the pesticide chemical
residues, including neurological
differences between infants and
children and adults, and effects of in
utero exposure to pesticide chemicals;
and available information concerning
the cumulative effects on infants and
children of such residues and other
substances that have a common
mechanism of toxicity. (21 U.S.C.
346a(b)(2)(C)(i)(1I) and (II1)).

This provision further directs that “in
the case of threshold effects, . . . an
additional tenfold margin of safety for
the pesticide chemical residue and other
sources of exposure shall be applied for
infants and children to take into account
potential pre- and postnatal toxicity and
completeness of the data with respect to
exposure and toxicity to infants and
children.” (21 U.S.C. 346a(b)(2)(C)).
EPA is permitted to “use a different
margin of safety for the pesticide
chemical residue only if, on the basis of
reliable data, such margin will be safe
for infants and children.” (21 U.S.C.
346a(b)(2)(C)). Due to Congress’s focus
on both pre- and postnatal toxicity, EPA

has interpreted this additional safety
factor as pertaining to risks to infants
and children that arise due to prenatal
exposure as well as to exposure during
childhood years. This section providing
for the special consideration of infants
and children in section 408(b)(2)(C) was
added to the FFDCA through the Food
Quality Protection Act (FQPA) (Pub. L.
104-170, 110 Stat. 1489 (1996));
therefore, this additional margin of
safety is often referred to as the “FQPA
safety factor (SF)”.

Section 408(d) of the FFDCA, 21
U.S.C. 346a(d), authorizes EPA to
revoke tolerances in response to an
administrative petition submitted by
any person. As explained in more detail
in Unit IV, PANNA and NRDC
submitted a petition in 2007 requesting
revocation of all chlorpyrifos tolerances.
The Ninth Circuit has directed EPA to
grant that petition and issue a rule
revoking or modifying those tolerances.
EPA is issuing this rule in response to
that petition and revoking all
chlorpyrifos tolerances because EPA is
unable to determine, based on data
available at this time, that aggregate
exposures to chlorpyrifos are safe.

B. Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) Registration
Review

Under FIFRA, a pesticide may not be
sold or distributed in the United States
unless it is registered. (7.U.S.C. 136a(a)).
EPA must determine that a pesticide
“will not generally cause unreasonable
adverse effects on the environment in
order to register a pesticide.” 7 U.S.C.
136a(c)(5). The term “unreasonable
adverse effects on the environment” is
defined to include “a human dietary
risk from residues that result from a use
of a pesticide in or on any food
inconsistent with the standard under
section 346a of Title 21.” 7 U.S.C.
136(bb). Thus, the FIFRA registration
standard incorporates the FFDCA safety
standard and requires consideration of
safety at the time of registration and
during the registration review process.

Under section 3(g) of FIFRA (7 U.S.C.
136(a)(g)), EPA is required to re-evaluate
existing registered pesticides every 15
years in a process called “registration
review.” The purpose of registration
review is “‘to ensure that each pesticide
registration continues to satisfy the
FIFRA standard for registration,” 40
CFR 155.40(a)(1), taking into account
changes that have occurred since the
last registration decision, including any
new relevant scientific information and
any changes to risk-assessment
procedures, methods, and data
requirements. 40 CFR 55.53(a). To
ensure that a pesticide continues to

meet the standard for registration, EPA
must determine, based on the available
data, including any additional
information that has become available
since the pesticide was originally
registered or re-evaluated, that the
pesticide does not cause ‘‘unreasonable
adverse effects on the environment.” 7
U.S.C. 136a(c)(1), (5); see also 40 CFR
152.50.

Chlorpyrifos is currently undergoing
registration review, which must be
completed by October 1, 2022. 7 U.S.C.
136a(g)(1)(A)(iv). For information about
the ongoing registration review process
for chlorpyrifos, see https://
www.regulations.gov/docket/EPA-HQ-
OPP-2008-0850.

IV. FFDCA Petition and Related
Litigation

A. 2007 FFDCA Petition

In 2006, EPA issued the Registration
Eligibility Decision (RED) for
chlorpyrifos, which concluded that
chlorpyrifos was eligible for
reregistration as it continued to meet the
FIFRA standard for registration. In
September 2007, PANNA and NRDC
submitted to EPA a petition (the
Petition) seeking revocation of all
chlorpyrifos tolerances under FFDCA
section 408 and cancellation of all
chlorpyrifos pesticide product
registrations under FIFRA. (Ref. 1). That
petition raised several claims regarding
EPA’s 2006 FIFRA reregistration
decision for chlorpyrifos and the active
registrations in support of the request
for tolerance revocations and product
cancellations. Those claims are
described in detail in EPA’s earlier
order denying the petition (82 FR 16581,
April 5, 2017) (FRL-9960-77).

B. Agency Responses and 2017 Order
Denying Petition

On March 29, 2017, EPA denied the
Petition in full (82 FR 16581, April 5,
2017) (FRL-9960-77). Prior to issuing
that order, EPA provided the Petitioners
with two interim responses on July 16,
2012 and July 15, 2014, which denied
six of the Petition’s claims. EPA made
clear in both the 2012 and 2014
responses that, absent a request from
Petitioners, EPA’s denial of those six
claims would not be made final until
EPA finalized its response to the entire
Petition. Petitioners made no such
request, and EPA therefore finalized its
response to those claims in the March
29, 2017 Denial Order.

As background, three of the Petition’s
claims all related to the same issue:
Whether the potential exists for
chlorpyrifos to cause
neurodevelopmental effects in children


https://www.regulations.gov/docket/EPA-HQ-OPP-2008-0850
https://www.regulations.gov/docket/EPA-HQ-OPP-2008-0850
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at exposure levels below EPA’s existing
regulatory standard (10% RBC AChE
inhibition). Because the claims relating
to the potential for neurodevelopmental
effects in children raised novel, highly
complex scientific issues, EPA
originally decided it would be
appropriate to address these issues in
connection with the registration review
of chlorpyrifos under FIFRA section 3(g)
and decided to expedite that review,
intending to finalize it in 2015, well in
advance of the October 1, 2022
registration review deadline (Ref. 2).
EPA decided as a policy matter that it
would address the Petition claims
raising these matters on a similar
timeframe. Id. at 16583.

The complexity of these scientific
issues precluded EPA from finishing its
review according to EPA’s original
timeline, and the Petitioners brought
legal action in the Ninth Circuit Court
of Appeals to compel EPA to either
issue an order denying the Petition or to
grant the Petition by initiating the
tolerance revocation process. The result
of that litigation was that on August 10,
2015, the Court ordered EPA to “issue
either a proposed or final revocation
rule or a full and final response to the
administrative [P]etition by October 31,
2015.” In re Pesticide Action Network N.
Am., 798 F.3d 809, 815 (9th Cir. 2015).

In response to that 2015 order, EPA
issued a proposed rule to revoke all
tolerances for chlorpyrifos on October
28, 2015 (published in the Federal
Register on November 6, 2015 (80 FR
69080)), based on its unfinished
registration review risk assessment. EPA
acknowledged that it had had
insufficient time to complete its
drinking water assessment and its
review of data addressing the potential
for neurodevelopmental effects.
Although EPA noted that further
evaluation might enable more tailored
risk mitigation, EPA was unable to
conclude, based on the information
before EPA at the time, that the
tolerances were safe, since the aggregate
exposure to chlorpyrifos exceeded safe
levels.

On December 10, 2015, the Ninth
Circuit issued a further order requiring
EPA to take final action on its proposed
revocation rule and issue its final
response to the Petition by December
30, 2016. In re Pesticide Action Network
N. Am., 808 F.3d 402 (9th Cir. 2015). In
response to EPA’s request for an
extension of the deadline in order to be
able to fully consider the July 2016
FIFRA Scientific Advisory Panel (SAP)
report regarding chlorpyrifos toxicology,
the Ninth Circuit ordered EPA to
complete its final action by March 31,
2017. In re Pesticide Action Network of

North America v. EPA, 840 F.3d 1014
(9th Cir. 2016). Following that order,
EPA published a Notice of Data
Availability (NODA), seeking comment
on EPA’s revised risk assessment and
water assessment and reopening the
comment period on the proposal to
revoke tolerances. (81 FR 81049,
November 17, 2016) (FRL-9954—65).
On March 29, 2017, and as published
in the Federal Register on April 5, 2017,
the EPA issued an order denying the
Petition (the Denial Order) (82 FR
16581). The specific responses are
described in full in that Denial Order
and summarized again in the Agency’s
denial of objections (84 FR 35555, July
24, 2019) (FRL-9997-06). EPA’s Denial
Order did not issue a determination
concerning the safety of chlorpyrifos.
Rather, EPA concluded that, despite
several years of study, the science
addressing neurodevelopmental effects
remained unresolved and that further
evaluation of the science on this issue
during the remaining time for
completion of registration review was
warranted. EPA therefore denied the
remaining Petition claims, concluding
that it was not required to complete—
and would not complete—the human
health portion of the registration review
or any associated tolerance revocation of
chlorpyrifos without resolution of those
issues during the ongoing FIFRA
registration review of chlorpyrifos.

C. Objections and EPA’s Denial of
Objections

In June 2017, several public interest
groups and states filed objections to the
Denial Order pursuant to the procedures
in FFDCA section 408(g)(2).
Specifically, Earthjustice submitted
objections on behalf of the following 12
public interest groups: Petitioners
PANNA and NRDC, United Farm
Workers, California Rural Legal
Assistance Foundation, Farmworker
Association of Florida, Farmworker
Justice, GreenLatinos, Labor Council for
Latin American Advancement, League
of United Latin American Citizens,
Learning Disabilities Association of
America, National Hispanic Medical
Association and Pineros y Campesinos
Unidos del Noroeste. Another public
interest group, the North Coast River
Alliance, submitted separate objections.
With respect to the states, New York,
Washington, California, Massachusetts,
Maine, Maryland, and Vermont
submitted a joint set of objections (Ref.
1). The objections focused on three main
topics: (1) The Objectors asserted that
the FFDCA requires that EPA apply the
FFDCA safety standard in reviewing any
petition to revoke tolerances and that
EPA’s decision to deny the Petition

without making a safety finding failed to
apply that standard; (2) The Objectors
contended that the risk assessments
EPA conducted in support of the 2015
proposed rule and the 2016 Revised
Human Health Risk Assessment (HHRA)
demonstrated that chlorpyrifos results
in unsafe drinking water exposures and
adverse neurodevelopmental effects and
that EPA therefore was required to issue
a final rule revoking all chlorpyrifos
tolerances; and (3) The Objectors
claimed that EPA committed procedural
error in failing to respond to comments,
and they specifically pointed to
comments related to
neurodevelopmental effects, inhalation
risk, and Dow AgroSciences’ (now doing
business as Corteva AgriScience)
physiologically based pharmacokinetic
model (PBPK model) used in EPA’s
2014 and 2015 human health risk
assessments, which are discussed
further in Unit V.

On July 18, 2019, EPA issued a final
order denying all objections to the
Denial Order and thereby completing
EPA’s administrative denial of the
Petition (the Final Order) (84 FR 35555).
Again, the Final Order did not issue a
determination concerning the safety of
chlorpyrifos. Rather, EPA denied the
objections in part on the grounds that
the data concerning
neurodevelopmental toxicity were not
sufficiently valid, complete, and reliable
to meet the petitioners’ burden.

D. Judicial Challenge to Objections
Denial and 2021 Ninth Circuit Order

On August 7, 2019, the Objectors
(LULAC Petitioners) and States
petitioned the Ninth Circuit for review
of the Denial Order and the Final Order.
The LULAC Petitioners and States
argued that EPA was compelled to grant
the 2007 Petition and revoke
chlorpyrifos tolerances because (1) EPA
lacked authority to maintain
chlorpyrifos tolerances without an
affirmative finding that chlorpyrifos is
safe, (2) EPA’s findings that chlorpyrifos
is unsafe in the Agency’s risk
assessments from 2014 and 2016,
compel it to revoke chlorpyrifos
tolerances, and (3) The 2007 Petition
provided a sufficient basis for EPA to
reconsider the question of chlorpyrifos’s
safety and was not required to prove
that a pesticide is unsafe.

On April 29, 2021, the Ninth Circuit
issued its decision, finding that when
EPA denied the 2007 Petition to revoke
chlorpyrifos tolerances, it was
essentially leaving those chlorpyrifos
tolerances in effect, which, the Court
noted, the FFDCA only permits if EPA
has made a determination that such
tolerances were safe. League of United
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Latin Am. Citizens v. Regan, 996 F.3d.
673 (9th Cir. 2021). Although EPA
argued that it was not compelled to
reconsider its safety determination
because the 2007 Petition had failed to
meet the threshold requirement of
providing reliable evidence that the
tolerances were unsafe, the Court found
that the Petition provided the necessary
“reasonable grounds,” which triggered
EPA’s duty to ensure the tolerances
were safe. Id. at 695. Since EPA’s Denial
Order and Final Order failed to make
any safety determinations for
chlorpyrifos, the Court concluded that
EPA violated the FFDCA by leaving
those tolerances in place without the
requisite safety findings. Id. at 695—96.
Moreover, in light of the record before
the Court, including the 2016 HHRA
indicating that the current chlorpyrifos
tolerances are not safe, the Court found
EPA’s denial of the 2007 Petition to be
arbitrary and capricious. Id. at 697.
Based on the available record, the Court
concluded that EPA must grant the
Petition and issue a final rule modifying
or revoking the tolerances under FFDCA
section 408(d)(4)(A)(i). Id. at 701.

The Court recognized that EPA had
been continuing to evaluate chlorpyrifos
in registration review and had issued
additional regulatory documents
concerning chlorpyrifos after the record
closed in the litigation, e.g., the 2020
Proposed Interim Registration Review
Decision and 2020 SAP, both of which
are discussed in more detail in Unit V.
below, and noted that such information
could be relevant to a safety
determination. Id. at 703. The Court
allowed that if the new information
could support a safety determination,
EPA might issue a final rule modifying
chlorpyrifos tolerances rather than
revoking them, although the Court
directed EPA to act “immediately’” and
not engage in ‘“further factfinding.” Id.
at 703. As a result, the Court ordered
EPA to: (1) Grant the 2007 Petition; (2)
Issue a final rule within 60 days of the
issuance of the mandate that either
revokes all chlorpyrifos tolerances or
modifies chlorpyrifos tolerances,
provided that such modification is
supported by a safety finding, and (3)
Modify or cancel related FIFRA
registrations for food use in a timely
fashion. Id. at 703—04. Since the
mandate was issued on June 21, 2021,
the deadline for issuing this final rule is
August 20, 2021.

V. Chlorpyrifos Background and
Regulatory History

Chlorpyrifos (0,0-diethyl-0-3,5,6-
trichloro-2-pyridyl phosphorothioate) is
a broad-spectrum, chlorinated
organophosphate (OP) insecticide.

Given the complex scientific nature of
the issues reflected in this rule, EPA is
alerting the reader that many of the
technical terms used in this unit will be
described more fully in a subsequent
unit.

Chlorpyrifos, like other OP pesticides,
affects the nervous system by inhibiting
acetylcholinesterase (AChE), an enzyme
necessary for the proper functioning of
the nervous system. This can ultimately
lead to signs of neurotoxicity. As
discussed in more detail below, while
there are data that indicate an
association between chlorpyrifos and
neurodevelopmental outcomes, there
remains uncertainty in the dose-
response relationship and the levels at
which these outcomes occur. In an effort
to resolve this scientific uncertainty,
evaluation of toxicology and
epidemiology studies of chlorpyrifos,
specific to determining the appropriate
regulatory endpoint, has been the focus
of EPA’s work on chlorpyrifos for over
a decade.

Chlorpyrifos has been registered for
use in the United States since 1965.
Currently registered use sites include a
large variety of food crops (including
fruit and nut trees, many types of fruits
and vegetables, and grain crops), and
non-food use settings (e.g., golf course
turf, industrial sites, greenhouse and
nursery production, sod farms, and
wood products). Public health uses
include aerial and ground-based fogger
mosquito adulticide treatments, roach
bait products, and individual fire ant
mound treatments. In 2000, the
chlorpyrifos registrants reached an
agreement with EPA to voluntarily
cancel all residential use products
except those registered for ant and roach
baits in child-resistant packaging and
fire ant mound treatments. See, e.g., 65
FR 76233, December 6, 2000) (FRL—
6758-2); 66 FR 47481, September 12,
2001) (FRL-6799-7).

In 2006, EPA completed FIFRA
section 4 reregistration and FFDCA
tolerance reassessment for chlorpyrifos
and the OP class of pesticides,
concluding that the existing tolerances
were safe and that chlorpyrifos
continued to meet the FIFRA standard
for registration. In that effort, EPA relied
on RBC AChE inhibition as the endpoint
for examining risk.

Subsequently, given ongoing
scientific developments in the study of
the OPs generally, EPA chose to
prioritize the FIFRA section 3(g)
registration review (the subsequent
round of re-evaluation following
reregistration) of chlorpyrifos and the
OP class. The registration review of
chlorpyrifos and the OPs has presented
EPA with numerous novel scientific

issues which the Agency has taken to
multiple independent FIFRA SAP
reviews. (Note: The SAP is a federal
advisory committee created by FIFRA
section 25(d), 7 U.S.C. 136w(d), and
serves as EPA’s primary source of peer
review for significant regulatory and
policy matters involving pesticides.)

These SAPs, which have included the
review of new worker and non-
occupational exposure methods,
experimental toxicology and
epidemiology, and the evaluation of a
chlorpyrifos-specific physiologically-
based pharmacokinetic-
pharmacodynamic (PBPK-PD, see Unit
VII. for definitions) model. These FIFRA
SAP reviews have resulted in significant
developments in EPA’s risk assessments
generally, and, more specifically, in the
study of chlorpyrifos’s effects. In
particular, and partly in response to the
issues raised in the 2007 Petition, EPA
has conducted extensive reviews of
available data to evaluate the possible
connection between chlorpyrifos and
adverse neurodevelopmental effects,
and to assess whether the
neurodevelopmental effects could be
used to determine points of departure
(PoDs) for assessing chlorpyrifos. On
this particular topic, EPA has convened
three FIFRA SAP reviews. EPA has
taken FIFRA SAP recommendations into
consideration as it has developed risk
assessments and regulatory documents
for chlorpyrifos. The remainder of this
Unit provides a brief regulatory
overview for chlorpyrifos by presenting
a summary of the chronology of the
FIFRA SAPs and Agency assessments of
chlorpyrifos.

The 2008 FIFRA SAP evaluated the
Agency’s preliminary review of
available literature and research on
epidemiology in mothers and children
following exposures to chlorpyrifos and
other OPs, laboratory studies on animal
behavior and cognition, AChE
inhibition, and mechanisms of action.
(Ref. 3) The 2008 FIFRA SAP
recommended that AChE inhibition
remain as the source of data for the
points of departure (PoDs, see Unit VIL
for definitions), but noted that despite
some uncertainties, the Columbia Center
for Children’s Environmental Health
(CCCEH) epidemiologic studies “is
epidemiologically sound” and
“provided extremely valuable
information” for evaluating the
potential neurodevelopmental effects of
chlorpyrifos (Ref. 3). See Unit VI.A.2.
for neurodevelopmental toxicity.

The 2010 FIFRA SAP favorably
reviewed EPA’s 2010 draft
epidemiology framework. (Ref. 4, 5)
This draft framework, titled
“Framework for Incorporating Human
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Epidemiologic & Incident Data in Risk
Assessments in Pesticides,” described
the use of the Bradford Hill Criteria as
modified in the Mode of Action
Framework to integrate epidemiology
information with other lines of
evidence. As suggested by the 2010
FIFRA SAP, EPA did not immediately
finalize the draft framework but instead
used it in several pesticide evaluations
prior to making revisions and finalizing
it. EPA’s Office of Pesticide Program’s
(OPP) finalized this epidemiology
framework in December 2016 (Ref. 5).

In 2011, EPA released its preliminary
human health risk assessment (2011
HHRA) for the registration review of
chlorpyrifos. The 2011 HHRA used 10%
RBC AChE inhibition from laboratory
rats as the critical effect (or PoD) for
extrapolating risk. It also used the
default 10X uncertainty factors for inter-
and intra-species extrapolation. The 10X
FQPA SF was removed with a note to
the public that a weight of evidence
(WOE) evaluation would be
forthcoming, as described in the 2010
draft “Framework for Incorporating
Human Epidemiologic & Incident Data
in Health Risk Assessment.”

In 2011, EPA convened a meeting of
the FIFRA SAP to review the PBPK-PD
model for chlorpyrifos. The panel made
numerous recommendations for the
improvement of the model for use in
regulatory risk assessment, including
the inclusion of dermal and inhalation
routes. From 2011-2014, Dow
AgroSciences, in consultation with EPA,
refined the PBPK—PD model, and those
refinements were sufficient to allow for
use of the PBPK-PD model in the next
HHRA.

In 2012, the Agency convened another
meeting of the FIFRA SAP to review the
latest experimental data related to RBC
AChE inhibition, cholinergic and non-
cholinergic adverse outcomes, including
neurodevelopmental studies on
behavior and cognition effects. The
Agency also performed an in-depth
analysis of the available chlorpyrifos
biomonitoring data and of the available
epidemiologic studies from three major
children’s health cohort studies in the
United States, including those from the
CCCEH, Mount Sinai, and University of
California, Berkeley. The Agency
explored plausible hypotheses on mode
of actions/adverse outcome pathways
(MOAs/AOPs) leading to
neurodevelopmental outcomes seen in
the biomonitoring and epidemiology
studies.

The 2012 FIFRA SAP described the
Agency’s epidemiology review as “very
clearly written, accurate” and ‘““very
thorough review”. (Ref. 6 at 50-52, 53)
It went further to note that it “believes

that the [Agency’s] epidemiology review
appropriately concludes that the studies
show some consistent associations
relating exposure measures to abnormal
reflexes in the newborn, pervasive
development disorder at 24 or 36
months, mental development at 7-9
years, and attention and behavior
problems at 3 and 5 years of

age. . . . . > The 2012 FIFRA SAP
concluded that the RBC AChE
inhibition remained the most robust
dose-response data, though expressed
significant concerns about the degree to
which 10% RBC AChE inhibition is
protective for neurodevelopmental
effects, pointing to evidence from
epidemiology, in vivo animal studies,
and in vitro mechanistic studies, and
urged the EPA to find ways to use the
CCCEH data.

In 2014, EPA released a revised
human health risk assessment (2014
HHRA. (Ref. 7). The revised assessment
used the chlorpyrifos PBPK—PD model
for deriving human PoDs for RBC AChE
inhibition, thus obviating the need for
the inter-species extrapolation factor (as
explained later in this Unit) and
providing highly refined PoDs which
accounted for gender, age, duration and
route specific exposure considerations.
The PBPK-PD model was also used to
develop data derived intra-species
factors for some lifestages. The 10X
FQPA SF was retained based on the
outcome of the 2012 FIFRA SAP and
development of a WOE analysis on
potential for neurodevelopmental
outcomes according to EPA’s
“Framework for Incorporating Human
Epidemiologic & Incident Data in Risk
Assessments for Pesticides.” The 2014
HHRA, taken together with the Agency’s
drinking water assessment, identified
estimated aggregate risks exceeding the
level of concern for chlorpyrifos.

On November 6, 2015, EPA issued a
proposed rule to revoke all tolerances of
chlorpyrifos, based on the aggregate
risks exceeding the level of concern (80
FR 69079) (FRL-9935-92). In this
proposed rulemaking, EPA specified
that it was unable to conclude that
aggregate exposures from use of
chlorpyrifos met the FFDCA’s
“reasonable certainty of no harm”
standard due to risks identified from the
drinking watering using a national-scale
assessment (i.e., using default values
and conservative assumptions). At that
time, the EPA had not completed a
refined drinking water assessment (i.e.,
a higher-tier and more resource-
intensive assessment relying on more
targeted inputs) or an additional
analysis of the hazard of chlorpyrifos
that was suggested by several
commenters to the 2014 HHRA. Those

commenters raised the concern that the
use of 10% RBC AChE inhibition for
deriving PoDs for chlorpyrifos may not
provide a sufficiently health protective
human health risk assessment given the
potential for neurodevelopmental
outcomes.

In 2015, EPA conducted additional
hazard analyses using data on
chlorpyrifos levels in fetal cord blood
reported by the CCCEH study
investigators. The Agency convened
another meeting of the FIFRA SAP in
April 2016 to evaluate a proposal of
using cord blood data from the CCCEH
epidemiology studies as the source of
data for the PoDs. The 2016 SAP did not
support the “direct use” of the cord
blood and working memory data for
deriving the regulatory endpoint, due in
part to insufficient information about
timing and magnitude of chlorpyrifos
applications in relation to cord blood
concentrations at the time of birth,
uncertainties about the prenatal
window(s) of exposure linked to
reported effects, lack of a second
laboratory to reproduce the analytical
blood concentrations, and lack of raw
data from the epidemiology study. (Ref.
8)

Despite its critiques of uncertainties
in the CCCEH studies, the 2016 FIFRA
SAP expressed concern that 10% RBC
AChE inhibition is not sufficiently
protective of human health.
Specifically, the FIFRA SAP stated that
it “‘agrees that both epidemiology and
toxicology studies suggest there is
evidence for adverse health outcomes
associated with chlorpyrifos exposures
below levels that result in 10% RBC
AChE inhibition (i.e., toxicity at lower
doses).” (Id. at 18). (Ref. 8)

Taking into consideration the
conclusions of the 2016 SAP, EPA
issued another HHRA using a dose
reconstruction approach to derive the
PoD based on the neurodevelopmental
effects observed in the CCCEH study. In
2016, EPA also issued a revised
drinking water assessment (2016 DWA).
EPA issued a Notice of Data Availability
seeking public comment on the 2016
HHRA and 2016 DWA. (81 FR 81049,
November 17, 2016) (FRL-9954—65).

In 2017, in response to a Ninth Circuit
order, EPA denied the 2007 Petition on
the grounds that “further evaluation of
the science during the remaining time
for completion of registration review is
warranted to achieve greater certainty as
to whether the potential exists for
adverse neurodevelopmental effects to
occur from current human exposures to
chlorpyrifos.” (82 FR at 16583). As part
of this commitment to further evaluate
the science, EPA evaluated the new
laboratory animal studies with results
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suggesting effects on the developing
brain occur at doses lower than doses
that cause AChE inhibition, and
concluded that they are not sufficient
for setting a PoD. While EPA sought to
verify the conclusions of the
epidemiology studies conducted by
Columbia University it has been unable
to confirm the findings of the CCCEH
papers or conduct alternative statistical
analyses to evaluate the findings. In
summary, while EPA sought to address
the potential neurodevelopmental
effects associated with chlorpyrifos
exposure over the past decade, these
efforts ultimately concluded with the
lack of a suitable regulatory endpoint
based on these potential effects.
However, these efforts do not alleviate
the Agency’s concerns regarding
potential neurodevelopmental effects.

In October 2020, EPA released its
latest human health risk assessment
(2020 HHRA) and drinking water
assessment (2020 DWA). (Ref. 9 and 10)
Due to the shortcomings of the data
upon which the 2016 HHRA was based
and the uncertainty surrounding the
levels around which
neurodevelopmental effects may occur,
the 2020 HHRA uses the same endpoint
and PoDs as those used in the 2014
HHRA (i.e., the PBPK-PD model has
been used to estimate exposure levels
resulting in 10% RBC AChE inhibition
following acute (single day, 24 hours)
and steady state (21-day) exposures for
a variety of exposure scenarios for
chlorpyrifos and/or chlorpyrifos oxon).
The 2020 HHRA retained the default
10X FQPA SF, but also presented risk
estimates at a reduced 1X FQPA SF,
though it did not adopt or attempt to
justify use of this approach.

Then, in December 2020, as part of its
FIFRA registration review, EPA issued
its Proposed Interim Registration
Review Decision (2020 PID) for
chlorpyrifos (85 FR 78849, December 7,
2020) (FRL-10017-13). The 2020 PID
was based on comparing estimates in
the 2020 HHRA with the values from
the 2020 DWA, and retaining the 10X
FQPA safety factor, the PID proposed to
limit applications of chlorpyrifos in this
country would be reduced to certain
uses in certain regions of the United
States. The PID proposed to conclude
that the Agency could make a safety
finding for the approach in this path
forward, as risk would be based on
limited uses in limited geographic areas,
as specified. This proposed path
forward was intended to offer to
stakeholders a way to mitigate the
aggregate risk from chlorpyrifos, which
the Agency had determined would
exceed risk levels of concern without
the proposed use restrictions.

In December 2020, EPA requested
public comment on the 2020 PID, 2020
HHRA, and 2020 DWA. EPA extended
the 60-day comment period by 30 days
and it closed on March 7, 2021.

VI. EPA’s Hazard Assessment for
Chlorpyrifos

A. General Approach to Hazard
Identification, Dose-Response
Assessment, and Extrapolation

Any risk assessment begins with an
evaluation of a chemical’s inherent
properties, and whether those properties
have the potential to cause adverse
effects (i.e., a hazard identification). In
evaluating toxicity or hazard, EPA
reviews toxicity data, typically from
studies with laboratory animals, to
identify any adverse effects on the test
subjects. Where available and
appropriate, EPA will also take into
account studies involving humans,
including human epidemiological
studies. The animal toxicity database for
a conventional, food use pesticide
usually consists of studies investigating
a broad range of endpoints including
potential for carcinogenicity,
mutagenicity, developmental and
reproductive toxicity, and neurotoxicity.
These studies include gross and
microscopic effects on organs and
tissues, functional effects on bodily
organs and systems, effects on blood
parameters (such as red blood cell
count, hemoglobin concentration,
hematocrit, and a measure of clotting
potential), effects on the concentrations
of normal blood chemicals (including
glucose, total cholesterol, urea nitrogen,
creatinine, total protein, total bilirubin,
albumin, hormones, and enzymes such
as alkaline phosphatase, alanine
aminotransferase and cholinesterases),
and behavioral or other gross effects
identified through clinical observation
and measurement. EPA examines
whether adverse effects are caused by
different durations of exposure ranging
from short-term (acute) to long-term
(chronic) pesticide exposure and
different routes of exposure (oral,
dermal, inhalation). Further, EPA
evaluates potential adverse effects in
different age groups (adults as well as
fetuses and juveniles). (Ref. 11 at 8-10).

Once a pesticide’s potential hazards
are identified, EPA determines a
toxicological level of concern for
evaluating the risk posed by human
exposure to the pesticide. In this step of
the risk assessment process, EPA
essentially evaluates the levels of
exposure to the pesticide at which
effects might occur. An important aspect
of this determination is assessing the
relationship between exposure (dose)

and response (often referred to as the
dose-response analysis). In evaluating a
chemical’s dietary risks, EPA uses a
reference dose (RfD) approach, which
typically involves a number of
considerations including:

e A “point of departure” (PoD):
Typically, the PoD is the value from a
dose-response curve that is at the low
end of the observable data in laboratory
animals and that is the toxic dose that
serves as the ‘starting point’ in
extrapolating a risk to the human
population, although a PoD can also be
derived from human data as well. PoDs
are selected to be protective of the most
sensitive adverse toxic effect for each
exposure scenario, and are chosen from
toxicity studies that show clearly
defined No Observed Adverse Effect
Levels (NOAELSs) or Lowest Observed
Adverse Effect Levels (LOAELSs), dose-
response relationships, and
relationships between the chemical
exposure and effect. EPA will select
separate PoDs, as needed, for each
expected exposure duration (e.g., acute,
chronic, short-term, intermediate-term)
and route of exposure (e.g., oral, dermal,
inhalation). For chlorpyrifos, as
discussed later in this Unit, EPA
derived PoDs based on 10% RBC AChE
inhibition.

e Interspecies extrapolation: Because
most PoDs are derived from toxicology
studies in laboratory animals, there is a
need to extrapolate from animals to
humans. In typical risk assessments, a
default tenfold (10X) uncertainty factor
is used to address the potential for a
difference in toxic response between
humans and animals used in toxicity
tests. For chlorpyrifos, as described
further below, EPA used a sophisticated
model called a physiologically based
pharmacokinetic-pharmacodynamic
(PBPK-PD) model that accounts for
differences in laboratory animals and
humans, thereby obviating the need for
the default interspecies factor.

¢ Intraspecies extrapolation: To
address the potential for differences in
sensitivity in the toxic response across
the human population, EPA conducts
intraspecies extrapolation. In typical
risk assessments, a 10X default
uncertainty factor is used. For
chlorpyrifos, the PBPK-PD model used
to derive PoDs also accounts for
differences in metabolism and toxicity
response across the human population
for some age groups and some
subpopulations, which allows the
default factor of 10X to be refined in
accordance with EPA’s 2014 Guidance
for Applying Quantitative Data to
Develop Data-Derived Extrapolation
Factors for Interspecies and Intraspecies
Extrapolation.
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e Food Quality Protection Act safety
factor (FQPA SF)): The FFDCA section
408(b)(2)(C) instructs EPA, in making its
“reasonable certainty of no harm”
finding, that in “the case of threshold
effects, an additional tenfold margin of
safety for the pesticide chemical residue
and other sources of exposure shall be
applied for infants and children to take
into account potential pre- and post-
natal toxicity and completeness of data
with respect to exposure and toxicity to
infants and children.” Section
408(b)(2)(C) further states that ‘““the
Administrator may use a different
margin of safety for the pesticide
chemical residue only if, on the basis of
reliable data, such margin will be safe
for infants and children.” For
chlorpyrifos, as discussed later in this
Unit, EPA is retaining the default 10X
FQPA SF.

In the human health risk assessment
process, as indicated above, EPA uses
the selected PoD to calculate a RfD for
extrapolating risk. The RfD is calculated
by dividing the selected PoD by any
applicable interspecies and intraspecies
factors and other relevant uncertainty
factors such as LOAEL to NOAEL factor
or database uncertainty factor.

After calculating the RfD, as indicated
above, EPA retains an additional safety
factor of 10X to protect infants and
children (the FQPA safety factor), unless
reliable data support selection of a
different factor, as required under the
FFDCA. As described in EPA’s policy
for determining the appropriate FQPA
safety factor, this additional safety factor
often overlaps with other traditional
uncertainty factors (e.g., LOAEL to
NOAEL factor or database uncertainty
factor), but it might also account for
residual concerns related to pre- and
postnatal toxicity or exposure. (Ref. 35
at 13—16) In implementing FFDCA
section 408, EPA calculates a variant of
the RID referred to as a Population
Adjusted Dose (PAD), by dividing the
RfD by the FQPA SF. Risk estimates less
than 100% of the PAD are safe.

B. Toxicological Effects of Chlorpyrifos

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information for chlorpyrifos in
support of this action. For over a
decade, EPA has evaluated the scientific
evidence surrounding the different
health effects associated with
chlorpyrifos. The Agency has conducted
extensive reviews of the scientific
literature on health outcomes associated
with chlorpyrifos and presented
approaches for evaluating and using that
information to the FIFRA SAP on
several occasions, as discussed above in

Unit V. Chlorpyrifos has been tested in
toxicological studies for the potential to
cause numerous different adverse
outcomes (e.g., reproductive toxicity,
developmental toxicity, cancer,
genotoxicity, dermal toxicity, endocrine
toxicity, inhalation toxicity, and
immunotoxicity). The inhibition of
ACHhE leading to cholinergic
neurotoxicity and the potential for
effects on the developing brain (i.e.,
neurodevelopmental effects) are the
most sensitive effects seen in the
available data. (2020 HHRA p. 6). The
SAP reports have rendered numerous
recommendations for additional study
and sometimes conflicting advice for
how EPA should consider (or not
consider) the data in conducting EPA’s
registration review human health risk
assessment for chlorpyrifos.

Unit VI. discusses the Agency’s
assessment of the science relating to
ACHhE inhibition and the potential for
neurodevelopmental effects. Other
adverse outcomes besides AChE
inhibition and neurodevelopment are
less sensitive and are thus not discussed
in detail here. Further information
concerning those effects can be found in
the 2000 human health risk assessment
which supported the RED and the 2011
preliminary human health risk
assessment. (Ref. 12 and 13).

1. Acetylcholinesterase (AChE)
Inhibition

Chlorpyrifos, like other OP pesticides,
affects the nervous system by inhibiting
AChE, an enzyme necessary for the
proper functioning of the nervous
system and ultimately leading to signs
of neurotoxicity. This mode of action, in
which AChE inhibition leads to
neurotoxicity, is well-established, and
thus has been used as basis for the PoD
for OP human health risk assessments,
including chlorpyrifos. This science
policy is based on decades of work,
which shows that AChE inhibition is
the initial event in the pathway to acute
cholinergic neurotoxicity.

The Agency has conducted a
comprehensive review of the available
data and public literature regarding this
adverse effect from chlorpyrifos. (Ref. 8
at 24-25, Ref. 13 at 25-27) There are
many chlorpyrifos studies evaluating
RBC ACHhE inhibition or the brain in
multiple lifestages (gestational, fetal,
post-natal, and non-pregnant adult),
multiple species (rat, mouse, rabbit, dog,
human), methods of oral administration
(oral gavage with corn oil, dietary,
gavage via milk) and routes of exposure
(oral, dermal, inhalation via vapor and
via aerosol). In addition, chlorpyrifos is
unique in the availability of AChE data
from peripheral tissues in some studies

(e.g., heart, lung, liver). There are also
literature studies comparing the in vitro
AChE response to a variety of tissues
which show similar sensitivity and
intrinsic activity. Across the database,
brain AChE tends to be less sensitive
than RBC AChE or peripheral AChE. In
oral studies, RBC AChE inhibition is
generally similar in response to
peripheral tissues. Thus, the in vitro
data and oral studies combined support
the continued use of RBC AChE
inhibition as the critical effect for
quantitative dose-response assessment.

Female rats tend to be more sensitive
than males to these AChE effects. For
chlorpyrifos, there are data from
multiple studies which provide robust
RBC AChE data in pregnant, lactating,
and non-pregnant female rats from oral
exposure (e.g., developmental
neurotoxicity (DNT), reproductive, and
subchronic data).

In addition, studies are available in
juvenile pups which show age-
dependent differences, particularly
following acute exposures, in sensitivity
to chlorpyrifos and its oxon. As
discussed above, this sensitivity is not
derived from differences in the AChE
enzyme itself but instead are derived
largely from the immature metabolic
clearance capacity in the juveniles.

2. Neurodevelopmental Toxicity

In addition to information on the
effects of chlorpyrifos on AChE, there is
an extensive body of information (in the
form of laboratory animal studies,
epidemiological studies, and
mechanistic studies) studying the
potential effects on neurodevelopment
in infants and children following
exposure to OPs, including chlorpyrifos.

There are numerous laboratory animal
studies on chlorpyrifos in the literature
that have evaluated the impact of
chlorpyrifos exposure in pre- and post-
natal dosing on the developing brain.
These studies vary substantially in their
study design, but all involve gestational
and/or early postnatal dosing with
behavioral evaluation from adolescence
to adulthood. The data provide
qualitative support for chlorpyrifos to
potentially impact the developing
mammalian brain with adverse
outcomes in several neurological
domains including cognitive, anxiety
and emotion, social interactions, and
neuromotor function. It is, however,
important to note that there is little
consistency in patterns of effects across
studies. In addition, most of these
studies use doses that far exceed EPA’s
10% benchmark response level for RBC
AChE inhibition. There are only a few
studies with doses at or near the 10%
brain or RBC AChE inhibition levels;
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among these only studies from Carr
laboratory at Mississippi State
University are considered by EPA to be
high quality. EPA has concluded that
the laboratory animal studies on
neurodevelopmental outcomes are not
sufficient for quantitatively establishing
a PoD. Moreover, EPA has further
concluded that the laboratory animal
studies do not support a conclusion that
adverse neurodevelopmental outcomes
are more sensitive than 10% RBC AChE
inhibition. (Ref. 8 at 25—-31, Ref. 9 at 88—
89).

EPA evaluated numerous
epidemiological studies on chlorpyrifos
and other OP pesticides in accordance
with the “Framework for Incorporating
Human Epidemiologic & Incident Data
in Health Risk Assessment.” (Ref. 8, 14,
and 15) The most robust epidemiologic
research comes from three prospective
birth cohort studies. These include: (1)
The Mothers and Newborn Study of
North Manhattan and South Bronx
performed by the Columbia Children’s
Center for Environmental Health
(CCCEH) at Columbia University; (2) the
Mount Sinai Inner-City Toxicants, Child
Growth and Development Study or the
“Mt. Sinai Child Growth and
Development Study;” and (3) the Center
for Health Assessment of Mothers and
Children of Salinas Valley
(CHAMACOS) conducted by researchers
at University of California Berkeley.
(Ref. 8 at 32—43).

In the case of the CCCEH study,
which specifically evaluated the
possible connections between
chlorpyrifos levels in cord blood and
neurodevelopmental outcomes on a
specific cohort, there are a number of
notable associations. (Ref. 8 at 36—38).
Regarding infant and toddler
neurodevelopment, the CCCEH authors
reported statistically significant deficits
of 6.5 points on the Psychomotor
Development Index at three years of age
when comparing high to low exposure
groups. Notably, these decrements
persist even after adjustment for group
and individual level socioeconomic
variables. These investigators also
observed increased odds of mental delay
and psychomotor delay at age three
when comparing high to low exposure
groups. The CCCEH authors also report
strong, consistent evidence of a positive
association for attention disorders,
attention deficit hyperactivity disorder
(ADHD), and pervasive development
disorder (PDD) when comparing high to
low chlorpyrifos exposure groups.
Moreover, it was reported that for
children in the CCCEH cohort at age
seven for each standard deviation
increase in chlorpyrifos cord blood
exposure, there is a 1.4% reduction in

Full-Scale IQ and a 2.8% reduction in
Working Memory. In addition, the
CCCEH authors evaluated the
relationship between prenatal
chlorpyrifos exposure and motor
development/movement and reported
elevated risks of arm tremor in children
around 11 years of age in the CCCEH
cohort.

Notwithstanding the observed
associations, EPA and the 2012 and
2016 FIFRA SAPs identified multiple
uncertainties in the CCCEH
epidemiology studies (Ref. 6 and 8).
Some of these include the relatively
modest sample sizes, which limited the
statistical power; exposure at one point
in prenatal time with no additional
information regarding postnatal
exposures; representativeness of a single
point exposure where time-varying
exposures or the ability to define
cumulative exposures would be
preferable; lack of specificity of a
critical window of effect and the
potential for misclassification of
individual exposure measures; and lack
of availability of the raw data from the
studies that would allow verification of
study conclusions.

One of the notable uncertainties in the
CCCEH epidemiology studies identified
by EPA and the 2016 FIFRA SAP is the
lack of specific exposure information on
the timing, frequency, and magnitude of
chlorpyrifos application(s) in the
apartments of the women in the study.
Despite extensive effort by EPA to
obtain or infer this exposure
information from various sources, the
lack of specific exposure data remains a
critical uncertainty. EPA made efforts in
2014 and 2016 to develop dose
reconstruction of the exposures to these
women. These dose reconstruction
activities represent the best available
information and tools but are highly
uncertain. In addition, the pregnant
women and children in the CCCEH
studies were exposed to multiple
chemicals, including multiple potent
AChE inhibiting OPs and N-methyl
carbamates. Moreover, using EPA’s dose
reconstruction methods from 2014
suggest that the pregnant women likely
did not exhibit RBC AChE inhibition
above 10%. The 2012 and 2016 FIFRA
SAP reports expressed concern that it is
likely that the CCCEH findings occurred
at exposure levels below those that
result in 10% RBC AChE inhibition
(Ref. 6 and 8). However, given the
available CCCEH exposure information
and the exposures to multiple potent
AChE inhibiting pesticides, EPA cannot
definitively conclude the level of AChE
inhibition. EPA remains unable to make
a causal linkage between chlorpyrifos
exposure and the outcomes reported by

CCCEH investigators. (Ref. 8) Moreover,
given the uncertainties, particularly in
the exposure information available from
CCCEH (single timepoints, lack of time
varying exposure, lack of knowledge
about application timing), uncertainties
remain about the dose-response
relationships from the epidemiology
studies.

Finally, there are several lines of
evidence for actions of chlorpyrifos
distinct from the classical mode of
action of AChE inhibition. This
information has been generated from
model systems representing different
levels of biological organization and
provide support for molecular initiating
events (binding to the morphogenic site
of AChE, muscarinic receptors, or
tubulin), cellular responses (alterations
in neuronal proliferation,
differentiation, neurite growth, or
intracellular signaling), and responses at
the level of the intact nervous system
(serotonergic tone, axonal transport).
Among the many in vitro studies on
endpoints relevant to the developing
brain available for chlorpyrifos, only
three have identified outcomes in
picomole concentrations, including
concentrations lower than those that
elicit AChE inhibition in vitro.
However, as is the case for many other
developmental neurotoxicants, most of
these studies have not been designed
with the specific goal of construction or
testing an adverse outcome pathway.
Thus, there are not sufficient data
available to test rigorously the causal
relationship between effects of
chlorpyrifos at the different levels of
biological organization in the nervous
system. (Ref. 8 at 27-31)

Due to the complexity of nervous
system development involving the
interplay of many different cell types
and developmental timelines, it is
generally accepted that no single in vitro
screening assay can recapitulate all the
critical processes of neurodevelopment.
As a result, there has been an
international effort to develop a battery
of new approach methodologies (NAMs)
to inform the DNT potential for
individual chemicals. This DNT NAM
battery is comprised of in vitro assays
that assess critical processes of
neurodevelopment, including neural
network formation and function, cell
proliferation, apoptosis, neurite
outgrowth, synaptogenesis, migration,
and differentiation. In combination the
assays in this battery provide a
mechanistic understanding of the
underlying biological processes that
may be vulnerable to chemically-
induced disruption. It is noteworthy,
however, that to date the quantitative
relationship between alterations in these
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neurodevelopmental processes and
adverse health outcomes has not been
fully elucidated. Moreover, additional
assays evaluating other critical
neurodevelopmental processes such as
myelination are still being developed
(Ref. 15).

In September 2020, EPA convened a
FIFRA SAP on developing and
implementing NAMs using methods
such as in vitro techniques and
computational approaches. Included in
that consideration was use of the DNT
NAM battery to evaluate OP compounds
as a case study. These methods
presented to the 2020 FIFRA SAP
provide a more systematic approach to
evaluating pharmacodynamic effects on
the developing brain compared to the
existing literature studies. Initial data
from the NAM battery were presented to
the SAP for 27 OP compounds,
including chlorpyrifos and its
metabolite, chlorpyrifos oxon, and,
when possible, compared to in vivo
results (by using in vitro to in vivo
extrapolation). On December 21, 2020,
the SAP released its final report and
recommendations on EPA’s proposed
use of the NAMs data. (Ref. 16). The
advice of the SAP is currently being
taken into consideration as EPA
develops a path forward on NAMs, but
analysis and implementation of NAMs
for risk assessment of chlorpyrifos is in
progress and was unable to be
completed in time for use in this
rulemaking. The Agency is continuing
to explore the use of NAMs for the OPs,
including chlorpyrifos, and intends to
make its findings available as soon as it
completes this work.

C. Hazard Identification: Using AChE as
the Toxicological Endpoint for Deriving
PADs

The RED for chlorpyrifos was
completed in 2006 and relied on RBC
AChE inhibition results from laboratory
animals to derive PoDs and retained the
FQPA 10X safety factor due to concerns
over age-related sensitivity and
uncertainty associated with potential
neurodevelopmental effects observed in
laboratory animals. Based on a review of
all the studies (guideline data required,
peer reviewed literature, mechanistic),
AChE inhibition remains the most
robust quantitative dose-response data
and thus continues to be the critical
effect for the quantitative risk
assessment. This approach is consistent
with the advice of the SAP from 2008
and 2012. The Agency typically uses a
10% response level for AChE inhibition
in human health risk assessments. This
response level is consistent with the
2006 OP cumulative risk assessment

and other single chemical OP risk
assessments. (Ref. 17 and 18).

In response to the 2015 proposed rule
to revoke chlorpyrifos tolerances, as
noted above, the Agency received some
comments raising a concern that the use
of the 10% AChE inhibition may not be
sufficiently health protective. Taking
those comments into consideration, EPA
conducted an additional hazard analysis
and convened the 2016 FIFRA SAP to
evaluate a proposal of using cord blood
data from the CCCEH epidemiology
studies as the source of data for PoDs.
The 2016 FIFRA SAP did not support
the “direct use” of the cord blood and
working memory data for deriving the
regulatory endpoint, due to insufficient
information about timing and
magnitude of chlorpyrifos applications
in relation to cord blood concentrations
at the time of birth, uncertainties about
the prenatal window(s) of exposure
linked to reported effects, and lack of a
second laboratory to reproduce the
analytical blood concentrations. (Ref. 8)
Despite their critiques regarding
uncertainties in the CCCEH studies, the
2016 SAP expressed concern that 10%
RBC ACHhE inhibition is not sufficiently
protective of human health.

The 2016 FIFRA SAP, however, did
present an alternative approach for EPA
to consider. First, it is important to note
that this SAP was supportive of the
EPA’s use of the PBPK—PD model as a
tool for assessing internal dosimetry
from typical OPP exposure scenarios.
Use of the PBPK—PD model coupled
with typical exposure scenarios
provides the strongest scientific
foundation for chlorpyrifos human
health risk assessment. Given that the
window(s) of susceptibility are
currently not known for the observed
neurodevelopmental effects, and the
uncertainties associated with
quantitatively interpreting the CCCEH
cord blood data, this SAP recommended
that the Agency use a time weighted
average (TWA) blood concentration of
chlorpyrifos for the CCCEH study cohort
as the PoD for risk assessment. Thus, in
2016 EPA attempted, using the PBPK—
PD model, to determine the TWA blood
level expected from post-application
exposures from the chlorpyrifos indoor
crack-and-crevice use scenario. Despite
that effort, EPA’s position is that the
shortcomings of the data with regard to
the dose-response relationship and lack
of exposure information discussed
above, continue to raise issues that
make quantitative use of the CCCEH
data in risk assessment not scientifically
sound.

Thus, taking into consideration the
robustness of the available data at this
time, EPA has determined that the most

appropriate toxicological endpoint for
deriving points of departure for
assessing risks of chlorpyrifos is 10%
RBC AChE inhibition. The Agency is
not ignoring or dismissing the extensive
data concerning the potential for
adverse neurodevelopmental outcomes,
however. As discussed later in this Unit,
the Agency is addressing the
uncertainties surrounding the potential
for adverse neurodevelopmental
outcomes by retaining the default 10X
FQPA safety factor.

1. Durations of Exposure

As noted in Unit VL.A., EPA
establishes PoDs for each expected
exposure duration likely to result from
pesticide exposure. For chlorpyrifos,
exposure can occur from a single event
or on a single day (e.g., eating a meal)
or from repeated days of exposure (e.g.,
residential). With respect to AChE
inhibition, effects can occur from a
single exposure or from repeated
exposures. For OPs, repeated exposures
generally result in more AChE
inhibition at a given administered dose
compared to acute exposures. Moreover,
AChE inhibition in repeated dosing
guideline toxicology studies with most
OPs show a consistent pattern of
inhibition reaching a “‘steady state” of
inhibition at or around 2—-3 weeks of
exposure in adult laboratory animals
(Ref. 19). This pattern observed with
repeated dosing is a result of the amount
of inhibition coming to equilibrium
with production of new enzyme. As
such, AChE studies of 2—-3 weeks
generally show the same degree of
inhibition with those of longer duration
(i.e., up to 2 years of exposure). Thus,
for most of the human health risk
assessments for the OPs, the Agency is
focusing on the critical durations
ranging from a single day up to 21 days
(i.e., the approximate time to reach
steady state for most OPs). As such, EPA
has calculated PoDs for the acute and
steady-state durations. As described
below, these PoDs have been derived for
various lifestages, routes, and exposure
scenarios.

2. Deriving PODs, Inter- and Intra-
Species Extrapolation: Use of the PBPK
Model

The process for developing RfDs and
PADs typically involves first deriving
PoDs directly from laboratory animal
studies, followed by dividing the PoD
by the default uncertainty factors of 10X
for interspecies extrapolation and
intraspecies extrapolation, and the
FQPA safety factor. For chlorpyrifos, as
discussed previously in Unit V, there is
a sophisticated PBPK-PD model
available for chlorpyrifos. Numerous
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Federal Advisory Committees and
external review panels have encouraged
the use of such a modeling approach to
reduce inherent uncertainty in the risk
assessment and facilitate more
scientifically sound extrapolations
across studies, species, routes, and dose
levels. The PBPK—PD model for
chlorpyrifos has undergone extensive
peer review by various individual or
groups, including the FIFRA SAPs.
Significant improvements have been
made to the model over the years in
response to recommendations from the
2008, 2011, and 2012 FIFRA SAPs and
comments from both internal and
external peer reviewers. (Ref. 9 at 20).
As aresult, EPA has concluded that the
current PBPK-PD model is sufficiently
robust and is using it for deriving PoDs
for chlorpyrifos.

a. Derivation of PoDs

As noted above, the PoDs for
chlorpyrifos are based on the levels at
which 10% RBC AChE inhibition is
observed. The PBPK-PD model
accounts for pharmacokinetic and
pharmacodynamic characteristics to
derive age-, duration-, and route-specific
PoDs. Separate PoDs have been
calculated for dietary (food, drinking
water) and residential exposures by
varying inputs on types of exposures
and populations exposed. Specifically,
the following characteristics have been
evaluated: Duration [24-hour (acute), 21-
day (steady state)]; route (dermal, oral,
inhalation); body weights which vary by
lifestage; exposure duration (hours per
day, days per week); and exposure
frequency [events per day (eating,
drinking)]. For each exposure scenario,
the appropriate body weight for each
age group or sex was modeled as
identified from the Exposure Factors
Handbook (Ref. 21) for residential
exposures and from the U.S. Department
of Agriculture’s (USDA) National Health
and Nutrition Examination Survey
(NHANES)/What We Eat in America
(WWEIA) Survey for dietary exposures.

Within the PBPK-PD model, the
Agency evaluated the following
exposure scenarios: Oxon (chlorpyrifos
metabolite) exposures via drinking
water (acute and steady-state exposures
for infants, children, youths, and female
adults); chlorpyrifos exposures via food
(acute and steady-state exposures for
infants, children, youths, and female
adults); steady-state residential
exposures to chlorpyrifos via skin for
children, youths, and female adults;
steady-state residential exposures to
chlorpyrifos via hand-to-mouth
ingestion for children 1-2 years old;
steady-state residential exposures to
chlorpyrifos via inhalation for children

1-2 years old and female adults. (Ref. 9
at 22-25).

Steady-state dietary exposure was
estimated daily for 21 days. For
drinking water exposure, infants and
young childrens (infants <1 year old,
children between 1-2 years old, and
children between 6—12 years old) were
assumed to consume water 6 times per
day, with a total consumption volume of
0.69 L/day. For youths and female
adults, they were assumed to consume
water 4 times per day, with a total
consumption volume of 1.71 L/day.

For all residential dermal exposures
to chlorpyrifos the dermal PoDs were
estimated assuming 50% of the skin’s
surface was exposed. Exposure times for
dermal exposure assessment were
consistent with those recommended in
the 2012 Residential Standard Operating
Procedures (SOPs) (Ref. 18). For
residential inhalation exposures
following public health mosquitocide
application, the exposure duration was
set to 1 hour per day for 21 days. The
incidental oral PoDs for children 1 to <2
years old for other turf activities were
estimated assuming that there were six
events, 15 minutes apart, per day.

The PBPK-modeled PoDs derived for
the various lifestages, routes, and
exposure scenarios discussed above, can
be found in Table 4.2.2.1.2 of the 2020
HHRA (Ref 8).

b. Inter-Species Extrapolation

As indicated above, the PBPK-PD
model directly predicts human PoDs
based on human physiology and
biochemistry, and thus there is no need
for an inter-species uncertainty factor to
extrapolate from animal PoDs.

c. Intra-Species Extrapolation

The PBPK-PD model can account for
variability of critical physiological,
pharmacokinetic, and
pharmacodynamic parameters in a
population to estimate, using the Monte
Carlo analysis, the distribution of doses
that result in 10% RBC AChE inhibition.
Therefore, Data-Derived Extrapolation
Factors (DDEF) for intra-species
extrapolation have been estimated to
replace the default intra-species
uncertainty factor for some groups (Ref.
22).

According to EPA’s DDEF guidance
(Ref. 22), when calculating a DDEF
intra-species extrapolation factor,
administered doses leading to the
response level of interest (in the case of
chlorpyrifos, the 10% change in RBC
ACHhE inhibition) are compared between
a measure of average response and
response at the tail of the distribution
representing sensitive individuals. The

tail of the distribution may be selected
at the 95th, 97.5th, and 99th percentile.
As to chlorpyrifos, the 99th percentile
was used in risk assessment to provide
the most conservative measure (Ref. 7).
In addition to estimating DDEF using
the above approach for specific age
groups, intra-species DDEF was also
calculated by comparing between
average responses between adults and 6-
month old infants. For the 2020 HHRA,
the largest calculated DDEFs, 4X for
chlorpyrifos and 5X for the oxon
metabolite, were used for intraspecies
extrapolation for all groups except
women of childbearing age. There was
a slightly higher variability between
adults and infants when considering the
distributions for the oxon metabolite,
thus, the slightly higher intra-species
factor. For women of childbearing age,
the Agency is applying the standard 10X
intra-species extrapolation factor due to
limitations in the PBPK-PD model to
account for physiological, anatomical,
and biochemical changes associated
with pregnancy. (Ref. 9 at 21-22).

d. Summarizing the PoDs, Inter- and
Intra-Species Extrapolation Factors

In summary, for assessing the risks
from exposure to chlorpyrifos, the
human PBPK-PD model has been used
to derive PoDs based on 10% RBC AChE
inhibition for various populations,
durations, and routes. The model,
which calculates a human PoD directly,
obviates the need for an interspecies
extrapolation factor since animal data
are not used. To account for variations
in sensitivities, the Agency has
determined that an intra-species factor
of 4X for chlorpyrifos and 5X for the
oxon is appropriate for all groups except
women of childbearing age. For women
of childbearing age, the typical 10X
intra-species factor is being applied, due
the lack of appropriate information and
algorithms to characterize physiological
changes during pregnancy.

3. FQPA Safety Factor

As noted above, the FFDCA requires
EPA, in making its ““reasonable certainty
of no harm” finding, that in “the case
of threshold effects, an additional
tenfold margin of safety for the pesticide
chemical residue and other sources of
exposure shall be applied for infants
and children to take into account
potential pre- and postnatal toxicity and
completeness of data with respect to
exposure and toxicity to infants and
children.” 21 U.S.C. 346A(b)(2)(C).
Section 408(b)(2)(C) further states that
“the Administrator may use a different
margin of safety for the pesticide
chemical residue only if, on the basis of
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reliable data, such margin will be safe
for infants and children.”

In applying the FQPA safety factor
provision, EPA has interpreted it as
imposing a presumption in favor of
retaining it as an additional 10X safety
factor. (Ref. 5 at 4, 11). Thus, EPA
generally refers to the 10X factor as a
presumptive or default 10X factor. EPA
has also made clear, however, that this
presumption or default in favor of the
10X is only a presumption. The
presumption can be overcome if reliable
data demonstrate that a different factor
is safe for children. (Id.). In determining
whether a different factor is safe for
children, EPA focuses on the three
factors listed in FFDCA section
408(b)(2)(C)—the completeness of the
toxicity database, the completeness of
the exposure database, and potential
pre- and post-natal toxicity. In
examining these factors, EPA strives to
make sure that its choice of a safety
factor, based on a weight-of-the-
evidence evaluation, does not
understate the risk to children. (Id. at
24-25, 35).

EPA’s 2020 HHRA assessed the
potential risks from exposures to
chlorpyrifos in two ways—with one
scenario being the retention of the
default 10X FQPA SF, and the other
scenario being the reduction of the
FQPA SF to 1X. The purpose of using
both values was to provide an
indication of what the potential risk
estimates would be under either
scenario. The 2020 document, however,
retained the 10X and did not adopt or
offer support for reducing to 1X. To
reduce the FQPA safety factor to 1X, the
FFDCA requires that EPA determine
that reliable data demonstrate that the
1X would be safe for infants and
children. The 2020 document did not
make that determination. For
chlorpyrifos, of the three factors
mentioned in the previous paragraph,
the primary factor that undercuts a
determination that a different safety
factor would be safe for children is the
uncertainty around the potential for pre-
and post-natal toxicity for infants and
children in the area of
neurodevelopmental outcomes.

Based on the weight of the evidence
concerning the potential for
neurodevelopmental outcomes as
discussed in Unit VI.B.2. above, there is
ample qualitative evidence of a
potential effect on the developing brain;
however, there remains uncertainty
around the levels at which these
potential neurodevelopmental outcomes
occur. Although the laboratory animal
studies do not support a conclusion that
neurodevelopmental outcomes are more
sensitive than AChE inhibition, the

mechanistic data are, at this time,
incomplete in their characterization of
dose-response. This conclusion may be
further evaluated upon EPA’s
completion of the review of the 2020
FIFRA SAP report concerning NAMs;
however, due to the time constraints of
this rule, EPA has not been able to
include that information in the current
assessment of chlorpyrifos. Finally,
while the epidemiology data indicates
an association between chlorpyrifos and
adverse neurodevelopmental outcomes,
there remains some uncertainty in the
dose-response relationship. As such,
because the data available at this time
indicate remaining uncertainties
concerning pre- and post-natal toxicity
due to insufficient clarity on the levels
at which these outcomes occur, the
Agency is unable to conclude, at this
time, that a different safety factor would
be safe for infants and children; thus,
the Agency is retaining the default 10X
FQPA safety factor.

4. Total Uncertainty Factors and PADs

In conclusion, the Agency used a total
uncertainty factor of 100X for
determining the food and drinking
water PADs for females of childbearing
age (1X interspecies factor, 10X intra-
species factor, and 10X FQPA safety
factor); 40X for determining the food
PADs for remaining populations (1X
interspecies factor, 4X intra-species
factor, and 10X FQPA safety factor); and
50X for determining the PADs for
drinking water for remaining
populations (1X interspecies factor, 5X
intra-species factor, and 10X FQPA
safety factor).

Taking into consideration the PoDs,
intra-species extrapolation factors, and
FQPA safety factor, the Agency
calculated acute PADs (aPADs) and
steady state PADs (ssPADs) for infants
(less than 1 year old), children (1 to 2
years old), children (6 to 12 years old),
youths (13 to 19 years old), and females
(13—49 years old); these subpopulations
will be protective of other
subpopulations. (Ref. 9 at 30-32.)
Values may be found in table 5.0.1 in
the 2020 HHRA.

VII. EPA’s Exposure Assessment for
Chlorpyrifos

Risk is a function of both hazard and
exposure. Thus, equally important to
the risk assessment process as
determining the hazards posed by a
pesticide and the toxicological
endpoints for those hazards is
estimating human exposure. Under
FFDCA section 408, EPA must evaluate
the aggregate exposure to a pesticide
chemical residue. This means that EPA
is concerned not only with exposure to

pesticide residues in food but also
exposure resulting from pesticide
contamination of drinking water
supplies and from use of pesticides in
the home or other non-occupational
settings. (See 21 U.S.C.
346a(b)(2)(D)(vi)).

Pursuant to FFDCA section 408(b),
EPA has evaluated chlorpyrifos’s risks
based on ‘““‘aggregate exposure” to
chlorpyrifos. By “aggregate exposure,”
EPA is referring to exposure to
chlorpyrifos by multiple pathways of
exposure, i.e., food, drinking water, and
residential. EPA uses available data and
standard analytical methods, together
with assumptions designed to be
protective of public health, to produce
separate estimates of exposure for a
highly exposed subgroup of the general
population, for each potential pathway
and route of exposure.

The following reflect a summary of
the Agency’s exposure assessment from
the 2020 HHRA unless otherwise
specified. (Ref. 10).

A. Exposure From Food

1. General Approach for Estimating
Food Exposures

There are two critical variables in
estimating exposure in food: (1) The
types and amount of food that is
consumed; and (2) The residue level in
that food. Consumption is estimated by
EPA based on scientific surveys of
individuals’ food consumption in the
United States conducted by the U.S.
Department of Agriculture (USDA), (Ref.
11 at 12). Information on residue values
can come from a range of sources
including crop field trials; data on
pesticide reduction (or concentration)
due to processing, cooking, and other
practices; information on the extent of
usage of the pesticide; and monitoring
of the food supply. (Id. at 17).

Data on the residues of chlorpyrifos in
foods are available from both field trial
data and monitoring data, primarily the
USDA'’s Pesticide Data Program (PDP)
monitoring data. Monitoring data
generally provide a characterization of
pesticide residues in or on foods
consumed by the U.S. population that
closely approximates real world
exposures because they are sampled
closer to the point of consumption in
the chain of commerce than field trial
data, which are generated to establish
the maximum level of legal residues that
could result from maximum permissible
use of the pesticide immediately after
harvest.

EPA uses a computer program known
as the Dietary Exposure Evaluation
Model and Calendex software with the
Food Commodity Intake Database
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(DEEM-FCID version 3.16/Calendex) to
estimate exposure by combining data on
human consumption amounts with
residue values in food commodities.
The model incorporates 2003—2008
consumption data from USDA’s
NHANES/WWEIA. The data are based
on the reported consumption of more
than 20,000 individuals over two non-
consecutive survey days. Foods “as
consumed” (e.g., apple pie) are linked to
EPA-defined food commodities (e.g.,
apples, peeled fruit—cooked; fresh or N/
S (Not Specified); baked; or wheat
flour—cooked; fresh or N/S, baked)
using publicly available recipe
translation files developed jointly by
USDA Agricultural Research Service
(ARS) and EPA. For chronic exposure
assessment (or in the case of
chlorpyrifos, for steady-state exposure
assessment), consumption data are
averaged for the entire U.S. population
and within population subgroups;
however, for acute exposure assessment,
consumption data are retained as
individual consumption events. Using
this consumption information and
residue data, the exposure estimates are
calculated for the general U.S.
population and specific subgroups
based on age, sex, ethnicity, and region.
For chlorpyrifos, EPA determined that
acute and steady-state exposure
durations were relevant for assessing
risk from food consumption. EPA
calculates potential risk by using
probabilistic techniques to combine
distributions of potential exposures in
sentinel populations. The resulting
probabilistic assessments present a
range of dietary exposure/risk estimates.
Because probabilistic assessments
generally present a realistic range of
residue values to which the population
may be exposed, EPA’s starting point for
estimating exposure and risk for such
assessments is the 99.9th percentile of
the population under evaluation. When
using a probabilistic method of
estimating acute dietary exposure, EPA
typically assumes that, when the 99.9th
percentile of acute exposure is equal to
or less than the aPAD, the level of
concern for acute risk has not been
exceeded. By contrast, where the
analysis indicates that estimated
exposure at the 99.9th percentile
exceeds the aPAD, EPA would generally
conduct one or more sensitivity
analyses to determine the extent to
which the estimated exposures at the
high-end percentiles may be affected by
unusually high food consumption or
residue values. (The same assumptions
apply to estimates for steady state
dietary exposure and the ssPAD.) To the
extent that one or a few values seem to
“drive” the exposure estimates at the

high-end of exposure, EPA would
consider whether these values are
reasonable and should be used as the
primary basis for regulatory decision
making (Ref. 20).

2. Estimating Chlorpyrifos Exposures in
Food

The residue of concern, for tolerance
expression and risk assessment, in
plants (food and feed) and livestock
commodities is the parent compound
chlorpyrifos. EPA has determined that
the metabolite chlorpyrifos oxon is not
a residue of concern in food or feed,
based on available field trial data and
metabolism studies that indicate that
the oxon is not present in the edible
portions of the crops. In addition, the
chlorpyrifos oxon is not found on
samples in the USDA PDP monitoring
data. Furthermore, the oxon metabolite
was not found in milk or livestock
tissues (Ref. 9 at 33).

Acute and steady-state dietary (food
only) exposure analyses for chlorpyrifos
were conducted using the DEEM—FCID
version 3.16/Calendex software (Ref.
23). These analyses were performed for
the purpose of obtaining food exposure
values for comparison to the
chlorpyrifos doses predicted by the
PBPK-PD model to cause RBC AChE
Inhibition. The acute and steady-state
dietary (food only) exposure analyses do
not include drinking water exposures,
which were assessed separately, see
Unit VIL.B.2.

Both the acute and steady state
dietary exposure analyses are highly
refined. The large majority of food
residues used were based upon PDP
monitoring data except in a few
instances where no appropriate PDP
data were available. In those cases, field
trial data or tolerance level residues
were assumed. EPA also used food
processing factors from submitted
studies as appropriate. In addition,
EPA’s acute and steady state dietary
exposure assessments used percent crop
treated (PCT) information. (Ref. 23)

The chlorpyrifos acute dietary
exposure analysis was conducted using
the DEEM-FCID, version 3.16, which
incorporates 2003—2008 survey
consumption data from USDA’s
NHANES/WWEIA. The acute risk
estimates were presented for the
sentinel populations for infants (less
than 1 yr old); children (1-2 years old);
youths (6—12 years old); and adults
(females 13—49 years old). The
assessment of these index lifestages is
protective of other population
subgroups.

The chlorpyrifos steady-state dietary
exposure analysis was conducted using
the Calendex component of DEEM—-FCID

(with 2003-2008 survey consumption
data from USDA’s NHANES/WWEIA).
Calendex provides a focus detailed
profile of potential exposures to
individuals across a calendar year. A
calendar-based approach provides the
ability to estimate daily exposures from
multiple sources over time to an
individual and is in keeping with two
key tenets of aggregate risk assessment:
(1) That exposures when aggregated are
internally consistent and realistic; and
(2) that appropriate temporal and
geographic linkages or correlations/
associations between exposure scenarios
are maintained.

The chlorpyrifos steady state
assessment considers the potential risk
from a 21-day exposure duration using
a 3-week rolling average (sliding by day)
across the year. For this assessment, the
same food residue values used in the
acute assessment were used for the 21-
day duration. In the Calendex software,
one diary for each individual in the
WWEIA is selected to be paired with a
randomly selected set of residue values
for each food consumed. The steady-
state analysis calculated exposures for
the sentinel populations for infants (less
than 1 year old); children (1-2 years
old); youths (6—12 years old); and adults
(females 13—49 years old). The
assessment of these index lifestages is
protective of other population
subgroups.

B. Exposure From Drinking Water

1. General Approach for Assessing
Exposure From Drinking Water

a. Modeling and Monitoring Data

Monitoring and modeling are both
important tools for estimating pesticide
concentrations in water and can provide
different types of information.
Monitoring data can provide estimates
of pesticide concentrations in water that
are representative of the specific
agricultural or residential pesticide
practices in specific locations, under the
environmental conditions associated
with a sampling design (i.e., the
locations of sampling, the times of the
year samples were taken, and the
frequency by which samples were
collected). Although monitoring data
can provide a direct measure of the
concentration of a pesticide in water, it
does not always provide a reliable basis
for estimating spatial and temporal
variability in exposures because
sampling may not occur in areas with
the highest pesticide use, and/or when
the pesticides are being used and/or at
an appropriate sampling frequency to
detect high concentrations of a pesticide
that occur over the period of a day to
several days.
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Because of the limitations in most
monitoring studies, EPA’s standard
approach is to use water exposure
models as the primary means to
estimate pesticide exposure levels in
drinking water. Modeling is a useful
tool for characterizing vulnerable sites
and can be used to estimate upper-end
pesticide water concentrations from
infrequent, large rain events. EPA’s
computer models use detailed
information on soil properties, crop
characteristics, and weather patterns to
estimate water concentrations in
vulnerable locations where the pesticide
could be used according to its label (Ref.
24 at 27-28). EPA’s models calculate
estimated water concentrations of
pesticides using laboratory data that
describe how fast the pesticide breaks
down to other chemicals and how it
moves in the environment at these
vulnerable locations. The modeling
provides an estimate of pesticide
concentrations in ground water and
surface water. Depending on the
modeling algorithm (e.g., surface water
modeling scenarios), daily
concentrations can be estimated
continuously over long periods of time,
and for places that are of most interest
for any particular pesticide.

EPA relies on models it has developed
for estimating pesticide concentrations
in both surface water and groundwater.
The most common model used to
conduct drinking water assessments is
the Pesticide in Water Calculator (PWC).
PWGC couples the Pesticide Root Zone
Model (PRZM) and Variable Volume
Water Model (VVWM) models together
to simulate pesticide fate and transport
from the field of application to an
adjacent reservoir. (Ref. 24 at 27-28).
The PWC estimates pesticide
concentrations for an index reservoir
that is modeled for site-specific
scenarios (i.e., weather and soil data) in
different areas of the country. A detailed
description of the models routinely used
for exposure assessment is available
from the EPA OPP Aquatic Models
website: https://www.epa.gov/pesticide-
science-and-assessing-pesticide-risks/
models-pesticide-risk-
assessment#aquatic.

In modeling potential surface water
concentrations, EPA attempts to model
areas of the country that are vulnerable
to surface water contamination rather
than simply model “typical”
concentrations occurring across the
nation. Consequently, EPA models
exposures occurring in small highly
agricultural watersheds in different
growing areas throughout the country,
over a 30-year period. The scenarios are
designed to capture residue levels in
drinking water from reservoirs with

small watersheds with a large
percentage of land use in agricultural
production. EPA believes these
assessments are likely reflective of a
small subset of the watersheds across
the country that maintain drinking
water reservoirs, representing a drinking
water source generally considered to be
more vulnerable to frequent high
concentrations of pesticides than most
locations that could be used for crop
production.

When monitoring data meet certain
data quantity criteria, EPA has tools
available to quantify the uncertainty in
available monitoring data such that it
can be used quantitively to estimate
pesticide concentrations in drinking
water. (Ref. 25) Furthermore, monitoring
data can be used in a weight of evidence
approach with model estimated
concentrations to increase confidence in
the conclusions of a drinking water
assessment.

b. Drinking Water Level of Comparison
(DWLOC)

The drinking water level of
comparison (DWLOC) is a benchmark
that can be used to guide refinements of
the drinking water assessment (DWA).
This value relates to the concept of the
“risk cup,” which EPA developed to
facilitate risk refinement when
considering aggregate human health risk
to a pesticide. (Ref. 26). The risk cup is
the total exposure allowed for a
pesticide considering its toxicity and
required safety factors. The risk cup is
equal to the maximum safe exposure for
the duration and population being
considered. Exposures exceeding the
risk cup are of potential concern. There
are risk cups for each pertinent duration
of exposure (e.g., acute, short-term,
chronic). The exposure durations most
commonly of interest for acute or short-
term pesticide exposure risk
assessments are 1-day, 4-day, and 21-
day averages. For example, the relevant
exposure duration for AChE reversible
inhibition from exposure to carbamate
insecticides is 1-day, while AChE
irreversible inhibition resulting from
exposure to OP insecticides is usually
21-days based on steady-state kinetics.
(Ref. 19)

In practice, EPA calculates the total
exposure from food consumption and
residential (or other non-occupational)
exposures and subtracts this value from
the maximum safe exposure level. The
resulting value is the allowable
remaining exposure without the
potential for adverse health effect.
Knowing this allowable remaining
exposure and the water consumption for
each population subgroup (e.g., infants),
the Agency can calculate the DWLOC,

which is the estimate of safe
concentrations of pesticides in drinking
water. Using this process of DWLOC
calculation allows EPA to determine a
target maximum safe drinking water
concentration, thereby identifying
instances where drinking water
estimates require refinement. (Ref. 24 at
19-20).

c. Scale of Drinking Water Assessment

Although food is distributed
nationally, and residue values are
therefore not expected to vary
substantially throughout the country,
drinking water is locally derived and
concentrations of pesticides in source
water fluctuate over time and location
for a variety of reasons. Pesticide
residues in water fluctuate daily,
seasonally, and yearly because of the
timing of the pesticide application, the
vulnerability of the water supply to
pesticide loading through runoff, spray
drift and/or leaching, and changes in the
weather. Concentrations are also
affected by the method of application,
the location, and characteristics of the
sites where a pesticide is used, the
climate, and the type and degree of pest
pressure, which influences the
application timing, rate used, and
number of treatments in a crop
production cycle.

EPA may conduct a drinking water
assessment (DWA) for a national scale
depending on the pesticide use under
evaluation. A national scale DWA may
use a single upper-end pesticide
concentration as a starting point for
assessing whether additional
refinements are needed or estimated
pesticide concentrations for certain site-
specific scenarios that are associated
with locations in the United States
vulnerable to pesticide contamination
based on pesticide use patterns. (Ref. 24
at 22.)

EPA may also conduct a regional scale
DWA to focus on areas where pesticide
concentrations may be higher than the
DWLOC. Under this assessment, EPA
estimates pesticide concentrations
across different regions in the United
States that are subdivided into different
areas called hydrologic units (HUGCs).
There are 21 HUC 2 regions with 18 in
the contiguous United States. These
areas contain either the drainage area of
a major river or a combined drainage of
a series of rivers. This information can
eb found at: https://water.usgs.gov/GIS/
huc.html. Estimated pesticide
concentrations under this approach
would be associated with a vulnerable
pesticide use area somewhere within
the evaluated region. (Ref. 24 at 23).


https://water.usgs.gov/GIS/huc.html
https://water.usgs.gov/GIS/huc.html
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/models-pesticide-risk-assessment#aquatic
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/models-pesticide-risk-assessment#aquatic
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/models-pesticide-risk-assessment#aquatic
https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/models-pesticide-risk-assessment#aquatic
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d. Drinking Water Refinements

EPA has defined four assessment tiers
for drinking water assessments. Lower
tiered assessments are more
conservative based on the defaults or
upper bound assumptions and may
compound conservatisms, while higher
tiers integrate more available data and
provide more realistic estimates of
environmental pesticide concentrations.

These four tiers are generally based on
the level of effort, the amount of data
considered, the spatial scale, and the
certainty in the estimated pesticide
concentration. Tier 1 requires the least
amount of effort and the least amount of
data, whereas Tier 4 is resource
intensive, considers a wide range of
sources and types of data, and is
spatially explicit, resulting in high
confidence in the reported pesticide
concentration. Each successive tier
integrates more focused pesticide,
spatial, temporal, agronomic, and crop-
specific information. The order in
which refinements are considered (i.e.,
the order in which the assessment is
refined) is pesticide-specific and
depends on the nature and quality of the
available data used to support the
refinement. Additional information on
the conduct of drinking water
assessments can be found in the
“Framework for Conducting Pesticide
Drinking Water Assessment for Surface
Water” (USEPA, 2020).

As discussed in the Framework
document, EPA can incorporate several
refinements in higher tiered modeling.
Two such refinements are the percent
cropped area (PCA) and the percent
crop treated (PCT). These are described
in the recently completed document
titled “Integrating a Distributional
Approach to Using Percent Crop Area
(PCA) and Percent Crop Treated (PCT)
into Drinking Water Assessment” (Ref.
27) The PCA refers to the amount of area
in a particular community water system
that is planted with the crop of interest
(e.g., the default assumption is that the
entire watershed is planted with a crop
of interest). The PCT refers to the
amount of the cropped area that is
treated with the pesticide of interest
(e.g., the default is that the entire
cropped area is treated with the
pesticide of interest). With additional
use and usage data, EPA can refine
assumptions about the application rate
and PCT for use in modeling to generate
estimated drinking water concentrations
(EDWGs) that are appropriate for human
health risk assessment and more
accurately account for the contribution
from individual use patterns in the
estimation of drinking water
concentrations.

2. Drinking Water Assessment for
Chlorpyrifos.

For the chlorpyrifos drinking water
assessment, the metabolite chlorpyrifos
oxon, which forms because of drinking
water treatment and is more toxic than
chlorpyrifos, was chosen as the residue
of concern. (Ref. 28 and 29) The range
of conversion from parent to oxon
depends upon the type of water
treatment and other conditions. Based
on available information regarding the
potential effects of certain water
treatments (e.g., chlorination appears to
hasten transformation of chlorpyrifos to
chlorpyrifos oxon), EPA assumed that
all chlorpyrifos in source water is
converted to chlorpyrifos oxon upon
treatment.

The Agency used a DWLOC approach
for assessing aggregate risk from
chlorpyrifos. As such, EPA calculated
DWLOC:s for different age groups for
both the acute aggregate assessment and
the steady-state aggregate assessment,
taking into consideration the food and
residential contributions to the risk cup.
These numbers were provided as a
benchmark for evaluating drinking
water contributions from uses of
chlorpyrifos across the United States,
and whether such concentrations would
result in aggregate exposures to
chlorpyrifos that exceeded the Agency’s
levels of concern. The lowest acute
DWLOC calculated was for exposure to
chlorpyrifos oxon to infants (<1 year
old) at 23 ppb; the lowest steady state
DWLOC calculated was also for
exposure to chlorpyrifos oxon to infants
(<1 year old) at 4.0 ppb. (Ref. 9 at 45—
45). In other words, EDWCs of
chlorpyrifos oxon greater than 4.0 ppb
for a 21-day average would exceed
EPA’s DWLOC and present a risk that
exceeds the Agency’s level of concern.

In its 2014 drinking water assessment,
EPA concluded that there were multiple
uses of chlorpyrifos that could lead to
exposures to chlorpyrifos oxon in
drinking water that exceed the DWLOC
identified at that time. (Ref. 29). This
assessment provided the basis for the
Agency’s proposal to revoke tolerances
in 2015. (Ref. 30). In 2016, EPA
conducted a refined drinking water
assessment that estimated drinking
water concentrations based on modeling
of all registered uses, as well as all
available surface water monitoring data.
That assessment considered several
refinement strategies in a two-step
process to derive exposure estimates for
chlorpyrifos and chlorpyrifos oxon
across the country. The first step was an
assessment of potential exposure based
on the current maximum label rates at

a national level. This indicated that the
EDWCs could be above the DWLOC.

Because estimated concentrations at
the national level exceeded the DWLOC,
the Agency conducted a more refined
assessment of uses on a regional level.
(Ref. 28 at 73—86). This more refined
analysis derived EDWCs using the PWC
modeling for maximum labeled rates
and 1 pound per acre by region for each
use. The analysis indicated that
approved uses of chlorpyrifos in certain
vulnerable watersheds in every region of
the country would result in EDWCs that
exceed the DWLOC. For example, Table
25 of EPA’s 2016 DWA, which provides
the range of estimated concentrations of
chlorpyrifos in drinking water from uses
on golf courses and agricultural or
production crops, shows EDWCs that
exceed the DWLOC in vulnerable
watersheds in every region in the
country. While the lower end of some of
the ranges provided in that table are
below the DWLOC, those lower
numbers reflect a single use (i.e., single
crop) and do not reflect potential
exposure from other uses where
applications occur at higher rates, more
frequently, or in more locations made
more vulnerable due to soil type,
weather, or agronomic practices. The
relevant estimated concentration for risk
assessment purposes is the highest
concentration across all uses because it
reflects concentrations that may occur
in vulnerable sources of drinking water
(Ref. 28 at 73-74).

In addition, a robust quantitative
analysis of the monitoring data was
conducted resulting in concentrations
consistent with model-estimated
concentrations above the DWLOC. (Ref.
28 at 90-121). Considering both
monitoring data and modeling estimates
together supports the conclusion that
drinking water concentrations in regions
across the country will exceed the
DWLOC. (Ref. 28 at 121-123).

After the EPA’s 2016 DWA showed
that the DWLOC exceedances are
possible from several uses, EPA
developed refinement strategies to
examine those estimated regional/
watershed drinking water
concentrations to pinpoint community
drinking water systems where exposure
to chlorpyrifos oxon as a result of
chlorpyrifos applications may pose an
exposure concern. At that time, EPA
was anticipating that a more refined
drinking water assessment might allow
EPA to better identify where at-risk
watersheds are located throughout the
country to support more targeted risk
mitigation through the registration
review process. The refinements better
account for variability in the use area
treated within a watershed that may
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contribute to a drinking water intake
(referred to as PCA or percent use area
when considering non-agricultural uses)
and incorporate data on the amount of
a pesticide that is actually applied
within a watershed for agricultural and
non-agricultural uses (referred to as
PCT). These refinement approaches
underwent external peer review and
were issued for public comment in
January 2020: https://www.epa.gov/
pesticide-science-and-assessing-
pesticide-risks/about-water-exposure-
models-used-pesticide. In addition, EPA
used average application rates, average
numbers of annual applications for
specific crops, and estimated typical
application timing at the state-level
based on pesticide usage data derived
from a statistically reliable private
market survey database, publicly
available survey data collected by the
USDA, and state-specific scientific
literature from crop extension experts.

The recently developed refinements
were integrated in the Updated
Chlorpyrifos Refined Drinking Water
Assessment for Registration Review,
which was issued in September 2020.
(2020 DWA) (Ref. 10) The updated
assessment applied the new methods for
considering the entire distribution of
community water systems PCA
adjustment factors, integrated state level
PCT data, incorporated refined usage
and application data, and included
quantitative use of surface water
monitoring data in addition to
considering state level usage rate and
data information. In addition, given the
2016 DWA calculation of estimated
drinking water concentrations
exceeding the DWLOC of 4.0 ppb, the
Agency decided to focus its refinements
for the 2020 updated drinking water
assessment on a subset of uses in
specific regions of the United States.
The purpose of the focus on this subset
of uses was to determine, if these were
the only uses permitted on the label,
whether or not the resulting estimated
drinking water concentrations would be
below the DWLOC. The subset of uses
assessed were selected because they
were identified as critical uses by the
registrant and/or high-benefit uses to
growers. That subset of currently
registered uses included alfalfa, apple,
asparagus, cherry, citrus, cotton, peach,
soybean, sugar beet, strawberry, and
wheat in specific areas of the country.
The results of this analysis indicated
that the EDWCs from this subset of uses
limited to certain regions are below the
DWLOC. (Ref. 10 at 16—17). However,
the 2020 DWA refined estimates did not
include chlorpyrifos exposures from
uses beyond that subset. In the 2020

DWA, EPA stated that if additional uses
were added or additional geographic
areas included, a new separate
assessment would need to be prepared
in order to evaluate whether
concentrations would remain below the
DWLOC. In addition to the modeling of
the EDWGs for the specific subset of
uses, the 2020 DWA conducted a
quantitative surface water monitoring
data analysis. That analysis indicated
that monitored chlorpyrifos
concentrations, which reflect existing
uses, are above the DWLOC. (Ref. 10 at
62, 75). These data would need to be
considered in the context of any
additional uses beyond the subset
evaluated.

C. Residential Exposure to Pesticides

1. General Approach to Assessing Non-
Occupational Exposures

Residential assessments examine
exposure to pesticides in non-
occupational or residential settings (e.g.,
homes, parks, schools, athletic fields or
any other areas frequented by the
general public), based on registered uses
of the pesticide. Exposures to pesticides
may occur to persons who apply
pesticides (which is referred to as
residential handler exposure) or to
persons who enter areas previously
treated with pesticides (which is
referred to as post-application
exposure). Such exposures may occur
through oral, inhalation, or dermal
routes and may occur over different
exposure durations (e.g., short-term,
intermediate-term, long-term),
depending on the type of pesticide and
particular use pattern.

Residential assessments are
conducted through examination of
significant exposure scenarios (e.g.,
children playing on treated lawns or
homeowners spraying their gardens)
using a combination of generic and
pesticide-specific data. To regularize
this process, EPA has prepared SOPs for
conducting residential assessments on a
wide array of scenarios that are
intended to address all major possible
means by which individuals could be
exposed to pesticides in a non-
occupational environment (e.g., homes,
schools, parks, athletic fields, or other
publicly accessible locations). (Ref. 18)
The SOPs identify relevant generic data
and construct algorithms for calculating
exposure amounts using these generic
data in combination with pesticide-
specific information. The generic data
generally involve survey data on
behavior patterns (e.g., activities
conducted on turf and time spent on
these activities) and transfer coefficient
data. Transfer coefficient data measure

the amount of pesticide that transfers
from the environment to humans from
a defined activity (e.g., hand contact
with a treated surface or plant). Specific
information on pesticides can include
information on residue levels as well as
information on environmental fate such
as degradation data.

Once EPA assesses all the potential
exposures from all applicable exposure
scenarios, EPA selects the highest
exposure scenario for each exposed
population to calculate representative
risk estimates for use in the aggregate
exposure assessment. Those specific
exposure values are then combined with
the life stage appropriate exposure
values provided for food and drinking
water to determine whether a safety
finding can be made.

2. Residential Exposure Assessment for
Chlorpyrifos

Most chlorpyrifos products registered
for residential treatment were
voluntarily cancelled or phased out by
the registrants between 1997 and 2001;
however, some uses of chlorpyrifos
remain that may result in non-
occupational, non-dietary (i.e.,
residential) exposures. Based on the
remaining registered uses, the Agency
has determined that residential handler
exposures are unlikely. Chlorpyrifos
products currently registered for
residential use are limited to roach bait
products or ant mound treatments.
Exposures from the application of roach
bait products are expected to be
negligible. The roach bait product is
designed such that the active ingredient
is contained within a bait station, which
eliminates the potential for contact with
the chlorpyrifos containing bait
material. Since the ant mound
treatments can only be applied
professionally, residential handler
exposure is also not anticipated. (Ref. 9
at 36—44).

There is a potential for residential
post-application exposures.
Chlorpyrifos is registered for use on golf
courses and as an aerial and ground-
based ultra-low volume (ULV) mosquito
adulticide applications made directly in
residential areas. Based on the
anticipated use patterns reviewed under
the SOP, EPA assessed these exposures
as steady-state residential post-
application exposures, which would be
protective of shorter durations of
exposure. There is a potential for dermal
post-application exposures from the golf
course uses for adults (females 13—49
years old); youths (11 to less than 16
years old); and children (6 to less than
11 years old). There is also a potential
for dermal, incidental oral, and
inhalation post-application exposures
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for children (1 to less than 2 years old)
and dermal and inhalation post-
application exposures for adults from
exposure to mosquitocide uses. The
Agency combined post-application
exposures for children (1 to less than 2
years old) for dermal, inhalation, and
incidental oral exposure routes because
these routes all share a common
toxicological endpoint. EPA used the
post-application exposures and risk
estimates resulting from the golfing
scenarios in its aggregate exposure and
risk assessment.

VIIIL Aggregate Risk Assessment and
Conclusions Regarding Safety for
Chlorpyrifos

The final step in the risk assessment
is the aggregate exposure assessment
and risk characterization. In this step,
EPA combines information from the first
three steps (hazard identification, level
of concern (LOC)/dose-response
analysis, and human exposure
assessment) to quantitatively estimate
the risks posed by a pesticide. The
aggregated exposure assessment process
considers exposure through multiple
pathways or routes of exposure (e.g.,
food, water, and residential) for
different sub-populations (e.g., infants,
children ages 1-6) and exposure
duration or types of effects (e.g., acute
noncancer effects (single dose), chronic
noncancer effects, and cancer). The
aggregated exposure assessments can be
deterministic (levels of exposure for
each pathway are point estimates),
probabilistic (levels of exposure are a
distribution for a given population), or
a combination of the two and are
dependent on the level of refinement or
assessment tier.

As noted above, EPA evaluates
aggregate exposure by comparing
combined exposure from all relevant
sources to the safe level. Where
exposures exceed the safe level, those
levels exceed the risk cup and are of
potential concern. There are risk cups
for each pertinent duration of exposure
for a pesticide because the amount of
exposure that can be incurred without
adverse health effects will vary by
duration (e.g., acute, short-term,
chronic). The risk cup is equal to the
PAD (either acute, chronic, or steady-
state), or the maximum safe exposure for
short- and intermediate-term durations.

Whether risks will exceed the risk cup
(i.e., whether exposures are expected to
exceed safe levels) is expressed
differently, depending on the type of
level of concern the Agency has
identified. For dietary assessments, the
risk is expressed as a percentage of the
acceptable dose (i.e., the dose which
EPA has concluded will be “safe”).

Dietary exposures greater than 100% of
the percentage of the acceptable dose
are generally cause for concern and
would be considered “unsafe” within
the meaning of FFDCA section
408(b)(2)(B). For non-dietary (and
combined dietary and non-dietary) risk
assessments of threshold effects, the
toxicological level of concern is
typically not expressed as an RfD/PAD,
but rather in terms of an acceptable (or
target) Margin of Exposure (MOE)
between human exposure and the PoD.
The “margin” that is being referred to in
the term MOE is the ratio between the
PoD and human exposure which is
calculated by dividing human exposure
into the PoD. An acceptable MOE is
generally considered to be a margin at
least as high as the product of all
applicable safety factors for a pesticide.
For example, when the Agency retains
the default uncertainty factors for
dietary or aggregate risk (a 10X
interspecies uncertainty factor, a 10X
intraspecies uncertainty factor, and a
10X FQPA safety factor), the total
uncertainty factors (or level of concern)
is 1000, and any MOE above 1000
represents exposures that are not of
concern. Like RfD/PADs, specific target
MOEs are selected for exposures of
different durations and routes. For non-
dietary exposures, EPA typically
examines short-term, intermediate-term,
and long-term exposures. Additionally,
target MOEs may be selected based on
both the duration of exposure and the
various routes of non-dietary
exposure—dermal, inhalation, and oral.
Target MOE:s for a given pesticide can
vary depending on the characteristics of
the studies relied upon in choosing the
PoD for the various duration and route
scenarios.

In addition, in a DWLOC aggregate
risk assessment, the calculated DWLOC
is compared to the EDWC. Where EPA
has calculated a DWLOC, EPA can
determine whether drinking water
exposures will result in aggregate risks
of concern by comparing estimated
pesticide concentrations in drinking
water to the DWLOC. As noted above,
an aggregate DWLOC represents the
amount of allowable safe residues of
pesticide in drinking water because it
represents the room remaining in the
risk cup after accounting for the food
and residential exposures. The DWLOC
provides an estimate of the allowable
safe concentrations of pesticides in
drinking water for comparison to
EDWCs. When the EDWC is less than
the DWLOC, there are no risk concerns
for aggregate exposures because the
Agency can conclude that the
contribution from drinking water when

aggregated with food and non-
occupational exposures will not exceed
save levels of exposure. Conversely, an
EDWC at or exceeding the DWLOC
would indicate a risk of concern, as
those exposures to chlorpyrifos in
drinking water, when aggregated with
exposures from food and residential
exposures, would exceed safe levels of
exposure. (Ref. 31).

A. Dietary Risks From Food Exposures

As noted above, EPA’s acute and
steady state dietary exposures
assessments for chlorpyrifos were
highly refined and incorporated
monitoring data for almost all foods.
The Agency assessed food exposures
based on approved registered uses of
chlorpyrifos. This includes field uses of
chlorpyrifos but not potential exposure
from food handling establishment uses
since the Agency did not identify any
registered food handling establishment
uses. (Ref. 9 at 33—-36).

Considering food exposures alone, the
Agency did not identify risks of concern
for either acute or steady state
exposures. Acute dietary (food only)
risk estimates, which are based on risk
from a single exposure event in the 2020
HHRA were all below 100 percent of the
acute population adjusted dose for food
(aPADrooa) at the 99.9th percentile of
exposure and are not of concern. The
population with the highest risk
estimate was females (13—49 years old)
at 3.2% aPADyo0q. Steady-state dietary
(food only) risk estimates, which are
based on the potential risk from a 21-
day exposure duration using a 3-week
rolling average (sliding by day) across
the year, were also all below 100% of
the steady state PAD for food (ssPADxooa)
at the 99.9th percentile of exposure and
are not of concern. The population with
the highest risk estimate was children
(1-2 years old) at 9.7% ssPADsqeq.

Although EPA’s most recent risk
assessment calculated two sets of risk
estimates as a result of the dual
approach to assess the range of risks that
would occur if the Agency determined
reliable data existed to support a 1X
FQPA safety factor, EPA has determined
that it is appropriate to retain the 10X
FQPA safety factor, see Unit VI.C.3.
Therefore, the risk estimates associated
with the 1X FQPA are not relevant to
today’s action.

B. Non-Occupational, Non-Dietary
(Residential) Risks

Because there are some uses of
chlorpyrifos that may result in
residential exposures, EPA assessed risk
from those uses. All residential post-
application risk estimates for the
registered uses of chlorpyrifos were
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below the Agency’s level of concern.
(Ref. 9 at 38). The residential post-
application LOC for children is 40, and
the lowest risk estimate for children (11
to less than 16 years old) was 1,200; the
residential post-application LOC for
adults is 100, and the MOE is 1,000.
Because the calculated MOEs are above
the Agency’s level of concern, there are
no risks of concern from residential
exposures.

C. Risks From Drinking Water

As noted above, the Agency
aggregated exposures to chlorpyrifos
from food and residential exposures and
calculated the DWLOGC, i.e., the amount
of drinking water exposures that would
be considered safe. The Agency
calculated acute and steady state
DWLOGC:s for infants (less than 1 year
old); children (1 to 2 years old); youths
(6—12 years old), and adults (females
13-49 years old), which would be
protective of other subpopulations. The
most sensitive acute DWLOC was 23
ppb chlorpyrifos oxon, and the most
sensitive steady state DWLOC was 4
ppb.

As indicated above in Unit VIL.B.2.,
the Agency estimated drinking water
contributions from registered uses of
chlorpyrifos in its 2016 DWA. That
document indicated that EDWCs exceed
the DWLOC of 4.0 ppb on a national
level and in every region of the United
States. (Ref. 28).

While the 2020 DWA produced
estimated drinking water concentrations
that were below the DWLOC of 4.0 ppb,
those EDWCs were contingent upon a
limited subset of chlorpyrifos use. When
assessing different combinations of only
those 11 uses in specific geographic
regions, the modeling assumed that
chlorpyrifos would not be labeled for
use on any other crops and would not
otherwise be used in those geographic
regions. At this time, however, the
currently registered chlorpyrifos uses go
well beyond the 11 uses in the specific
regions assessed in the 2020 DWA.
Because the Agency is required to assess
aggregate exposure from all anticipated
dietary, including food and drinking
water, as well as residential exposures,
the Agency cannot rely on the 2020
DWA to support currently labeled uses.
When one assesses the potential of all
currently registered uses nationwide
and in specific geographical areas, as
was done in the 2016 DWA, the
estimates of drinking water
concentrations exceed the DWLOC of
4.0 ppb, in certain vulnerable
watersheds across the United States.

D. Aggregate Exposure and
Determination Concerning Safety

As noted above, in accordance with
FFDCA section 408(b)(2), EPA must,
when establishing or leaving in effect
tolerances for residues of a pesticide
chemical, determine that the tolerances
are safe. That is, EPA must determine
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.” (21 U.S.C. 346a(b)(2)).

As discussed earlier in this Unit,
exposures from food and non-
occupational exposures individually or
together do not exceed EPA’s levels of
concern. The Agency determined that
risks from exposures to chlorpyrifos
residues in food comprised 3.2% of the
aPAD for females (13—49 years old) and
9.7% of the ssPAD for children (1-2
years old), the highest exposed
subpopulations. Combining those
exposures with relevant residential
exposures, the Agency calculated the
allowable levels of drinking water
concentrations. Based on the Agency’s
assessment of drinking water
concentrations based on the currently
registered uses, however, drinking water
exposures significantly add to those
risks. When considering the drinking
water contribution from currently
registered uses, the Agency’s levels of
concern are exceeded when combined
with food and residential exposures.

As indicated above, the Agency
calculated acute and steady-state
DWLOCs, and the lowest DWLOC is for
steady-state exposures to infants at 4.0
ppb; therefore, any EDWCs of
chlorpyrifos oxon exceeding 4.0 ppb
indicate that aggregate exposures of
chlorpyrifos would be unsafe. The
Agency’s 2016 DWA demonstrates that
DWLOC will be exceeded for some
people whose drinking water is derived
from certain vulnerable watersheds
throughout the United States, which
means that drinking water contributions
will result in aggregate exposures that
exceed the Agency’s determined safe
level of exposure. When taking into
consideration aggregate exposures based
on current labeled uses, the EDWCs
exceed the DWLOC of 4.0 ppb. For
example, as noted above in Unit
VII.B.2., the 2016 DWA presented
EDWCs for uses of chlorpyrifos,
including concentrations based on use
on golf courses and agricultural crops.
For those uses alone, the Agency
estimated concentrations exceeding 4.0
ppb in every region in the country; See
Table 25 of the 2016 DWA. (Ref. 28 at

73-74.) Comparing the calculated
EDWGCs from the 2016 DWA with the
DWLOC calculated in the 2020 HHRA
shows that drinking water
concentrations from chlorpyrifos uses
will exceed the safe allowable level for
contributions from drinking water. This
means that aggregate exposure (food,
drinking water, and residential
exposures) exceeds the Agency’s safe
level for chlorpyrifos exposure. Because
the FFDCA requires EPA to aggregate all
dietary and non-occupational exposure,
EPA cannot conclude that there is a
reasonable certainty that no harm will
result from aggregate exposure to
chlorpyrifos residues when taking into
consideration all labeled uses.

It is worth noting that the Agency’s
Proposed Interim Registration Review
Decision (PID) recognized that there
might be limited combinations of uses
in certain geographic areas that could be
considered safe, if the assessment only
includes those specific uses in those
areas. The PID noted that “[w]hen
considering all currently registered
agricultural and non-agricultural uses of
chlorpyrifos, aggregate exposures are of
concern. If considering only the uses
that result in DWLOCs below the
EDWCGCs, aggregate exposures are not of
concern.” (Ref. 32 at 19). The PID
proposed limiting chlorpyrifos
applications to specific crops in certain
regions where the EDWCs for those uses
were calculated to be lower than the
DWLOC. (Id. at 40). The Agency’s
ability to make the safety finding for any
remaining uses would be contingent
upon significant changes to the existing
registrations, including use
cancellations, geographical limitations,
and other label changes.

Consequently, while the 2020 PID
suggested that there may be limited
combinations of uses that could be safe,
FFDCA section 408(b)(2) requires EPA
to aggregate all dietary and non-
occupational exposures to chlorpyrifos
in making a safety finding. Without
effective mitigation upon which to base
a reduced aggregate exposure
calculation, the products as currently
registered present risks above the
Agency’s levels of concern. Based on the
data available at this time and the
aggregate exposures expected from
currently registered uses, the Agency
cannot, at this time, determine that
aggregate exposures to residues of
chlorpyrifos, including all anticipated
dietary exposures and all other non-
occupational exposures for which there
is reliable information, are safe.
Accordingly, as directed by the statute
and in compliance with the Court’s
order, EPA is revoking all chlorpyrifos
tolerances.
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IX. Procedural Matters

A. When do these actions become
effective?

The revocations of the tolerances for
all commodities will become effective
on February 28, 2022. The Agency has
set the expiration date for these
tolerances to satisfy its international
trade obligations described in Unit X.

Any commodities listed in this rule
treated with the pesticide subject to this
rule, and in the channels of trade
following the tolerance revocations,
shall be subject to FFDCA section
408(1)(5). Under this section, any
residues of these pesticides in or on
such food shall not render the food
adulterated so long as it is shown to the
satisfaction of the Food and Drug
Administration that:

1. The residue is present as the result
of an application or use of the pesticide
at a time and in a manner that was
lawful under FIFRA, and

2. The residue does not exceed the
level that was authorized at the time of
the application or use to be present on
the food under a tolerance or exemption
from tolerance that was in effect at the
time of the application. Evidence to
show that food was lawfully treated may
include records that verify the dates
when the pesticide was applied to such
food.

B. Response to Comments

Today’s action responds to the Ninth
Circuit’s order to issue a final rule in
response to the 2007 Petition. As such
this rule is not finalizing the proposal
published in the Federal Register issue
of November 6, 2015, nor is it
implementing or resolving any
registration review activity. Thus, this
document is not responding to
comments received on the 2015
proposal or the most recent registration
review documents. Those activities are
separate and apart from the procedural
posture of this final rule action.
Moreover, as the registration review
process is ongoing, including a separate
review of the comments submitted, the
Agency intends to respond to the most
recent comments in as part of that
process, rather than in this rule.

C. Are the Agency’s actions consistent
with international obligations?

The tolerance revocations in this final
rule are not discriminatory and are
designed to ensure that both
domestically produced and imported
foods meet the food safety standard
established by the FFDCA. The same
food safety standards apply to
domestically produced and imported
foods.

EPA considers Codex Maximum
Residue Limits (MRLs) in setting U.S.
tolerances and in reassessing them.
Codex MRLs are established by the
Codex Committee on Pesticide
Residues, a committee within the Codex
Alimentarius Commission, an
international organization formed to
promote the coordination of
international food standards. The
FFDCA requires EPA to take Codex
MRLs into consideration when
establishing new tolerances, and it is
EPA’s policy to harmonize U.S.
tolerances with Codex MRLs to the
extent possible, provided that the MRLs
achieve the level of protection required
under FFDCA. In the current instance,
EPA has determined that the current
U.S. tolerances for chlorpyrifos are not
safe and must be revoked. EPA has
developed guidance concerning
submissions for import tolerance
support (65 FR 35069, June 1, 2000)
(FRL-6559-3).

Under the World Trade Organization
Agreement on the Application of
Sanitary and Phytosanitary Measures
(SPS Agreement), to which the United
States is a party, Members are required
to, except in urgent circumstances,
“allow a reasonable interval between
the publication of a sanitary or
phytosanitary regulation and its entry
into force in order to allow time for
producers in exporting Members, and
particularly in developing country
Members, to adapt their products and
methods of production to the
requirements of the importing Member.”
(Ref. 33). The WTO has interpreted the
phrase “‘reasonable interval”’ to mean
normally a period of not less than six
months. (Ref. 34). In accordance with its
obligations, EPA intends to notify the
WTO of this regulation and is providing
a “reasonable interval”’ by establishing
an expiration date for the existing
tolerances to allow those tolerances to
remain in effect for a period of six
months after the effective date of this
final rule. After the six-month period
expires, the tolerances for residues
chlorpyrifos in or on food will no longer
be in effect.

X. 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

The Office of Management and Budget
(OMB) has exempted tolerance

regulations 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 final
rule is not subject to Executive Order
13563 (76 FR 3821, January 21, 2011).

B. Paperwork Reduction Act (PRA)

This final rule does not contain any
information collection activities subject
to OMB review and approval under the
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.

C. Regulatory Flexibility Act (RFA)

The RFA, 5 U.S.C. 601 et seq.,
generally requires an agency to prepare
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements under the
Administrative Procedures Act or any
other statute. Since this rule, which is
issued under FFDCA section
408(d)(4)(A)() (21 U.S.C.
346a(d)(4)(A)(i)) directly in response to
a petition under FFDCA section 408(d),
does not require the issuance of a
proposed rule, the RFA requirements do
not apply.

D. Unfunded Mandates Reform Act
(UMRA)

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 federalism
implications because it is not expected
to 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 (64 FR 43255,
August 10, 1999). This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
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by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA.

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

For the same reasons, this action will
not have Tribal implications because it
is not expected to have substantial
direct effects on Indian Tribes,
significantly or uniquely affect the
communities of Indian Tribal
governments, and does not 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
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 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). Nevertheless, the
revocation of the tolerances will reduce
exposure to the pesticide and lead to a
reduction in chlorpyrifos use on food
crops. While EPA has not conducted a
formal EJ analysis for this rule, the
revocation of tolerances will likely
reduce disproportionate impacts on EJ
communities that are impacted by
chlorpyrifos applications on crops.

K. Congressional Review Act (CRA)

This action is subject to the CRA (5
U.S.C. 801 et seq.), and EPA will submit
a rule report containing this rule and
other required information to each
House of the Congress and to the
Comptroller General of the United
States. This action is not a “major rule”
as defined by 5 U.S.C. 804(2).

XI. References

The following is a list of the
documents that are specifically
referenced in this document. The
docket, identified by docket ID number
docket number EPA-HQ-OPP-2021—
0523, includes these documents and
other information considered by EPA,
including documents that are referenced
within the documents that are included
in the docket, even if the referenced
document is not physically located in
the docket. All records in docket are
part of the record for this rulemaking.
For assistance in locating these other
documents, please consult the technical
person listed under FOR FURTHER
INFORMATION CONTACT.
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List of Subjects in 40 CFR Part 180
Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.
Dated: August 18, 2021.
Edward Messina,
Director, Office of Pesticide Programs.
Therefore, for the reasons set forth in
the preamble, 40 CFR part 180 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 § 180.342, add introductory text
to read as follows:

§180.342 Chlorpyrifos; tolerances for
residues.

This section and all tolerances
contained herein expire and are revoked
on February 28, 2022.

* * * * *

[FR Doc. 2021-18091 Filed 8-27-21; 8:45 am]
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Defense Acquisition Regulations
System

48 CFR Parts 212, 225 and 252
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RIN 0750-AL15

Defense Federal Acquisition
Regulation Supplement: Improved
Energy Security for Main Operating
Bases in Europe (DFARS Case 2020
D030)

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Final rule.

SUMMARY: DoD is issuing a final rule
amending the Defense Federal

Acquisition Regulation Supplement
(DFARS) to implement a section of the
National Defense Authorization Act for
Fiscal Year 2020. This section prohibits
contracts for the acquisition of
furnished energy for a covered military
installation in Europe that is sourced
from inside the Russian Federation.
DATES: Effective August 30, 2021.

FOR FURTHER INFORMATION CONTACT: Ms.
Kimberly Bass, telephone 571-372—
6174.

SUPPLEMENTARY INFORMATION:

I. Background

DoD published a proposed rule in the
Federal Register at 86 FR 3935 on
January 15, 2021, to amend the DFARS
to implement section 2821 of the
National Defense Authorization Act
(NDAA) for Fiscal Year (FY) 2020 (Pub.
L. 116-92). Section 2821 prohibits use
of energy sourced from inside the
Russian Federation in an effort to
promote energy security in Europe. The
prohibition applies to all forms of
energy ‘“furnished to a covered military
installation” as that term is defined in
the statute. No public comments were
received in response to the proposed
rule.

II. Discussion and Analysis

A. Summary of Significant Changes

No changes are made to the final rule
as a result of public comments.

B. Other Changes

One change is made to the rule as
proposed to clarify the same language
that appears in section 225.7019-2,
paragraph (b); the provision 252.225—
7053, paragraph (b)(2); and clause
252.225-7054, paragraph (b)(2). In all
three locations, the statement ‘“‘Does not
apply to a third party that uses it to
create some other form of energy (e.g.,
heating, cooling, or electricity)” is
changed to read ‘“Does not apply to
energy converted by a third party into
another form of energy and not directly
delivered to a covered military
installation.” No other changes are
made to the rule.

III. Applicability to Contracts At or
Below the Simplified Acquisition
Threshold and for Commercial Items,
Including Commercially Available Off-
the-Shelf Items

This DFARS rule implements section
2821 of the NDAA for FY 2020 (Pub. L.
116-92). Section 2821 prohibits use of
energy sourced from inside the Russian
Federation unless a waiver is approved
by the head of the contracting activity.
To implement section 2821, this rule
creates a new solicitation provision and
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contract clause: (1) DFARS 252.225—
7053, Representation Regarding
Prohibition on Use of Certain Energy
Sourced from Inside the Russian
Federation, and (2) DFARS 252.225—
7054, Prohibition on Use of Certain
Energy Sourced from Inside the Russian
Federation.

Section 2821 is silent on applicability
to contracts and subcontracts in
amounts at or below the simplified
acquisition threshold (SAT) or for the
acquisition of commercial items. Also,
the statute does not provide for civil or
criminal penalties. Therefore, it does
not apply to contracts or subcontracts in
amounts not greater than the SAT or to
the acquisition of commercial items,
including COTS items, unless a written
determination is made as provided for
in 41 U.S.C. 1905 and 10 U.S.C. 2375,
respectively. The Principal Director,
Defense Pricing and Contracting, is the
appropriate authority to make a
determination for regulations to be
published in the DFARS, which is part
of the FAR system of regulations. In
consonance with the written
determination made by the Principal
Director, Defense Pricing and
Contracting, on May 29, 2020, DoD will
apply section 2821 to solicitations and
contracts at or below the SAT and to the
acquisition of commercial items,
including COTS items, as defined at
FAR 2.101. Not applying this
prohibition guidance to contracts at or
below the SAT and for the acquisition
of commercial items, including COTS
items, would exclude contracts
intended to be covered by this rule and
undermine the overarching purpose of
the rule to prohibit use of energy
sourced from inside the Russian
Federation. Consequently, DoD will
apply the rule to contracts at or below
the SAT and for the acquisition of
commercial items, including COTS
items, to promote energy security in
Europe and reduce the risk of supply
shortages and reliance on energy
sourced inside the Russian Federation.

IV. Expected Impact of the Rule

This rule amends the DFARS to
implement section 2821 of the NDAA
for FY 2020 (Pub. L. 116-92). Section
2821 prohibits the use of energy sourced
from inside the Russian Federation in
an effort to promote energy security in
Europe. The prohibition applies to all
forms of energy that is “furnished to a
covered military installation”, as that
term is defined in the statute and only
to main operating bases as defined and
identified by DoD. This means the
energy itself must be furnished to the
military installation, not to a third party
that uses it to create some other form of

energy (e.g., heating, cooling, or
electric). The prohibition applies only to
Europe, not to Asia (for example, those
parts of Turkey located in Asia).

DoD will promote the energy security
of its European installations by
encouraging energy security and energy
resilience and will not purchase energy
sourced from inside the Russian
Federation unless a waiver of the
prohibition in section 2821 is approved
by the head of the contracting activity.
The rule requires the head of the
contracting activity to submit to the
congressional defense committees a
notice of the waiver.

The following factors will be taken
into consideration for granting a waiver:

(1) The energy supply system is
physically incapable of segregating
Russian Federation energy from non-
Russian Federation energy.

(2) The installation can only obtain
the necessary energy from its current
supplier without the unaffordable
expense of constructing new supply
lines.

(3) The price of requiring the supplier
to segregate the energy is unaffordable
and would result in the installation
being unable to perform its mission
within its budget authority.

(4) Consideration, by the requiring
activity, of installation energy and
security resilience has been taken into
account (e.g., on-site sources of energy
and fuel resupply would allow the
installation to continue to perform its
mission even with disruption of Russian
Federation-sourced energy, the
installation has addressed energy
resilience and security risks and
vulnerabilities, etc.).

According to Federal Procurement
Data System (FPDS) data for fiscal years
2017 through 2019, DoD awards an
average of 108 contracts each year that
are assigned the product service code
(PSC) S111, with an average of 3 of
those awards being made to unique
entities that were other than small
businesses.

PSC Description

S111 | Utilities—Gas (with locations in Eu-

rope).

The awardees were listed as foreign
contractor consolidated reporting.
Foreign contractor consolidated
reporting is used to report procurement
actions awarded to contractors located
outside the United States providing
utilities goods or services when a
unique entity identifier is not available.
When a generic entity identifier is used
to report these actions, FPDS only
allows contracting officers to select

“other than small business” as the
contracting officer’s determination of
business size. FPDS allows contracting
officers to aggregate awards and report
one record that includes multiple
awards, which masks the identity of the
entity. Consequently, reporting awards
in this manner is likely to result in an
undercount of the number of unique
entities, as there is no data available to
determine the number of entities or
whether the entities are small or other
than small.

Based on this analysis, DoD estimates
it is highly unlikely that an American
small entity would be providing these
utility services in Europe. It is expected
that this rule will not impact small
businesses, but it may impact large
businesses or their subcontractors who
compete on solicitations for Federal
overseas energy contracts for utilities
and gas in Europe.

Utilizing energy sourced from inside
the Russian Federation could increase
the risk of limited access to the required
energy supply, resulting in negative
impacts to the warfighter. Section 2911
of title 10 United States Code ensures
the readiness of the armed forces for
their military missions by pursuing
energy security and resilience. Further,
DoD Instruction 4170.11, Installation
Energy Management, encourages DoD
components to pursue energy resilience.
In today’s environment, maintaining
secure access to energy resources is
critical to DoD’s execution of its
mission, and ensuring energy resilience
at DoD installations is a top priority.

This prohibition will ensure
improved energy security for main
operating bases in Europe. This rule
requires an offeror to represent, by
submission of their offer, that the offeror
will not use any energy sourced from
inside the Russian Federation as a
means of generating the furnished
energy for the covered military
installation in Europe. In addition, the
rule provides a contract clause that
ensures the prohibition is incorporated
as a term and condition of the resulting
contract.

V. Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
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harmonizing rules, and of promoting
flexibility. This is a significant
regulatory action and, therefore, was
subject to review under section 6(b) of
E.O. 12866, Regulatory Planning and
Review, dated September 30, 1993.

VI. Congressional Review Act

As required by the Congressional
Review Act (5 U.S.C. 801-808) before an
interim or final rule takes effect, DoD
will submit a copy of the interim or
final rule with the form, Submission of
Federal Rules Under the Congressional
Review Act, to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States. A major rule under the
Congressional Review Act cannot take
effect until 60 days after it is published
in the Federal Register. The Office of
Information and Regulatory Affairs in
the Office of Management and Budget
has determined that this rule is not a
major rule as defined by 5 U.S.C. 804.

VII. Regulatory Flexibility Act

A final regulatory flexibility analysis
(FRFA) has been prepared consistent
with the Regulatory Flexibility Act, 5
U.S.C. 601, et seq. The FRFA is
summarized as follows:

The final rule is necessary to revise
the Defense Federal Acquisition
Regulation Supplement (DFARS) to
implement a statute that prohibits
contracts for the use of energy sourced
inside the Russian Federation for
military installations in Europe.

The objective for and the legal basis
for the rule is section 2821 of the
National Defense Authorization Act
(NDAA) for Fiscal Year (FY) 2020,
which prohibits use of energy sourced
from inside the Russian Federation in
an effort to promote energy security in
Europe. The prohibition applies to all
forms of energy “‘furnished to a covered
military installation,” as that term is
defined in the statute, and only to main
operating bases as defined and
identified by DoD.

No public comments were received in
response to the initial regulatory
flexibility analysis.

According to data obtained from the
Federal Procurement Data System
(FPDS) for fiscal years 2017 through
2019 for awards coded for product
service code S111 (Utilities-Gas) with
locations in Europe, 108 awards per
year were made on average over the
three fiscal years, with an average of 3
awards to unique entities that were
other than small businesses. The
awardees were listed as foreign
contractor consolidated reporting,
which is used to report procurement
actions awarded to contractors located

outside the United States providing
utilities goods or services when a
unique entity identifier is not available.
When a generic entity identifier is used
to report these actions, FPDS only
allows contracting officers to select
“other than small business” as the
contracting officer’s determination of
business size. FPDS allows contracting
officers to aggregate awards and report
one record that includes multiple
awards, which masks the identity of the
entity. Consequently, reporting awards
in this manner is likely to result in an
undercount of the number of unique
entities, as there is no data available to
determine the number of entities or
whether the entities are small or other
than small. Based on this analysis, DoD
estimates it is unlikely that an American
small entity would be providing these
utility services in Europe. Therefore,
DoD does not expect this rule to impact
small entities.

This rule does not include any new
reporting, recordkeeping, or other
compliance requirements for small
entities.

DoD has not identified any alternative
approaches to the rule that would meet
the requirements of the statute.

VIII. Paperwork Reduction Act

This rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

List of Subjects in 48 CFR Parts 212,
225 and 252

Government procurement.

Jennifer D. Johnson,

Editor/Publisher, Defense Acquisition
Regulations System.

Therefore, 48 CFR parts 212, 225, and
252 are amended as follows:
m 1. The authority citation for 48 CFR
parts 212, 225, and 252 continues to
read as follows:

Authority: 41 U.S.C. 1303 and 48 CFR
chapter 1.

PART 212—ACQUISITION OF
COMMERCIAL ITEMS

m 2. Amend section 212.301 by adding
paragraphs (f)(ix)(GG) and (HH) to read
as follows:

212.301 Solicitation provisions and
contract clauses for the acquisition of
commercial items.
* * * * *

( * x %

(ix) * *x %

(GG) Use the provision at 252.225—
7053, Representation Regarding

Prohibition on Use of Certain Energy
Sourced from Inside the Russian
Federation, as prescribed in 225.7019-
4(a), to comply with section 2821 of the
National Defense Authorization Act for
Fiscal Year 2020 (Pub. L. 116-92).

(HH) Use the clause at 252.225-7054,
Prohibition on Use of Certain Energy
Sourced from Inside the Russian
Federation, as prescribed in 225.7019-
4(b), to comply with section 2821 of the
National Defense Authorization Act for
Fiscal Year 2020 (Pub. L. 116-92).

* * * * *

PART 225—FOREIGN ACQUISITION

m 3. Add sections 225.7019, 225.7019-1,
225.7019-2, 225.7019-3, and 225.7019—
4 to subpart 225.70 to read as follows:

* * * * *

Sec.

225.7019 Prohibition on use of certain
energy sourced from inside the Russian
Federation.

225.7019-1 Definitions.

225.7019-2 Prohibition.

225.7019-3 Waiver.

225.7019-4 Solicitation provision and
contract clause.

* * * * *

225.7019 Prohibition on use of certain
energy sourced from inside the Russian
Federation.

225.7019-1 Definitions.

As used in this section—

Covered military installation means a
military installation in Europe
identified by DoD as a main operating
base.

Furnished energy means energy
furnished to a covered military
installation in any form and for any
purpose, including heating, cooling, and
electricity.

Main operating base means a facility
outside the United States and its
territories with permanently stationed
operating forces and robust
infrastructure.

225.7019-2 Prohibition.

In accordance with section 2821 of
the National Defense Authorization Act
for Fiscal Year 2020 (Pub. L. 116-92),
contracts for the acquisition of
furnished energy for a covered military
installation shall not use any energy
sourced from inside the Russian
Federation as a means of generating the
furnished energy for the covered
military installation. The prohibition—

(a) Applies to all forms of energy that
are furnished to a covered military
installation; and

(b) Does not apply to energy
converted by a third party into another
form of energy and not directly
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delivered to a covered military
installation.

225.7019-3 Waiver.

(a) Request and approval of waiver.
The requiring activity may submit to the
contracting activity a request for waiver
of the prohibition in 225.7019-2 for a
specific contract for the acquisition of
furnished energy for a covered military
installation. The head of the contracting
activity, without power of redelegation,
may approve the waiver, upon
certification to the congressional
defense committees that—

(1) The waiver of section 2821 is
necessary to ensure an adequate supply
of furnished energy for the covered
military installation; and

(2) National security requirements
have been balanced against the potential
risk associated with reliance upon the
Russian Federation for furnished
energy.

(b) Submission of waiver notice. (1)
Not later than 14 days before the
execution of any energy contract for
which a waiver is granted under
paragraph (a) of this section, the head of
the contracting activity shall submit to
the congressional defense committees a
notice of the waiver. See PGI 225.7019—
3 for waiver procedures.

(2) The waiver notice shall include
the following:

(i) The rationale for the waiver,
including the basis for the certifications
required by paragraph (a) of this section.

(i) An assessment of how the waiver
may impact DoD’s European energy
resilience strategy.

(iii) An explanation of the measures
DoD is taking to mitigate the risk of
using Russian Federation furnished
energy.

225.7019-4 Solicitation provision and
contract clause.

Unless a waiver has been granted in
accordance with 225.7019-3—

(a) Use the provision at 252.225-7053,
Representation Regarding Prohibition
on Use of Certain Energy Sourced from
Inside the Russian Federation, in
solicitations, including solicitations
using FAR part 12 procedures for the
acquisition of commercial items and
solicitations at or below the simplified
acquisition threshold, that are for the
acquisition of furnished energy for a
covered military installation; and

(b) Use the clause at 252.225-7054,
Prohibition on Use of Certain Energy
Sourced from Inside the Russian
Federation, in solicitations and
contracts, including solicitations and
contracts using FAR part 12 procedures
for the acquisition of commercial items
and solicitations and contracts at or

below the simplified acquisition
threshold, that are for the acquisition of
furnished energy for a covered military
installation.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 4. Add section 252.225-7053 to read
as follows:

252.225-7053 Representation Regarding
Prohibition on Use of Certain Energy
Sourced from Inside the Russian
Federation.

As prescribed in 225.7019-4(a), use
the following provision:
REPRESENTATION REGARDING
PROHIBITION ON USE OF CERTAIN
ENERGY SOURCED FROM INSIDE THE
RUSSIAN FEDERATION (AUG 2021)

(a) Definitions. As used in this provision—

Covered military installation means a
military installation in Europe identified by
DoD as a main operating base.

Furnished energy means energy furnished
to a covered military installation in any form
and for any purpose, including heating,
cooling, and electricity.

Main operating base means a facility
outside the United States and its territories
with permanently stationed operating forces
and robust infrastructure.

(b) Prohibition. In accordance with section
2821 of the National Defense Authorization
Act for Fiscal Year 2020 (Pub. L. 116-92),
contracts for the acquisition of furnished
energy for a covered military installation
shall not use any energy sourced from inside
the Russian Federation as a means of
generating the furnished energy for the
covered military installation, unless a waiver
is approved. The prohibition—

(1) Applies to all forms of energy that are
furnished to a covered military installation;
and

(2) Does not apply to energy converted by
a third party into another form of energy and
not directly delivered to a covered military
installation.

(c) Representation. By submission of its
offer, the Offeror represents that the Offeror
will not use or provide any energy sourced
from inside the Russian Federation as a
means of generating the furnished energy for
the covered military installation in the
performance of any contract, subcontract, or
other contractual instrument resulting from
this solicitation.

(End of provision)

m 5. Add section 252.225-7054 to read
as follows:

252.225-7054 Prohibition on Use of
Certain Energy Sourced from Inside the
Russian Federation.

As prescribed in 225.7019-4(b), use
the following clause: PROHIBITION ON
USE OF CERTAIN ENERGY SOURCED
FROM INSIDE THE RUSSIAN
FEDERATION (AUG 2021)

(a) Definitions. As used in this clause—

Covered military installation means a
military installation in Europe identified by
DoD as a main operating base.

Furnished energy means energy furnished
to a covered military installation in any form
and for any purpose, including heating,
cooling, and electricity.

Main operating base means a facility
outside the United States and its territories
with permanently stationed operating forces
and robust infrastructure.

(b) Prohibition. In accordance with section
2821 of the National Defense Authorization
Act for Fiscal Year 2020 (Pub. L. 116-92), the
Contractor shall not use in the performance
of this contract any energy sourced from
inside the Russian Federation as a means of
generating the furnished energy for the
covered military installation unless a waiver
is approved. The prohibition—

(1) Applies to all forms of energy that are
furnished to a covered military installation;
and

(2) Does not apply to energy converted by
a third party into another form of energy and
not directly delivered to a covered military
installation.

(c) Subcontracts. The Contractor shall
insert the substance of this clause, including
this paragraph (c), in subcontracts and other
commercial instruments that are for
furnished energy at a covered military
installation, including subcontracts and
commercial instruments for commercial
items.

(End of clause)

[FR Doc. 2021-18340 Filed 8-27-21; 8:45 am|
BILLING CODE 5001-06-P

DEPARTMENT OF DEFENSE

Defense Acquisition Regulations
System

48 CFR Part 225
[Docket DARS-2021-0016]
RIN 0750-AL37

Defense Federal Acquisition
Regulation Supplement; Use of Firm-
Fixed-Price Contracts for Foreign
Military Sales (DFARS Case 2021-
D019)

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Final rule.

SUMMARY: DoD is issuing a final rule
amending the Defense Federal
Acquisition Regulation Supplement
(DFARS) to implement a section of the
National Defense Authorization Act for
Fiscal Year 2021 that rescinds the
requirement for the use of firm-fixed-
price contract types for foreign military
sales unless an exception or waiver
applies.
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DATES: Effective August 30, 2021.

FOR FURTHER INFORMATION CONTACT:
Kimberly Bass, telephone 703-372—
6174.

SUPPLEMENTARY INFORMATION:
I. Background

DoD is issuing a final rule amending
the DFARS to implement section 888 of
the National Defense Authorization Act
(NDAA) for Fiscal Year (FY) 2021 (Pub.
L. 116-283), which repeals section 830
of the NDAA for FY 2017 (Pub. L. 114—
328). DoD published a proposed rule in
the Federal Register at 84 FR 12179 on
April 1, 2019, to implement sections
829 and 830 of the NDAA for FY 2017
(Pub. L. 114-328). On May 29, 2019, a
document was published in the Federal
Register at 84 FR 24734 to extend the
comment period for 14 days until June
14, 2019. The final rule implementing
section 830 was published in the
Federal Register at 84 FR 65304, on
November 27, 2019.

Section 830 was implemented at
DFARS 225.7301-1, Requirement to Use
Firm-Fixed-Price Contracts, and
required the use of firm-fixed-price
contracts for foreign military sales
(FMS), unless one of the exceptions or
the waiver provided in the statute
applied.

Section 807 of the NDAA for FY 2020
(Pub. L. 116-92) delayed the effective
date of regulations implementing
section 830 until December 31, 2020.

Section 888 of the NDAA for FY 2021
repealed section 830 of the NDAA for
FY 2017 and the requirement for
contracting officers to use firm-fixed-
price contracts for FMS unless an
exception or a waiver applies.
Accordingly, DFARS section 225.7301—
1 is being removed and reserved.

II. Publication of This Final Rule for
Public Comment Is Not Required by
Statute

The statute that applies to the
publication of the Federal Acquisition
Regulation (FAR) is the Office of Federal
Procurement Policy statute (codified at
title 41 of the United States Code).
Specifically, 41 U.S.C. 1707(a)(1)
requires that a procurement policy,
regulation, procedure, or form
(including an amendment or
modification thereof) must be published
for public comment if it relates to the
expenditure of appropriated funds and
has either a significant effect beyond the
internal operating procedures of the
agency issuing the policy, regulation,
procedure, or form, or has a significant
cost or administrative impact on
contractors or offerors. This final rule is
not required to be published for public

comment, because DoD is not issuing a
new regulation; rather, this rule is
updating internal operating procedures
that will no longer require contracting
officers to use firm-fixed-price contracts
for FMS as directed at DFARS
225.7301—1(a). In addition, the waiver at
DFARS 225.7301-1(b) will no longer be
required.

III. Applicability to Contracts at or
Below the Simplified Acquisition
Threshold and for Commercial Items,
Including Commercially Available Off-
the-Shelf Items

This rule does not create any new
DFARS solicitation provisions or
contract clauses. It does not impact any
existing solicitation provisions or
contract clauses or their applicability to
contracts valued at or below the
simplified acquisition threshold or for
commercial items, includin
commercially available off-the-shelf
items.

IV. Executive Orders 12866 and 13563

Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This is not a significant
regulatory action and, therefore, was not
subject to review under section 6(b) of
E.O. 12866, Regulatory Planning and
Review, dated September 30, 1993.

V. Congressional Review Act

As required by the Congressional
Review Act (5 U.S.C. 801-808) before an
interim or final rule takes effect, DoD
will submit a copy of the final rule with
the form, Submission of Federal Rules
under the Congressional Review Act, to
the U.S. Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States. A major
rule under the Congressional Review
Act cannot take effect until 60 days after
it is published in the Federal Register.
The Office of Information and
Regulatory Affairs has determined that
this rule is not a major rule as defined
by 5 U.S.C. 804.

VI. Regulatory Flexibility Act

The Regulatory Flexibility Act does
not apply to this rule because this final
rule does not constitute a significant
DFARS revision within the meaning of

FAR 1.501-1, and 41 U.S.C. 1707 does
not require publication for public
comment.

VII. Paperwork Reduction Act

The rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

List of Subjects in 48 CFR Part 225
Government procurement.

Jennifer D. Johnson,

Editor/Publisher, Defense Acquisition
Regulations System.

Therefore, 48 CFR part 225 is
amended as follows:

PART 225—FOREIGN ACQUISITION

m 1. The authority citation for 48 CFR
part 225 continues to read as follows:

Authority: 41 U.S.C. 1303 and 48 CFR
chapter 1.
225.7301-1

m 2. Remove and reserve section
225.7301-1.

[FR Doc. 2021-18342 Filed 8—27-21; 8:45 am]
BILLING CODE 5001-06-P

[Removed and Reserved]

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 541
[Docket No. NHTSA-2019-0056]
RIN 2127-AM24

Federal Motor Vehicle Theft Prevention
Standard; Final Listing of 2019 Light
Duty Truck Lines Subject to the
Requirements of This Standard and
Exempted Vehicle Lines for Model Year
2019

AGENCY: National Highway Traffic
Safety Administration (NHTSA), U.S.
Department of Transportation.

ACTION: Final rule.

SUMMARY: This final rule announces
NHTSA'’s determination that there are
no new model year 2019 light duty
truck lines subject to the parts-marking
requirements of the Federal motor
vehicle theft prevention standard. The
agency determined no new models were
high-theft or had major parts that are
interchangeable with a majority of the
covered major parts of passenger car or
multipurpose passenger vehicle lines.
This final rule also identifies those
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vehicle lines that have been granted an
exemption from the parts-marking
requirements because they are equipped
with antitheft devices determined to
meet certain criteria.
DATES: This final rule is effective August
30, 2021.
FOR FURTHER INFORMATION CONTACT: Ms.
Carlita Ballard, Office of International
Policy, Fuel Economy and Consumer
Programs, NHTSA, West Building,
W43-439, NRM-310, 1200 New Jersey
Avenue SE, Washington, DC 20590. Ms.
Ballard’s phone number is (202) 366—
5222. Her fax number is (202) 493—2990.
SUPPLEMENTARY INFORMATION: The theft
prevention standard (49 CFR part 541)
applies to (1) all passenger car lines; (2)
all multipurpose passenger vehicle
(MPV) lines with a gross vehicle weight
rating (GVWR) of 6,000 pounds or less;
(3) low-theft light-duty truck (LDT) lines
with a GVWR of 6,000 pounds or less
that have major parts that are
interchangeable with a majority of the
covered major parts of passenger car or
MPYV lines; and (4) high-theft LDT lines
with a GVWR of 6,000 pounds or less.

The purpose of the theft prevention
standard is to reduce the incidence of
motor vehicle theft by facilitating the
tracing and recovery of parts from stolen
vehicles. The standard seeks to facilitate
such tracing by requiring that vehicle
identification numbers (VINs), VIN
derivative numbers, or other symbols be
placed on major component vehicle
parts. The theft prevention standard
requires motor vehicle manufacturers to
inscribe or affix VINs onto covered
original equipment major component
parts, and to inscribe or affix a symbol
identifying the manufacturer and a
common symbol identifying the
replacement component parts for those
original equipment parts, on all vehicle
lines subject to the requirements of the
standard.

49 U.S.C. 33104(d) provides that once
a line has become subject to the theft
prevention standard, the line remains
subject to the requirements of the
standard unless it is exempted under 49
U.S.C. 33106. Section 33106 provides
that a manufacturer may petition
annually to have one vehicle line
exempted from the requirements of
section 33104, if the line is equipped
with an antitheft device meeting certain
conditions as standard equipment. The
exemption is granted if NHTSA
determines that the antitheft device is
likely to be as effective as compliance
with the theft prevention standard in
reducing and deterring motor vehicle
thefts.

49 CFR part 543 establishes the
process through which manufacturers

may seek an exemption from the theft
prevention standard. Manufacturers
may request an exemption under 49
CFR 543.6 by providing specific
information about the antitheft device,
its capabilities, and the reasons the
petitioner believes the device to be as
effective at reducing and deterring theft
as compliance with the parts-marking
requirements,? or manufacturers may
request an exemption under a more
streamlined process outlined in 49 CFR
543.7 if the vehicle line is equipped
with an antitheft device (an
“immobilizer”’) as standard equipment
that complies with one of the standards
specified in that section.2 If the
exemption is sought under 49 CFR
543.6, NHTSA publishes a notice of its
decision to grant or deny the exemption
petition in the Federal Register and
notifies the petitioner in writing; if the
petition is sought under section 49 CFR
543.7, NHTSA notifies the petitioner in
writing of the agency’s decision to grant
or deny the exemption petition.

NHTSA annually publishes the names
of LDT lines NHTSA has determined to
be high theft pursuant to 49 CFR part
541, LDT lines that NHTSA has
determined to have major parts that are
interchangeable with a majority of the
covered major parts of passenger car or
MPV lines, and vehicle lines that
NHTSA has exempted from the theft
prevention standard. Appendix A to
part 541 identifies those LDT lines
subject to the theft prevention standard
beginning in a given model year.
Appendix A-I to part 541 also lists
those vehicle lines that NHTSA has
exempted from the theft prevention
standard.

For MY 2019, there are no new LDT
lines that will be subject to the theft
prevention standard in accordance with
the procedures published in 49 CFR part
542.

Appendix A-I identifies those vehicle
lines that have been exempted by the
agency from the parts-marking
requirements of part 541 and is
amended to include ten MY 2019
vehicle lines newly exempted in full.
The ten exempted vehicle lines are the
BMW 8 Series, Ford Lincoln Nautilus,
GM Cadillac XT4, Honda Passport,
Hyundai Genesis G80, Kia Stinger,
Nissan Infiniti QX50, Subaru Ascent,
Toyota Avalon and the Jaguar Land
Rover Velar. NHTSA has either
previously granted these exemption
requests and published the
determination in the Federal Register if
the exemption was sought under 49 CFR
543.6, or has notified the manufacturer

149 CFR 543.6.
249 CFR 543.7.

of the grant of exemption if the
exemption was sought under 49 CFR
543.7.

Each year the agency also amends the
appendices to part 541 to remove
vehicle lines that have not been
manufactured for the United States
market in over 5 years. We believe that
including those vehicle lines would be
unnecessary. Therefore, the agency is
removing the BMW 1 Series, Honda
Acura TL, Hyundai Genesis, Nissan
Cube, Nissan Infiniti G, Nissan Infiniti
M, Subaru B9 Tribeca, and the Suzuki
Kizashi vehicle lines from the Appendix
A-T listing. However, NHTSA will
continue to maintain a comprehensive
database of all exemptions on our
website.

The changes made in this notice are
purely informational. The ten vehicle
lines that will be added to Appendix A—
I of part 541 were granted exemptions
in accordance with the procedures of 49
CFR part 543 and 49 U.S.C. 33106 and
notices of the grants of those
exemptions were published in the
Federal Register, or the manufacturer
was notified by grant letter. Therefore,
NHTSA finds good cause under 5 U.S.C.
553(b)(3)(B) that notice and opportunity
for comment on this final rule is
unnecessary. Further, public comment
on the listing of selections and
exemptions is not contemplated by 49
U.S.C. Chapter 331. For the same
reasons, since this revised listing only
informs the public of previous agency
actions and does not impose additional
obligations on any party, NHTSA finds
good cause under 5 U.S.C. 553(d)(3) to
make the amendment made by this
notice effective on the date this notice
is published in the Federal Register.

Regulatory Notices

A. Executive Order 12866 and DOT
Regulatory Policies and Procedures

This rulemaking document was not
reviewed by the Office of Management
and Budget (OMB) under Executive
Order (E.O.) 12866. It is not considered
to be significant under E.O. 12866 or the
Department’s Regulatory Policies and
Procedures. The purpose of this final
rule is to provide information to the
public about vehicle lines that must
comply with the parts marking
requirements of NHTSA’s theft
prevention standard and vehicles that
NHTSA has exempted from those
requirements. Since the purpose of the
final rule is to inform the public of
actions NHTSA has already taken, either
determining that new lines are subject
to parts marking requirements or
exempting vehicle lines from those
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requirements, the final rule will not
impose any new burdens.

B. National Environmental Policy Act

NHTSA has analyzed this final rule
for the purposes of the National
Environmental Policy Act. The agency
has determined that implementation of
this action will not have any significant
impact on the quality of the human
environment as it merely informs the
public about previous agency actions.
Accordingly, no environmental
assessment is required.

C. Executive Order 13132 (Federalism)

The agency has analyzed this
rulemaking in accordance with the
principles and criteria contained in
Executive Order 13132 and has
determined that it does not have
sufficient federal implications to
warrant consultation with State and
local officials or the preparation of a
federalism summary impact statement.
As discussed above, this final rule only
provides information to the public about
previous agency actions.

D. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires agencies to prepare a
written assessment of the costs, benefits
and other effects of proposed or final
rules that include a Federal mandate
likely to result in the expenditure by
State, local or tribal governments, in the
aggregate, or by the private sector, of

more than $100 million annually
($120.7 million as adjusted annually for
inflation with base year of 1995). The
assessment may be combined with other
assessments, as it is here.

This final rule will not result in
expenditures by State, local or tribal
governments or automobile
manufacturers and/or their suppliers of
more than $120.7 million annually. This
document informs the public of
previously granted exemptions. Since
the only purpose of this final rule is to
inform the public of previous actions
taken by the agency, no new costs or
burdens will result.

E. Executive Order 12988 (Civil Justice
Reform)

Pursuant to Executive Order 12988,
“Civil Justice Reform,” 3 the agency has
considered whether this final rule has
any retroactive effect. We conclude that
it would not have such an effect as it
only informs the public of previous
agency actions. In accordance with
section 49 U.S.C. 33118, when a Federal
theft prevention standard is in effect, a
State or political subdivision of a State
may not have a different motor vehicle
theft prevention standard for a motor
vehicle or major replacement part. 49
U.S.C. 33117 provides that judicial
review of this rule may be obtained
pursuant to 49 U.S.C. 32909. Section
32909 does not require submission of a
petition for reconsideration or other

administrative proceedings before
parties may file suit in court.

F. Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1995 (PRA) (44 U.S.C. 3501, et seq.),
Federal agencies must obtain approval
from the Office of Management and
Budget (OMB) for each collection of
information they conduct, sponsor, or
require through regulations. There are
no information collection requirements
associated with this final rule.

List of Subjects in 49 CFR Part 541

Administrative practice and
procedure, Labeling, Motor vehicles,
Reporting and recordkeeping
requirements.

In consideration of the foregoing, 49
CFR part 541 is amended as follows:

PART 541—[AMENDED]

m 1. The authority citation for part 541
continues to read as follows:

Authority: 49 U.S.C. 33101, 33102, 33103,
33104, 33105 and 33106; delegation of
authority at 49 CFR 1.95.

m 2. Appendix A-I to part 541 is revised
to read as follows:

Appendix A-I to Part 541—Lines With
Antitheft Devices Which Are Exempted
From the Parts-Marking Requirements
of This Standard Pursuant to 49 CFR
Part 543

Manufacturer Subject lines
BMW .o MINI, MINI Countryman (MPV), X1 (MPV), X1, X2 (MPV), X3, X4, X5 (MPV), Z4, 3 Series, 4 Series, 5 Se-
ries, 6 Series, 7 Series, 8 Series.!
CHRYSLER ....ccoiiiiiienceeeeen 200, 300, Dodge Charger, Dodge Challenger, Dodge Dart, Dodge Journey, Fiat 500, Fiat 124 Spider, Jeep

FORD MOTOR CO

GENERAL MOTORS

rain.

KIA
MASERATI ...
MAZDA

3 See 61 FR 4729, February 7, 1996.

Accord, Acura MDX, Civic, CR-V, Passport,! Pilot.

Azera, Equus, Genesis G80,'3 IONIQ.

F-Type, XE, XF, XJ, XK, Land Rover Discovery Sport, Land Rover F-Pace, Land Rover LR2, Land Rover
Range Rover Evoque, Land Rover Velar.!

Niro, Stinger.?

Ghibli, Levante (SUV), Quattroporte.

2, 3, 5, 6, CX-3, CX-5, CX-9, MX-5 Miata.

smart Line Chassis, smart USA fortwo, SL-Line Chassis (SL-Class) (the models within this line are): SL400/
SL450, SL550, SL 63/AMG, SL 65/AMG, SLK-Line Chassis (SLK-Class/SLC-Class) (the models within this
line are): SLK 250, SLK 300, SLK 350, SLK 55 AMG, SLC 300 AMG, SLC 43, S-Line Chassis (S/CL/S-
Coupe Class/S-Class Cabriolet/Mercedes Maybach) (the models within this line are): S400 Hybrid, S550,
S600, S63 AMG, S65 AMG, Mercedes-Maybach S560, Mercedes-Maybach S650, CL550, CL600, CL63
AMG, CL65 AMG, NGCC Chassis Line (CLA/GLA/B-Class/A-Class) (the models within this line are): A220,
B250e, CLA250, CLA45 AMG, GLA250, GLA45 AMG, C-Line Chassis (C-Class/CLK/GLK-Class/GLC-
Class) (the models within this line are): C63 AMG, C240, C250, C300, C350, CLK 350, CLK 550, CLK
63AMG, GLK250, GLK350, E-Line Chassis (E-Class/CLS Class) (the models within this line are): E55, E63
AMG, E320 BLUETEC, E350 BLUETEC, E320/E320DT CDi, E350/E500/E550, E400 HYBRID, CLS400,
CLS500/550, CLS55 AMG, CLS63 AMG.

Cherokee, Jeep Compass, Jeep Grand Cherokee (MPV), Jeep Patriot, Jeep Wrangler/Wrangler JK,2 Jeep
Wrangler JL (new),! Town and Country MPV.
C-Max, EcoSport, Edge, Escape, Explorer, Fiesta, Focus, Fusion, Lincoln MKC, Lincoln MKX, Lincoln Nau-
tilus,* Mustang, Taurus.
Buick LaCrosse/Regal, Buick Verano, Cadillac ATS, Cadillac CTS, Cadillac SRX, Cadillac XTS, Cadillac
XT4,1 Chevrolet Bolt, Chevrolet Camaro, Chevrolet Corvette, Chevrolet Cruze, Chevrolet Equinox, Chev-
rolet Impala/Monte Carlo, Chevrolet Malibu, Chevrolet Sonic, Chevrolet Spark, Chevrolet Volt, GMC Ter-
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Manufacturer Subject lines
MITSUBISHI .....ccoeiiiiiiiiiiiiies Eclipse Cross, iMiEV, Lancer, Outlander, Outlander Sport, Mirage.
NISSAN .o Altima, Juke, Leaf, Maxima, Murano, NV200 Taxi, Pathfinder, Quest, Rogue, Kicks, Sentra, Infiniti Q70,
Infiniti Q50/60, Infiniti QX50," Infiniti QX60.
PORSCHE ......cocooiiiiiieeeecee, 911, Boxster/Cayman, Macan, Panamera.
SUBARU ..., Ascent,! Forester, Impreza, Legacy, Outback, WRX, XV Crosstrek/Crosstrek.4
TESLA e Model 3, Model S, Model X.
TOYOTA e, Avalon,’ Camry, Corolla, Highlander, Lexus ES, Lexus GS, Lexus LS, Lexus NX, Lexus RX, Prius, RAV4, Si-
enna.
VOLKSWAGEN ........coeoviiiiinen. Atlas, Beetle, Eos, Jetta, Passat, Tiguan, Audi A3, Audi A4, Audi A4 Allroad MPV, Audi A6, Audi A8, Audi
Q83, Audi Q5, Audi TT, Golf/Golf Sport wagen/eGolf/Alltrack.
VOLVO ..ot S60.

1Granted an exemption from the parts marking requirements beginning with MY 2019.
2 Jeep Wrangler (2009-2019) nameplate changed to Jeep Wrangler JK, JK discontinued after MY 2018.
3Hyundai discontinued use of its parts marking exemption for the Genesis vehicle line beginning with the 2010 model year, line was reintro-

duced as the Genesis G80.

4Subaru XV Crosstrek nameplate changed to Crosstrek beginning with MY 2016.

Issued under authority delegated in 49 CFR
1.95, and 501.5.

Steven S. CIliff,

Acting Administrator.

[FR Doc. 2021-18632 Filed 8—-27-21; 8:45 am]
BILLING CODE 4910-59-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 660

[Docket No. 210505-0101; RTID 0648—
XB310]

Fisheries Off West Coast States;
Modification of the West Coast Salmon
Fisheries; Inseason Action #25

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

ACTION: Inseason modification of 2021
management measures.

SUMMARY: NMFS announces one
inseason action in the 2021 ocean
salmon fisheries. This inseason action
modified the fishing days per calendar
week in the recreational ocean salmon
fishery in the area from Queets River,
WA, to Leadbetter Point, WA (Westport
subarea).

DATES: This inseason action became
applicable on August 6, 2021, and
remains in effect until superseded or
modified.

FOR FURTHER INFORMATION CONTACT:

Shannon Penna at 562—676—2148, email:
Shannon.penna@noaa.gov.

SUPPLEMENTARY INFORMATION:
Background

The 2021 annual management
measures for ocean salmon fisheries (86
FR 26425, May 14, 2021), announced

management measures for the
commercial and recreational fisheries in
the area from the U.S./Canada border to
the U.S./Mexico border, effective from
0001 hours Pacific Daylight Time (PDT),
May 16, 2021, until the effective date of
the 2022 management measures, as
published in the Federal Register.
NMEFS is authorized to implement
inseason management actions to modify
fishing seasons and quotas as necessary
to provide fishing opportunity while
meeting management objectives for the
affected species (50 CFR 660.409).
Inseason actions in the salmon fishery
may be taken directly by NMFS (50 CFR
660.409(a)—Fixed inseason
management provisions) or upon
consultation with the Chairman of the
Pacific Fishery Management Council
(Council) and the appropriate State
Directors (50 CFR 660.409(b)—Flexible
inseason management provisions).

Management of the salmon fisheries is
generally divided into two geographic
areas: North of Cape Falcon (NOF)
(U.S./Canada border to Cape Falcon,
OR) and south of Cape Falcon (Cape
Falcon, OR, to the U.S./Mexico border).
The action described in this document
affected the NOF recreational salmon
fishery, as set out under the heading
Inseason Action.

Consultation on this inseason action
occurred on August 3, 2021.
Representatives from NMFS,
Washington Department of Fish and
Wildlife (WDFW), Oregon Department
of Fish and Wildlife (ODFW), and
Council staff participated in the
consultation.

This inseason action was announced
on NMFS’ telephone hotline and U.S.
Coast Guard radio broadcast on the date
of the consultations (50 CFR
660.411(a)(2)).

Inseason Action
Inseason Action #25

Description of the action: Inseason
action #25 modified the fishing days per
calendar week in the NOF recreational
salmon fishery in the Westport subarea
from five days per week (Sunday
through Thursday) to seven days per
week, beginning at 12:01 a.m. on Friday,
August 6, 2021.

Effective date: Inseason action #25
took effect on August 6, 2021, and
remains in effect until superseded.

Reason and authorization for the
action: The 2021 management measures
opened the recreational ocean salmon
fishery in the Westport subarea seven
days per week between June 19-26,
2021, and five days per week (Sunday
through Thursday) between June 27-
September 15, 2021 (86 FR 26425, May
14, 2021). The intent of limiting the
fishing days per calendar week starting
June 27, 2021, was to sustain season
length. However, in the first six weeks
of recreational fishing in the Westport
subarea, June 19 through July 25 and
with just over a month left in the
season, only 9 percent of the subarea’s
coho salmon quota and 31 percent of the
subarea’s Chinook salmon guideline
were landed. Consistent with preseason
planning and management objectives,
inseason action #25 was taken to
provide greater fishing opportunity for
the public to access the available coho
salmon quota and Chinook salmon
guideline and to provide economic
benefit to the fishery dependent
community. Based on landings to date,
anticipated fishing effort, and projected
catch, this action is not expected to
result in reducing season length.

The NMFS West Coast Region
Regional Administrator (RA) considered
the landings of Chinook and coho
salmon in the NOF recreational salmon
fishery to date, fishery effort to date as
well as anticipated under the proposal,
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and the recreational Chinook salmon
guideline and coho salmon quotas
remaining. The RA determined that
inseason action #25 was necessary to
meet preseason planning and
management objectives to allow access
to available salmon quota and support
the economy of fishery dependent
communities while remaining
consistent with the applicable salmon
management and conservation
objectives. The modification of
recreational fishing days per calendar
week is authorized by 50 CFR
660.409(b)(1)(iii).

Consultation date and participants:
Consultation on inseason action #25
occurred on August 3, 2021.
Representatives from NMFS, WDFW,
ODFW, and the Council participated in
this consultation.

All other restrictions and regulations
remain in effect as announced for the
2021 ocean salmon fisheries (86 FR
26425, May 14, 2021), as modified by
previous inseason action (86 FR 34161,
June 29, 2021; 86 FR 37249, July 15,
2021; 86 FR 40182, July 28, 2021; 86 FR
43967, August 11, 2021).

The NMFS West Coast Region RA
determined that this inseason action
was warranted based on the best
available information on Pacific salmon
abundance forecasts, landings to date,
and anticipated fishery effort and

projected catch. The states manage the
fisheries in state waters adjacent to the
areas of the U.S. exclusive economic
zone (3—200 nautical miles (5.6—-370.4
kilometers) off the coasts of the states of
Washington, Oregon, and California)
consistent with these Federal actions.
As provided by the inseason notice
procedures at 50 CFR 660.411, actual
notice of the described regulatory action
was given, prior to the time the action
was effective, by telephone hotline
numbers 206—-526—-6667 and 800—662—
9825, and by U.S. Coast Guard Notice to
Mariners broadcasts on Channel 16
VHF-FM and 2182 kHz.

Classification

NMFS issues this action pursuant to
section 305(d) of the Magnuson-Stevens
Fishery Conservation and Management
Act (MSA). This action is authorized by
50 CFR 660.409, which was issued
pursuant to section 304(b) of the MSA,
and is exempt from review under
Executive Order 12866.

Pursuant to 5 U.S.C. 553(b)(3)(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. Prior notice and
opportunity for public comment on this
action was impracticable because NMFS
had insufficient time to provide for

prior notice and the opportunity for
public comment between the time
Chinook and coho salmon abundance,
catch, and effort information was
developed and fisheries impacts were
calculated, and the time the fishery
modifications had to be implemented in
order to ensure that fisheries are
managed based on the best scientific
information available. As previously
noted, actual notice of the regulatory
action was provided to fishers through
telephone hotline and radio notification.
This action complies with the
requirements of the annual management
measures for ocean salmon fisheries (86
FR 26425, May 14, 2021), the FMP, and
regulations implementing the FMP
under 50 CFR 660.409 and 660.411.

There is good cause under 5 U.S.C.
553(d)(3) to waive the 30-day delay in
effective date, as a delay in effectiveness
of this action would restrict fishing at
levels inconsistent with the goals of the
FMP and the current management
measures.

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

Dated: August 24, 2021.
Jennifer M. Wallace,

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

[FR Doc. 2021-18566 Filed 8—-27-21; 8:45 am|
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2021-0676; Airspace
Docket No. 21-AWP-33]

RIN 2120-AA66

Proposed Amendment of United States
Area Navigation Route (RNAV) Q-15;
Western United States

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This action proposes to
amend United States Area Navigation
route (RNAV) Q-15 in order to safely
segregate overflight, arrival and
departure traffic, and military
operations in the high altitude airspace
between Las Vegas, NV and Phoenix,
AZ.

DATES: Comments must be received on
or before October 14, 2021.

ADDRESSES: Send comments on this
proposal to the U.S. Department of
Transportation, Docket Operations, 1200
New Jersey Avenue SE, West Building
Ground Floor, Room W12-140,
Washington, DC 20590; telephone: 1
(800) 647-5527, or (202) 366—9826. You
must identify FAA Docket No. FAA—
2021-0676; Airspace Docket No. 21—
AWP-33 at the beginning of your
comments. You may also submit
comments through the internet at
https://www.regulations.gov. FAA Order
7400.11E, Airspace Designations and
Reporting Points, and subsequent
amendments can be viewed online at
https://www.faa.gov/air_traffic/
publications/. For further information,
you can contact the Rules and
Regulations Group, Federal Aviation
Administration, 800 Independence
Avenue SW, Washington, DC, 20591;
telephone: (202) 267—8783. The Order is
also available for inspection at the
National Archives and Records

Administration (NARA). For
information on the availability of FAA
Order 7400.11E at NARA, email:
fr.inspection@nara.gov or go to https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

FOR FURTHER INFORMATION CONTACT:
Christopher McMullin, Rules and
Regulations Group, Office of Policy,
Federal Aviation Administration, 800
Independence Avenue SW, Washington,
DC 20591; telephone: (202) 267-8783.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of the airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it would
modify the route structure as necessary
to preserve the safe and efficient flow of
air traffic within the National Airspace
System (NAS).

Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify both
docket numbers (FAA Docket No. FAA—
2021-0676; Airspace Docket No. 21—
AWP-33) and be submitted in triplicate
to the Docket Management Facility (see
ADDRESSES section for address and
phone number). You may also submit
comments through the internet at
https://www.regulations.gov.

Commenters wishing the FAA to
acknowledge receipt of their comments

on this action must submit with those
comments a self-addressed, stamped
postcard on which the following
statement is made: “Comments to FAA
Docket No. FAA-2021-0676; Airspace
Docket No. 21-AWP-33.” The postcard
will be date/time stamped and returned
to the commenter.

All communications received on or
before the specified comment closing
date will be considered before taking
action on the proposed rule. The
proposal contained in this action may
be changed in light of comments
received. All comments submitted will
be available for examination in the
public docket both before and after the
comment closing date. A report
summarizing each substantive public
contact with FAA personnel concerned
with this rulemaking will be filed in the
docket.

Availability of NPRM

An electronic copy of this document
may be downloaded through the
internet at https://www.regulations.gov.
Recently published rulemaking
documents can also be accessed through
the FAA’s web page at https://
www.faa.gov/air_traffic/publications/
airspace_amendments/.

You may review the public docket
containing the proposal, any comments
received and any final disposition in
person in the Dockets Office (see
ADDRESSES section for address and
phone number) between 9:00 a.m. and
5:00 p.m., Monday through Friday,
except Federal holidays. An informal
docket may also be examined during
normal business hours at the office of
the Operations Support Group, Western
Service Center, Federal Aviation
Administration, 2200 South 216th St.,
Des Moines, WA 98198.

Availability and Summary of
Documents for Incorporation by
Reference

This document proposes to amend
FAA Order 7400.11E, Airspace
Designations and Reporting Points,
dated July 21, 2020, and effective
September 15, 2020. FAA Order
7400.11E is publicly available as listed
in the ADDRESSES section of this
document. FAA Order 7400.11E lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.


https://www.faa.gov/air_traffic/publications/airspace_amendments/
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Background Regulatory Notices and Analyses CHILY, AZ WP

One of the main responsibilities of the The FAA has determined that this (L%)BAL 42'48.61"N, long. 112°45'42.27
Los Angeles Air Route Traffic Control proposed regulation only involves an DOVEE, NV WP
Center (ARTCC) (ZLA) is separating and  established body of technical (Lat. 35°26’51.07” N, long. 114°48'00.94”
sequencing en route, arrival, and regulations for which frequent and w)

departure traffic in the vicinity of Las
Vegas, NV. The operational complexity
of this airspace is affected not only by
traffic volume, but by the airspace
limitations imposed by the large amount
of Special Use Airspace (SUA) in the
Desert Southwest.

RNAYV route Q-13 is the primary
route utilized for Phoenix, AZ (PHX)
arrivals from the Bay Area, Seattle,
Portland, and the Pacific Northwest,
including Alaska and Canada. The letter
of agreement (LOA) between ZLA and
Albuquerque ARTCC (ZAB) requires
that aircraft handed off to ZAB at or
below FL290. There has been a
significant increase in traffic filing Q-13
traveling northwest, which has caused
increased complexity for arrivals
landing at PHX.

RNAYV route Q-15 currently
terminates at CHILY, just west of
Prescott Regional airport (PRC) Prescott,
AZ. The intention of extending Q-15
from CHILY to NABOB is to provide air
traffic controllers, through automation
and industry outreach, one direction
airways in that area for Q—13 and Q-15
between waypoints where both would
intersect between NABOB and HOUZZ.
This proposal would allow traffic
traveling southeast from HOUZZ to
NABOB to utilize RNAV route Q—13 and
traffic traveling northwest to utilize
RNAYV route Q-15, allowing for a
smoother traffic flow in that area.

The Proposal

The FAA is proposing an amendment
to 14 CFR part 71 to amend RNAV route
Q-15 in order to safely segregate
overflight, arrival and departure traffic,
and military operations in the high
altitude airspace between Las Vegas, NV
and Phoenix, AZ. The full legal
description are included in the Rule
section below.

(Q-15: Q—15 currently extends from
CHILY to LOMIA. The FAA proposes to
add an extension to the route from
NABOB to CHILY. The rest of the route
will remain unchanged.

RNAV routes are published in
paragraph 6009 of FAA Order 7400.11E
dated July 21, 2020 and effective
September 15, 2020, which is
incorporated by reference in 14 CFR
71.1. The RNAV route listed in this
document would be published
subsequently in the Order.

FAA Order 7400.11, Airspace
Designations and Reporting Points, is
published yearly and effective on
September 15.

routine amendments are necessary to
keep them operationally current. It,
therefore: (1) Is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a “‘significant
rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034;
February 26, 1979); and (3) does not
warrant preparation of a regulatory
evaluation as the anticipated impact is
so minimal. Since this is a routine
matter that will only affect air traffic
procedures and air navigation, it is
certified that this proposed rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

This proposal will be subject to an
environmental analysis in accordance
with FAA Order 1050.1F,
“Environmental Impacts: Policies and
Procedures” prior to any FAA final
regulatory action.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

In consideration of the foregoing, the
Federal Aviation Administration
proposes to amend 14 CFR part 71 as
follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g); 40103,
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR,
1959-1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11E,
Airspace Designations and Reporting
Points, dated July 21, 2020, and
effective September 15, 2020, is
amended as follows:

Paragraph 2006 United States Area

Navigation Routes.
* * * * *

Q-15 NABOB, AZ to LOMIA, NV [Amend]

NABOB, AZ FIX
(Lat. 34°19°40.60” N, long. 111°18’53.90”
W)

SOTOO, NV WP
(Lat. 36°17°22.55” N, long. 116°13'14.12"
w)
HOUZZ, NV WP
(Lat. 36°36’43.75” N, long. 116°36'37.60”
\\
FUULL, NV WP
(Lat. 37°16’52.93” N, long. 117°10"13.96”
w)
SKANN, NV WP
(Lat. 37°22’52.68” N, long. 117°15’54.53”
W)
LOMIA, NV WP
(Lat. 39°13’11.57” N, long. 119°0622.95”
w)

* * * * *

Issued in Washington, DC, on August 24,
2021.

George Gonzalez,

Acting Manager, Rules and Regulations
Group.

[FR Doc. 2021-18515 Filed 8-27-21; 8:45 am]
BILLING CODE 4910-13-P

FEDERAL MINE SAFETY AND HEALTH
REVIEW COMMISSION

29 CFR Part 2702

Freedom of Information Act Procedural
Rules

AGENCY: Federal Mine Safety and Health
Review Commission.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Federal Mine Safety and
Health Review Commission (the
Commission) is proposing revisions to
its rules implementing the Freedom of
Information Act (FOIA) in light of the
FOIA Improvement Act of 2016, its
experience under the rules, the need to
update its fee schedule, and the need to
update and clarify a number of its FOIA
procedures. These proposed changes
ensure rapid and effective procedures
for requesting information and
processing requests under the FOIA.

DATES: Send comments on or before
September 29, 2021.

ADDRESSES: You may send comments by
any of the following methods:

e Email: RulesComments@
fmshre.gov. Include “Comments on
FOIA rules” in the subject line of the
message.

e Mail: Michael A. McCord, General
Counsel, Office of the General Counsel,
Federal Mine Safety and Health Review
Commission, 1331 Pennsylvania
Avenue NW, Suite 520N, Washington,
DC 20004-1710.
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All comments received will be posted
without change to www.fmshre.gov/
content/proposed-foia-rules, including
any personal information provided.

FOR FURTHER INFORMATION CONTACT:
Michael A. McCord, General Counsel,
202—434-9900, MMccord@fmshrc.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The Commission is an independent
adjudicatory agency that provides
hearings and appellate review of cases
arising under the Federal Mine Safety
and Health Act of 1977 (the “Mine
Act”). Hearings are held before the
Commission’s Administrative Law
Judges, and appellate review is provided
by a five-member Review Commission
appointed by the President and
confirmed by the Senate.

In accordance with the amendments
made by the FOIA Improvement Act of
2016, Public Law 114-185, 130 Stat.
538, to the Freedom of Information Act,
5 U.S.C. 552, the Commission is
proposing to revise its rules on
procedures for the disclosure of records
under the FOIA, including procedures
for engaging in dispute resolution
through the FOIA Public Liaison and
the Office of Government Information
Services (“OGIS”) and the requirement
that requesters be given a minimum of
90 days to file an administrative FOIA
appeal.

Additionally, the proposed revisions
include clarification on the types of
information that a requester must
provide in order to facilitate a FOIA
search of the agency’s records,
additional circumstances under which
expedited processing will be granted,
and increases in certain fees. Based on
its years of experience in implementing
the FOIA, the Commission is proposing
the changes set forth below in its FOIA
rules to better reflect agency practice
under the rules and to clarify our FOIA
processes to the requester community.
Lastly, while the proposed rules retain
much of the substantive practices and
procedures in effect prior to this
proposal, they have been extensively
reorganized under new section headers
and paragraph headers. The
Commission is also proposing adding
two new procedural rules, one
addressing confidential commercial
Information and the other addressing
the preservation of records.

II. Section-by-Section Analysis

Part 2702—Regulations Implementing
the Freedom of Information Act

§§ 2702.3 through 2702.8 [Redesignated]

Old section New section(s)
2702.3(b) ....... 2702.4(a) and (d)(1), 2702.5
2702.3(C) ....... 2702.4(b) and (c)
2702.3(d) ....... 2702.4(b)(2)

2702.3(e) ....... 2702.4(b)(3)

2702.3(f) ....... 2702.4(d)(3), 2702.5(¢)
2702.3(Q) ....... 2702.4(d)(2)

2702.4 ............ 2702.7

2702.5 ..... 2702.8

27026 ..... 2702.9

2702.7 ..... 2702.10

2702.8 ............ 2702.11

29 CFR 2702.1

The Commission is revising 29 CFR
2702.1 to explain that the purpose of
these rules is to establish procedures to
implement the FOIA as amended by the
FOIA Improvement Act of 2016. The
Commission is also amending 29 CFR
2702.1 to make three non-substantive
revisions: (1) Adding the short name of
“the Mine Act” for the Mine statute; (2)
clarifying that the Commission reviews
legal disputes between private parties
“arising under the Mine Act;” and (3)
updating reference to the Commission’s
website to include that the FOIA guide
is located specifically at the web
address https://www.fmshrc.gov/guides/
foia-guide.

29 CFR 2702.3

The Commission is revising 29 CFR
2702.3 to limit the section’s focus to the
proper procedure for making a FOIA
request and to reorganize the
information provided in the rule so that
the requirements are more reader
friendly. In addition, new paragraph
headers have been added.

The information in § 2702.3(a), which
was previously provided in paragraph
form, has been enumerated, thereby
making it easier to identify the number
of requirements that must be met and to
distinguish each requirement.

Pursuant to the authority of 5 U.S.C.
552(a)(3)(A), a new requirement has
been added at newly added
§ 2702.3(a)(3), which requires requesters
seeking information from cases that
have come before or are currently before
the Commission to provide the
Commission assigned docket number
(beginning with CENT, KENT, LAKE,
PENN, SE, VA, WEST, WEVA or YORK)
and/or the related Mine Safety and
Health Administration (MSHA) issued
citation or order number (not to be
confused with the MSHA case number)
when making a request. This change is
consistent with long-standing

Commission practice and is necessary in
order to effectively search the
Commission’s docketing database.

In newly added § 2702.3(a)(4), the
language ‘“‘shall describe the particular
record requested to the fullest extent
possible” has been replaced with
“reasonably describe the particular
record(s) requested.” “Reasonably
describe” is taken directly from the
FOIA, 5 U.S.C. 552(a)(3)(A).

The information previously contained
in § 2702.3(b), (), and (g), which
explained the Commission’s procedure
for responding to requests and the FOIA
appeals process, has been redesignated
as new §§2702.4 and 2702.5. New
§ 2702.3(b) now briefly explains the
format and timing of requests for
expedited processing and for fee
waivers.

The information previously contained
in § 2702.3(c), which explained the
Commission’s procedure for taking
additional time to process requests
involving “unusual circumstances,” has
been redesignated as new § 2702.4. New
§2702.3(c) advises individuals to refer
to the Commission’s Privacy Act
regulations for instructions if seeking
records on him or herself that do not
include cases currently or previously on
review before the Commission.

The information previously contained
in § 2702.3(d) discussing additional
time to respond has been redesignated
as new §2702.4(b). New §2702.3(d)
now explains the procedure for properly
submitting a FOIA request to the
Commission.

The information previously contained
in §2702.3(e) discussing expedited
processing has been redesignated as
newly added § 2702.4(b)(3).

29 CFR 2702.4

The information previously contained
in § 2702.4, which explained the types
of records generally maintained by the
Commission and how they may be
publicly accessed, has been
redesignated as new §2702.7.

Section 2702.4 now contains language
previously found in § 2702.3. This
section now clarifies the Commission’s
procedures for responding to requests,
processing requests, and making request
determinations, and explains its long-
standing multi-track processing system.
Much of this information was relocated
from § 2702.3.

The information in § 2702.4(a)
generally explains the Commission’s
timetable for making a determination on
a FOIA request. It notes that, generally,
the Commission will respond to
requests in the order they are received.
This is not intended as a restriction on
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the Commission’s ability to prioritize
requests differently, if necessary.

Consistent with 5 U.S.C.
552(a)(6)(D)(i), § 2702.4(b) details the
agency’s longstanding, three-tier
multitrack processing system, which
includes simple, complex, and
expedited processing. Section
2702.4(b)(2) explains the “unusual
circumstances’ that may warrant a
delayed response by the Commission.

Pursuant to 5 U.S.C. 552(a)(6)(E){)(II),
newly added § 2702.4(b)(3) explains the
time requirements for making requests
for expedited processing and includes a
new agency-specific criterion for
requesters seeking expedited processing.
The new criterion, paragraph (b)(3)(iii),
allows parties engaged in litigation
before the Commission to request
expedited processing if the record is
required to meet a fast-approaching
deadline set by a Commission.

Administrative Law Judge (ALJ) or the
Commission. This criterion will be
particularly helpful for parties
requesting hearing transcripts needed to
prepare post-hearing briefs.

Newly added § 2702.4(c) contains the
information previously contained in
§2702.3(c)(2) explaining the aggregation
of requests.

Newly added § 2702.4(d) explains the
various determinations that a
Commission FOIA officer can reach
when processing a request under the
FOIA.

In accordance with the FOIA
Improvement Act of 2016, newly added
§ 2702.4(e) explains the dispute
resolution and mediation services
available to requesters and the process
for attaining these services.

29 CFR 2702.5

The information previously contained
in §2702.5 under header “Fees
applicable—categories of requesters,”
which explained the Commission’s
categories of requesters for purposes of
determining the appropriate fees, has
been redesignated as new § 2702.8.

Section 2702.5 now contains language
previously found in § 2702.3 and added
language explaining the procedures
surrounding the various types of FOIA
appeals, including the format and
timing of appeals and the Commission’s
process for reviewing appeals. The
appeal language was taken from former
§§2702.3(b), (e)(2), and (f) and
2702.7(b)(2) and consolidated under this
new section.

In accordance with the Improvement
Act 2016, paragraph (a) reflects the new
time period in which a requester has to
appeal an adverse determination, that is
not more than 90 days after the date of
such determination. Paragraphs (a)

through (d) include new instructions
regarding the required content when
filing an appeal. In paragraph (a), we
also removed the word “Chairman” and
added, in its place, the word ““Chair.”

29 CFR 2702.6

The information previously contained
in § 2702.6 under header “Fee
schedule,” has been redesignated as
newly added § 2702.9 under the same
header. Section 2702.6 now contains the
Commission’s procedure for the
handling of confidential commercial
information. While requests for
confidential commercial information is
not an issue the Commission has
typically had to deal with in the past,
in recent years it has seen an increase
in FOIA requests that in some way
relate to potentially sensitive records
that mine operators may not want
released to the public.

The language was adopted from the
regulation template provided by the
Department of Justice’s Office of
Information Policy (“OIP”) in its
“Template for Agency FOIA
Regulations,” published on February 22,
2017. The section mirrors OIP’s sample
language.

Section 2702.6(a) defines
“confidential commercial information”
and “‘submitter.” Section 2702.6(b)
informs submitters what steps they must
take to protect information they believe
should be withheld from disclosure.
This provision will be most useful for
mining companies submitting sensitive
commercial records during the course of
litigation before the Commission.
Section 2702.6(c) explains the
circumstances under which a submitter
of confidential commercial information
must be notified that the information
has been requested and may be
disclosed. It describes the different ways
the Commission may satisfy the notice
requirement and describes the content
that must be included in the notice.

Section 2702.6(d) explains the
exceptions to the submitter notice
requirements. Section 2702.6(e) sets
forth the process for submitters to object
to disclosures. The section goes on to
explain the Commission’s process for
addressing objected disclosures and the
notices it will provide to both submitter
and requester.

29 CFR 2702.7

The information previously contained
in § 2702.7 under header ‘“No fees;
waiver or reduction of fees,” has been
redesignated as newly added § 2702.10.
Section 2702.7 now contains the
information previously found in
§2702.4 discussing the types of records
maintained by the Commission and

available to the public, as well as how
records may be accessed without the
need to file a FOIA request. It
additionally explains what records are
available to the public upon request and
generally how the Commission will
search for requested records.

Specifically, under FOIA, each agency
must make available for public
inspection and copying (without the
need for a formal FOIA request) the
following items: Final opinions and
orders issued in the adjudication of
administrative cases; policy statements
and interpretations that have been
adopted by the agency but which were
not published in the Federal Register;
administrative staff manuals that affect
members of the public; and records
processed and disclosed in response to
a FOIA request which the agency has
determined have or will become the
subject of similar requests for
substantially the same records (often
referred to as “FOIA-processed
records”’). See 5 U.S.C. 552(a)(2).

Historically, agencies have generally
provided access to these records in
reading rooms located at one or more of
the agency’s offices. However, with the
increased reliance on technology,
agencies have eliminated full-time
reading rooms and switched to posting
the records online where they are easily
accessible by the public. While the
Commission will continue to permit in-
office inspection of records, if
requested, it will primarily rely on its e-
reading room to satisfy this requirement
under the FOIA.

There is one substantive change to
this section, which includes a new
paragraph (a) that generally describes
the availability of the Commission’s
records. Former paragraphs (a) and (b)
have been transposed and relettered as
paragraphs (b) and (c). The term “FOIA
Reading Room’” has been replaced with
the term “FOIA in-office review.”

The rule continues to model the
statutory language in the FOIA.
Additionally, a more detailed listing of
materials available at the Commission is
provided in the Commission’s FOIA
Guide, also available on its website.

29 CFR 2702.8

The information previously contained
in §2702.8 under header “Advance
payment of fees; interest; debt collection
procedures,” has been redesignated as
newly created § 2702.11.

Section 2702.8, under revised header
“Categories of requesters and applicable
fees,” now contains the information
previously found in § 2702.5 discussing
fee requester categories. This section
includes newly added paragraph (f),
which explains that the FOIA office may



Federal Register/Vol. 86, No. 165/Monday, August 30, 2021/Proposed Rules

48349

require clarification from the requester
at times in order to determine proper fee
category. The remainder of the section
contains several minor stylistic changes
to sentence structure, and descriptive
headers/titles have also been added to
each paragraph.

29 CFR 2702.9

Newly added § 2702.9 contains the
information previously found in
§ 2702.6 under the same header, ‘“Fee
schedule.” This transferred content
continues to outline the various fees
charged by the Commission for its FOIA
services. Substantively, the language of
the section remains largely the same.
There are minor revisions to paragraphs
(a) and (b) to reflect a more accurate
website location and paragraph (b) to
reflect the proper rule citation in light
of these amendments. The website
address in paragraphs (a) and (b) has
been modified to include the direct
website address for the Commission’s
FOIA Guide. In paragraph (b), we also
removed the word ‘“Chairman” and
added, in its place, the word “Chair.”

The Commission is amending the
language of paragraph (c) to state that
duplication fees will be charged for
records that are not routinely kept in
electronic format and must be scanned
for purposes of satisfying a FOIA
request. Additionally, the Commission
is amending the duplication fee from
$0.15 per page to $0.25 per page to
account for the cost of inflation. As most
of our records are in electronic format,
we expect this increase to have very
little impact on the requester
community.

29 CFR 2702.10

Newly added § 2702.10 contains the
information previously found in
§2702.7 under former header ‘“No fees;
waiver or reduction of fees.” Now under
revised header “Waivers and reduction
of fees,” this section continues to
explain the circumstances under which
fees will not be charged and under what
circumstances a fee waiver will be
granted.

Substantively, the language of the
section remains largely the same.
Paragraph (b) has been minimally
revised to include additional
information on the proper Commission
procedure for requesting a fee waiver,
which is also stated in amended
§ 2702.3(b). Paragraph (b) has been
revised to reflect the proper rule citation
in light of these amendments and
descriptive headers/titles have been
added to paragraphs (a) and (b).

29 CFR 2702.11

Newly added § 2702.11 under header
“Payment of fees; advance payments;
interest, debt collection,” contains the
information previously found in
§ 2702.8 under former header ‘“Advance
payment of fees; interest; debt collection
procedures.” This section continues to
explain when advance payment of fees
could be required, when interest charges
could be assessed, and that delinquent
payments would be referred to debt
collection.

Substantively, the language of the
section remains the same with one key
exception. New paragraph (a) now
explains the process for remitting
payment to the Commission for FOIA
services rendered. Additionally,
paragraph (b), formerly paragraph (a),
has been reworded for concision, but
substantively remains the same.
Descriptive headers/titles have also
been added to each paragraph.

29 CFR 2702.12

Newly added § 2702.12 under header
‘“Preservation of records,” is a new
addition to the Commission’s FOIA
rules. This section explains the
Commission’s procedure and time
frames for the maintenance of its FOIA
records. We believe this section will be
very helpful for FOIA requesters who
seek records going back a certain
number of years and who are trying to
determine the scope of their request
prior to submission. This is a relatively
common occurrence with Commission
FOIA requests. This rule is intended to
decrease processing times by
eliminating the added correspondence
that often ensues as a result of a
requester seeking records that are
outside of the required maintenance
period.

III. Matters of Regulatory Procedure

The Commission is an independent
regulatory agency, and as such, is not
subject to the requirements of Executive
Order (“E.O.”) 12866 (Sept. 30, 1993; 58
FR 51735, Oct. 4, 1993); E.O. 13563 (Jan.
18, 2011; 76 FR 3821, Jan. 21, 2011);
E.O. 13771 (Jan. 30, 2017; 82 FR 9339,
Feb. 3, 2017); or E.O. 13777 (Jan. 30,
2017; 82 FR 12285, Mar. 1, 2017). The
proposed regulatory amendments also
do not have Federal implications or
“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.” Therefore, E.O.
13132 is not applicable.

The Commission’s Chair has
determined that this proposed rule will

not “have a significant economic impact
on a substantial number of small
entities” under the Regulatory
Flexibility Act (“RFA”) (5 U.S.C. 605)
due to the limited scope of the rule and
its impact of streamlining the
procedures required under FOIA. The
Commission has also determined that
the Paperwork Reduction Act (44 U.S.C.
3501 et seq.) does not apply because
these rules do not contain any
information collection requirements that
require the approval of the OMB.

List of Subjects in 29 CFR Part 2702

Administrative practice and
procedure, Appeals, Confidential
commercial information, Freedom of
information, Privacy.

m For the reasons stated in the preamble,
the Federal Mine Safety and Health
Review Commission proposes to revise
29 CFR part 2702 to read as follows:

PART 2702—REGULATIONS
IMPLEMENTING THE FREEDOM OF
INFORMATION ACT

Sec.
2702.1
2702.2

Purpose and scope.

Location of offices.

2702.3 Making a request for information.

2702.4 Response to request; processing;
determinations.

2702.5 Right to appeal.

2702.6 Confidential commercial
information.

2702.7 Materials available.

2702.8 Categories of requesters and
applicable fees.

2702.9 Fee schedule.

2702.10 Waivers and reduction of fees.

2702.11 Payment of fees; advance
payments; interest; debt collection.

2702.12 Preservation of records.

Authority: 30 U.S.C. 801 et seq.; 5 U.S.C.
551, 552, and 552a and 44 U.S.C. 3102 as
amended by Public Law 104-231, 110 Stat.
3048, Public Law 110-175, 121 Stat. 2524,
and Public Law 114-185, 130 Stat. 538; E.O.
13392, 70 FR 75373, 3 CFR, 2005 Comp., p.
216.

§2702.1 Purpose and scope.

The Federal Mine Safety and Health
Review Commission (Commission),
pursuant to the Federal Mine Safety and
Health Act of 1977 (the “Mine Act”), 30
U.S.C. 801 et seq., is an independent
adjudicative agency that provides
administrative trial and appellate
review of legal disputes arising between
the U.S. Department of Labor’s Mine
Safety and Health Administration
(MSHA) and private parties, as well as
certain disputes solely between private
parties arising under the Mine Act. The
purpose of the rules in this part is to
establish procedures for implementing
the Freedom of Information Act (FOIA),
5 U.S.C. 552, as amended by the
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Electronic Freedom of Information Act
Amendments of 1996, Public Law 104—
231, 110 Stat. 3048, the OPEN
Government Act of 2007, Public Law
110-175, 121 Stat. 2524, and the FOIA
Improvement Act of 2016, Public Law
114-185, 130 Stat. 538; to provide
guidance for those seeking to obtain
information from the Commission; and
to make all information subject to
disclosure pursuant to this subchapter
and FOIA, and not otherwise protected
by law, readily available to the public.
Additional guidance on obtaining
information from the Commission can
be found in the document entitled
“FOIA Guide,” which is available for
viewing and download on the
Commission’s website at https://
www.fmshrc.gov/guides/foia-guide.
Hard copies are also available upon
written request to the Commission’s
FOIA Office. The rules in this part apply
only to records or information of the
Commission or in the Commission’s
custody. Nothing in this part shall be
construed to entitle any person, as of
right, to any service or to the disclosure
of any record to which such person is
not entitled under the FOIA. This part
does not affect discovery in adversary
proceedings before the Commission.
Discovery is governed by the
Commission’s rules of procedure in 29
CFR part 2700.

§2702.2 Location of offices.

The Commission maintains its
headquarters office at 1331
Pennsylvania Avenue NW, Suite 520N,
Washington, DC 20004-1710. The
locations of other Commission offices
may be obtained from the Commission’s
website (http://www.fmshrc.gov).

§2702.3 Making a request for information.

(a) Content of request. All requests for
information must:

(1) Be in writing;

(2) Include the words “Freedom of
Information Act Request” or “FOIA” on
the face of the request;

(3) Include, if concerning a case that
has come before the Commission or a
Commission Administrative Law Judge,
the Commission case docket number or,
in the alternative, the related MSHA
citation or order number(s);

(4) Reasonably describe the particular
record(s) requested; and

(5) Specify the preferred form or
format in which the requester wishes to
receive the response. The Commission
shall accommodate requests as to form
or format if the record is readily
reproducible in the requested form or
format. When requesters do not specify
the preferred form or format of the
response, the Commission shall respond

in the form or format in which the
record is most accessible to the
Commission.

(b) Optional content considerations. If
the requester desires expedited
processing or a waiver or reduction of
fees, such requests must be in writing
and should be included in the initial
request for information filed in
accordance with paragraph (a) of this
section. See §§2702.4(b)(3) and 2702.10
for additional requirements.

(c) Personal records. For individuals
seeking access to their records, not
including Commission files generated in
adversary proceedings under the Mine
Act, please see the Commission’s
Privacy Act rules at 29 CFR part 2705.

(d) Submitting a request. Requests
must be submitted via:

(1) The Commission’s FOIA Request
form located on the Commission’s
website at https://www.fmshrc.gov/foia/
foia-request-form; or by

(2) Email, mail, fax or hand delivery
to the Chief FOIA Officer at FOIA@
FMSHRC.gov, Federal Mine Safety and
Health Review Commission, Attn: Chief
FOIA Officer,1331 Pennsylvania
Avenue NW, Suite 520N, Washington,
DC 20004-1710, Fax: 202—434—9944.

§2702.4 Response to request; processing;
determinations.

(a) Response to request. Upon receipt
of a request, a determination to grant,
deny, or partially grant the request will
be made within 20 business days by the
Commission’s FOIA Office, except in
unusual circumstances, as described in
paragraph (b) of this section. Generally,
the Commission will respond to
requests according to their order of
receipt.

(b) Processing time.

(1) Simple track. Except in
circumstances described in paragraph
(b)(2) or (3) of this section, upon receipt
of a request, a Commission FOIA officer
will reach a determination to grant,
deny, or partially grant the request
within 20 business days after receipt by
the Commission’s FOIA Office.

(2) Complex track. In unusual
circumstances, it may not be possible
for the agency to reach a determination
within 20 business days. When
additional time is needed to respond to
the initial request, the Commission shall
notify the requester in writing within
the 20 business day period, describe the
circumstances causing the delay, and
indicate the anticipated date for a
substantive response that may not
exceed 10 additional business days,
except as provided in paragraph (b)(2)(i)
of this section.

(i) Unusual circumstances that may
warrant delay include:

(A) The need to search for and collect
the requested records from facilities that
are separate from the office processing
the request;

(B) The need to search for, collect,
and appropriately examine a
voluminous amount of separate and
distinct records that are requested in a
single request;

(C) The need for consultation, which
shall be conducted with all practicable
speed, with another agency having a
substantial interest in the determination
of the request, or among two or more
components of the agency having
substantial subject matter interest in the
request; and

(D) The need to consult with the
submitter of the records being
requested.

(ii) With respect to a request for
which a written notice has extended the
time limit by 10 additional business
days, if the Commission determines that
it cannot make a response determination
within that additional 10 business day
period, the requester will be notified
and provided an opportunity to limit
the scope of the request so that it may
be processed within the extended time
limit, or an opportunity to arrange an
alternative time frame for processing the
request or a modified request.

(3) Expedited track. While it is
recommended that a request for
expedited services be submitted with
the initial § 2702.3(a) request, such
request may be made at any time. A
person may request expedited
processing of a § 2702.3(a) request for
records in cases where the requester can
demonstrate a compelling need for said
records. Requesters will be notified of
the determination in accordance with
paragraph (d)(4) of this section. A
demonstration of compelling need by a
person making a request for expedited
processing shall be made by a statement
certified by such person to be true and
correct to the best of his knowledge and
belief. For purposes of this paragraph
(b)(3), a “compelling need”” means:

(i) That a failure to obtain the
requested records on an expedited basis
could reasonably be expected to pose an
imminent threat to the life or physical
safety of an individual; or

(ii) The information is urgently
needed by a person primarily engaged
in disseminating information in order to
inform the public concerning actual or
alleged Federal Government activity; or

(iii) The records are necessary to
assist with meeting an impending
deadline set by a Commission Judge or
the Commission in a pending case to
which the requester is a party.

(c) Aggregated requests. Whenever it
reasonably appears that certain requests
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by the same requester, or a group of
requesters acting in concert, actually
constitute a single request that would
otherwise satisfy the unusual
circumstances specified in this section,
and the requests involve clearly related
matters, such requests may be
aggregated for purposes of this
paragraph (c). Multiple requests
involving unrelated matters will not be
aggregated.

(d) Determinations.

(1) Full grant of request. Unless a
Commission FOIA officer reasonably
foresees that disclosure would harm an
interest protected by one of the nine
statutory exemptions found at 5 U.S.C.
552(b) or determines that disclosure is
prohibited by law, all relevant records
obtained through reasonable search
efforts shall be provided within the
relevant time period described in
paragraph (b) of this section.

(2) Partial grant/denial of request.
Any reasonably segregable portion(s) of
a record shall be provided to the person
requesting it after the deletion of any
exempt portion(s) of the record. The
applicable exemption(s) and the amount
of information deleted shall be
indicated on the released portion(s) of
the record, at the place in the record the
deletion is made if technically feasible,
unless indicating the extent of the
deletion would harm an interest
protected by the exemption pursuant to
which the deletion is made.

(3) Denial of request. In denying a
request for records, the Commission
shall state the reason for the denial and
the applicable exemption; set forth the
name and title or position of the person
responsible for the denial of the request;
make a reasonable effort to estimate the
volume of the records denied; and
provide this estimate to the person
making the request, unless providing
such an estimate would harm an interest
protected by the exemption pursuant to
which the request is denied.

(4) Determination of request to
expedite. Notice of the determination
whether to grant expedited processing
in response to a requester’s claim of
compelling need shall be provided to
the person making the request within 10
days after receipt of the request for
expedited processing.

(5) Determination of fee waiver/
reduction request. The Chief FOIA
Officer or designated employee, upon
request, shall determine whether a
waiver or reduction of fees is warranted.
See §2702.10 for additional
information.

(e) Dispute resolution. At any time
during the processing of a request,
requesters may seek dispute resolution
assistance from the Commission’s FOIA

Public Liaison at FOIA-Liaison@
fmshre.gov. In the event of an adverse
determination, requesters may file an
appeal in accordance with § 2702.5 and/
or obtain mediation and dispute
resolution services from the
Commission’s FOIA Public Liaison, as
well as from the Office of Government
Information Services (“OGIS”’) at
https://archives.gov/ogis. Additional
information regarding dispute
resolution can be found on the
Commission’s website at https://
www.fmshre.gov/content/foia-public-
liaison.

§2702.5 Right to appeal.

(a) Generally. Any requester adversely
affected by a final decision of the
Commission’s FOIA Office may file an
appeal of that decision within 90 days
of the initial determination. All FOIA
appeals must be in writing and shall be
made to the Chair of the Commission.
Sitting Commissioners will decide
appeals within 20 business days after
receipt. In the event that a sitting
Commissioner is the subject of the
disputed FOIA records or has a
substantial interest in the disputed
records, that Commissioner should be
recused from consideration of said FOIA
appeal. In the event of a tie vote of those
Commissioners, the FOIA Office’s initial
determination will be deemed approved
by the Commission. Appeals must be
submitted via email, mail, fax or hand
delivery to FOIA-appeals@fmshre.gov,
Federal Mine Safety and Health Review
Commission, 1331 Pennsylvania
Avenue NW, Suite 520N, Washington,
DC 20004-1710, Fax: 202—-434—9944.

(b) Appeal of denial or partial denial
of information request. The appeal must
include a copy of the initial FOIA
request, a copy of the determination
denying the request in whole or in part,
and a detailed statement explaining why
the initial determination should be
reversed. Any records to be disclosed by
the Commission to the requester shall be
provided with the letter setting forth the
determination as to the appeal or shall
be sent as soon as possible thereafter.

(c) Appeal of denial of request to
expedite. The appeal must include a
copy of the initial request to expedite,

a copy of the determination denying the
request, and a detailed explanation
demonstrating a compelling need as
stated in § 2702.4(b)(3). The
Commission will provide expeditious
consideration of administrative appeals
of determinations on whether to provide
expedited processing. Once a
determination has been made to grant
expedited processing, the Commission
will process the request as soon as
practicable.

(d) Appeal of denial of fee waiver or
reduction. The appeal must include a
copy of the initial fee waiver/reduction
request, a copy of the determination
denying the request, and a detailed
statement explaining how the request
satisfies one or more requirements in
§2702.10(b).

(e) Denial of appeal. If an appeal is
denied, the Commission’s notice of
denial shall inform the requester of the
right to obtain judicial review of the
Commission’s action under 5 U.S.C.
552(a)(4)(B)—(G). The requester may
appeal the Commission’s decision by
filing a complaint in the district court of
the United States in the district in
which the complainant resides, or has
its principal place of business, or in
which the agency records are situated,
or in the District of Columbia.

§2702.6 Confidential commercial
information.

(a) Definitions.

(1) Confidential commercial
information means commercial or
financial information obtained by the
agency from a submitter that may be
protected from disclosure under
Exemption 4 of the FOIA, 5 U.S.C.
52(b)(4).

(2) Submitter means any person or
entity, including a corporation, State, or
foreign government, but not including
another Federal Government entity, that
provides confidential commercial
information, either directly or indirectly
to the Federal Government.

(b) Designation of confidential
commercial information. A submitter of
confidential commercial information
must use good faith efforts to designate
by appropriate markings, at the time of
submission, any portion of its
submission that it considers to be
protected from disclosure under
Exemption 4. These designations expire
10 years after the date of the submission
unless the submitter requests and
provides justification for a longer
designation period.

(c) When notice to submitters is
required.

(1) The Commission will promptly
provide written notice to the submitter
of confidential commercial information
whenever records containing such
information are requested under the
FOIA if the Commission determines that
it may be required to disclose the
records, provided:

(i) The requested information has
been designated in good faith by the
submitter as information considered
protected from disclosure under
Exemption 4; or

(ii) The Commission has a reason to
believe that the requested information
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may be protected from disclosure under
Exemption 4, but has not yet
determined whether the information is
protected from disclosure.

(2) The notice must either describe
the commercial information requested
or include a copy of the requested
records or portions of records
containing the information.

(d) Exceptions to submitter notice
requirements. The notice requirements
of this section do not apply if:

(1) The Commission determines that
the information is exempt under the
FOIA, and therefore will not be
disclosed;

(2) The information has been lawfully
published or has been officially made
available to the public;

(3) Disclosure of the information is
required by a statute other than the
FOIA or by a regulation issued in
accordance with the requirements of
Executive Order 12600 of June 23, 1987;
or

(4) The designation made by the
submitter under paragraph (b) of this
section appears obviously frivolous. In
such case, the Commission will give the
submitter written notice of any final
decision to disclose the information
within a reasonable number of days
prior to a date specified for disclosure.

(e) Opportunity to object to disclosure.

(1) If the submitter objects to
disclosure of any of the requested
information, a written response to the
notice issued under paragraph (c) of this
section must be submitted to the
Commission within 30 calendar days of
the date of the notice.

(2) The response must include a
detailed statement that specifies all
grounds for withholding the particular
information under any exemption of the
FOIA. In order to rely on Exemption 4
of the FOIA as a basis for nondisclosure,
the submitter must explain why the
information constitutes a trade secret or
commercial or financial information
that is confidential.

(3) A submitter who fails to respond
within 30 calendar days will be
considered to have no objection to
disclosure of the information. The
Commission is not required to consider
any information received after the date
of any disclosure decision. Any
information provided by a submitter
under this part may itself be subject to
disclosure under the FOIA.

(f) Analysis of objections. The
Commission will consider a submitter’s
objections and specific grounds for
nondisclosure in deciding whether to
disclose the requested information.

(g) Notice of intent to disclose.
Whenever the Commission decides to
disclose information over the objection

of a submitter, the Commission will
provide the submitter written notice,
which shall include:

(1) A statement of the reasons why
each of the submitter’s disclosure
objections was not sustained;

(2) A description of the information to
be disclosed or copies of the records as
the Commission intends to release them;
and

(3) A specified disclosure date, which
must be a reasonable time after the
notice.

(h) Notice of FOIA lawsuit. Whenever
a requester files a lawsuit seeking to
compel the disclosure of confidential
commercial information, the agency
must promptly notify the submitter.

(i) Requester notification. The
Commission will notify the requester
whenever it provides the submitter with
notice and an opportunity to object to
disclosure; whenever it notifies the
submitter of its intent to disclose the
requested information; and whenever a
submitter files a lawsuit to prevent the
disclosure of the information.

(j) Effect of disclosure. Once a record
has been disclosed by the Commission
to any requester, that record will no
longer be deemed confidential
commercial information and protected
under this section.

§2702.7 Materials available.

(a) Records. Except for records and
information under seal or exempted
from disclosure, all records of the
Commission or in its custody are
available to any person who requests
them in accordance with §2702.3.
Records include any information that
would be a record subject to the
requirements of 5 U.S.C. 552 when
maintained by the Commission in any
format, including electronic format.

In response to FOIA requests, the
Commission will search for records
manually or by automated means,
except when an automated search
would significantly interfere with the
operation of the Commission’s
automated information system.

(b) FOIA e-reading room. Materials
created on or after November 1, 1996,
under this paragraph (b) may be
accessed electronically through the
Commission’s website at https://
www.fmshre.gov/foia/e-reading-room.
Materials available include, but are not
limited to:

(1) Final opinions, including
concurring and dissenting opinions, as
well as orders, made in the adjudication
of cases;

(2) Those statements of policy and
interpretations which have been
adopted by the agency and are not
published in the Federal Register;

(3) Administrative staff manuals and
instructions to staff that affect a member
of the public;

(4) Copies of all records, regardless of
form or format, which have been
released to any person under this part
and which, because of the nature of
their subject matter, the Commission
has determined have become or are
likely to become the subject of
subsequent requests for substantially the
same records; and

(5) A general index of records referred
to under this paragraph (b).

(c) FOIA in-office review. Materials
are also available for inspection and
copying at the Commission’s
headquarters located at 1331
Pennsylvania Avenue NW, Suite 520N,
Washington, DC 20004-1710.

§2702.8 Categories of requesters and
applicable fees.

(a) Commercial requesters. When
documents are requested for commercial
use, the requester will be assessed the
full direct costs of searching for,
reviewing for release, and duplicating
the records sought.

(b) Educational or noncommercial
scientific institutions requesters. When
records are being requested by
educational or noncommercial scientific
institutions whose purpose is scholarly
or scientific research, and not for
commercial use, the requester will be
assessed only for the cost of duplicating
the records sought, but no charge will be
made for the first 100 paper pages
reproduced.

(c) News media requesters. When
records are being requested by
representatives of the “news media,” as
defined by 5 U.S.C. 552(a)(4)(A)(ii) of
the FOIA, the requester will be assessed
only for the cost of duplicating the
records sought, but no charge will be
made for the first 100 paper pages
reproduced. When records are being
requested by representatives of the news
media.

(d) Other requesters. For any other
request not described in paragraphs (a)
through (c) of this section, the requester
will be assessed the full direct costs of
searching for and duplicating the
records sought, except that no charge
will be made for the first two hours of
manual search time and the first 100
paper pages of reproduction.

(e) Requesters acting in concert. For
purposes of paragraphs (b) through (d)
of this section, whenever it reasonably
appears that a requester, or a group of
requesters acting in concert, is
attempting to break down a single
request into a series of requests relating
to the same subject matter for the
purpose of evading the assessment of


https://www.fmshrc.gov/foia/e-reading-room
https://www.fmshrc.gov/foia/e-reading-room

Federal Register/Vol. 86, No. 165/Monday, August 30, 2021/Proposed Rules

48353

fees, such requests will be aggregated
and fees assessed accordingly.

(f) Clarification of records use. Where
the FOIA officer has reasonable cause to
doubt the use to which a requester will
put the records sought, or where that
use is not clear from the request itself,
the FOIA officer may seek clarification
from the requester before assigning the
request to a specific category for fee
assessment purposes.

§2702.9 Fee schedule.

(a) Search fee. The fee for searching
for information and records shall be the
salary rate (that is, basic pay plus 16%)
of the employee making the search. This
hourly rate is listed in the Commission’s
FOIA Guide at https://www.fmshrc.gov/
guides/foia-guide. Fees for searches of
computerized records shall be the actual
cost to the Commission but shall not
exceed $300 per hour. This fee includes
machine time and that of the operator
and clerical personnel. If search charges
are likely to exceed $50, the requester
shall be notified of the estimated
amount of fees, unless the requester has
indicated in advance his willingness to
pay fees as high as those anticipated.
Fees may be charged even if the
documents are not located or if they are
located but withheld on the basis of an
exemption.

(b) Review fee. The review fee shall be
charged for the Chief FOIA Officer’s
initial examination of documents
located in response to a request in order
to determine if they may be withheld
from disclosure, and for the deletion of
portions that are exempt from
disclosure, but shall not be charged for
review by the Chair or the
Comimissioners. See §2702.5. The
review fee is the salary rate (that is,
basic pay plus 16%) of the Chief FOIA
Officer or the employee designated to
perform the review. This hourly rate is
listed in the Commission’s FOIA Guide
at https://www.fmshrc.gov/guides/foia-
guide.

(c) Duplicating fee. The copy fee for
each page of paper up to 82" x 14”,
including the scanning of pages not
routinely stored in electronic format,
shall be $.25 per page. When the use of
third-party services is required, the fee
will be the actual direct cost incurred by
the Commission. For copies of records
produced on tapes, disks, or other
media, the Commission shall charge the
direct costs of production of the
material, including operator time. For
other methods of reproduction or
duplication, the Commission will
charge the actual direct costs of
producing the document(s). If
duplication charges are likely to exceed
$50, the requester shall be notified of

the estimated amount of fees, unless the
requester has indicated in advance his
willingness to pay fees as high as those
anticipated.

§2702.10 Waivers and reduction of fees.
(a) Automatic fee waiver. No fees shall
be charged to any requester, including
commercial use requesters, if the
anticipated cost of processing and
collecting the fee would be equal to or
greater than the fee itself. Accordingly,
the Commission has determined that
fees of less than $20 shall be waived.
(b) Request for fee waiver or
reduction. A request for fee waiver or
reduction shall be made in writing and
shall address the criteria outlined in
paragraphs (b)(1) through (6) of this
section. The request should be
submitted with the original request for
information filed pursuant to
§ 2702.3(a). If the request is granted, the
documents shall be furnished without
any charge, or at a charge reduced below
the fees otherwise applicable. A waiver
or reduction of fees will be granted only
if disclosure of the information is
determined to be in the public interest
because it is likely to contribute
significantly to public understanding of
the operations or activities of the
government and is not primarily in the
commercial interest of the requester.
The following six factors will be
employed in determining when such
fees shall be waived or reduced:

(1) The subject of the request: Whether the
subject of the requested records concerns
““the operations or activities of the
government;”’

(2) The informative value of the
information to be disclosed: Whether the
disclosure is “likely to contribute” to an
understanding of government operations or
activities;

(3) The contribution to an understanding of
the subject by the general public likely to
result from disclosure: Whether disclosure of
the requested information will contribute to
“public understanding;”

(4) The significance of contribution to
public understanding: Whether the
disclosure is likely to contribute
“significantly” to public understanding of
government operations or activities;

(5) The existence and magnitude of a
commercial interest: Whether the requester
has a commercial interest that would be
furthered by the requested disclosure; and

(6) The primary interest in disclosure:
Whether the magnitude of any identified
commercial interest of the requester is
sufficiently large, in comparison with the
public interest in disclosure, that disclosure
is “primarily in the commercial interest of
the requester.”

(c) Determination. The Chief FOIA
Officer, upon request, shall determine
whether a waiver or reduction of fees is
warranted.

§2702. 11 Payment of fees; advance
payments; interest; debt collection.

(a) Payment of fees. Upon receipt of
the invoice or statement detailing the
charges incurred for processing, the
requester shall make payment within 30
calendar days to the Federal Mine
Safety and Health Review Commission
or FMSHRC, Attention: Office of the
Executive Director, 1331 Pennsylvania
Avenue NW, Suite 520N, Washington,
DC 20004-1710.

(b) Advance payment. Before work is
commenced or continued on a request,
advance payment may be required if the
charges are likely to exceed $250.

(c) Delinquent requesters. Requesters
who have previously failed to pay FOIA
processing fees associated with a prior
request, within the time mandated by
paragraph (a) of this section, and are
unable to demonstrate that the fee was
previously paid, may be required to first
pay the unpaid balance plus any
applicable interest and then make an
advance payment of the full amount of
the estimated fee before the new or
pending request is processed.

(d) Interest charges. Interest charges
may be assessed on any unpaid bill
starting on the 31st day following the
day on which the billing was sent, at the
rate prescribed in 31 U.S.C. 3717, and
will accrue from the date of billing.

(e) Debt collection. The Debt
Collection Act of 1982, Public Law 97—
365, including disclosure to consumer
credit reporting agencies and the use of
collection agencies, will be utilized to
encourage payment where appropriate.

§2702.12 Preservation of records.

Pursuant to title 44 of the United
States Code or the General Records
Schedule 4.2 of the National Archives
and Records Administration, the
Commission preserves all
correspondence pertaining to requests
received under this part, as well as
copies of all requested records for six
years following final agency action or
three years after final adjudication by
the courts, whichever is later. The
Commission will not dispose of or
destroy records while they are the
subject of a pending request, appeal, or
lawsuit under the FOIA.

Dated: August 25, 2021.
Arthur R. Traynor, IIT

Chair, Federal Mine Safety and Health Review
Commission.

[FR Doc. 2021-18623 Filed 8-27-21; 8:45 am|
BILLING CODE 6735-01-P
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DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 110
[Docket Number USCG-2020-0154]
RIN 1625-AA01

Anchorage Regulations; Mississippi
River, Mile Markers 12 to 85 Above
Head of Passes

AGENCY: Coast Guard, Department of
Homeland Security (DHS).

ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes to
amend anchorage regulations for the
Lower Mississippi River (LMR) between
mile markers (MM) 12 and 85 Above
Head of Passes (AHP). This action
would modify nine anchorages and
establish one new anchorage grounds.
The rule would increase the available
anchorage areas necessary to
accommodate vessel traffic, promote
navigational safety, provide for the
overall safe and efficient flow of vessel
traffic and commerce, and bolster the
economy through increased anchorage
capacity. We invite your comments on
this proposed rulemaking.

DATES: Comments and related material
must be received by the Coast Guard on
or before September 29, 2021.

ADDRESSES: You may submit comments
identified by docket number USCG—
2020-0154 using the Federal
eRulemaking Portal at https://
www.regulations.gov. See the ‘“Public
Participation and Request for
Comments” portion of the
SUPPLEMENTARY INFORMATION section for
further instructions on submitting
comments.

FOR FURTHER INFORMATION CONTACT: If
you have questions about this proposed
rulemaking, call or email Lieutenant
Commander Thao Nguyen, Sector New
Orleans, U.S. Coast Guard; telephone
504-365-2231, email Thao.V.Nguyen@
uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

AHP Above Head of Passes

CFR Code of Federal Regulations

COTP Captain of the Port Sector New
Orleans

CPRA Coastal Protection and Restoration
Authority

CRPPA Crescent River Port Pilots’
Association

DHS Department of Homeland Security

FR Federal Register

LDB Left Descending Bank

LMR Lower Mississippi River

MM Mile Marker

MNSA Maritime Navigation Safety
Association

NOI Notice of Inquiry

NPRM Notice of proposed rulemaking

RDB Right Descending Bank

§ Section

U.S.C. United States Code

II. Background, Purpose, and Legal
Basis

The legal basis and authorities for this
notice of proposed rulemaking are
found in 46 U.S.C. 70006, 33 CFR
109.05, 33 CFR 1.05-1, and DHS
Delegation No. 0170.1, which
collectively authorize the Coast Guard
to propose, establish, and define
regulatory anchorage grounds. Under
Title 33 of the Code of Federal
Regulation (CFR) § 109.05, U.S. Coast
Guard District Commanders are
delegated the authority to establish
anchorage grounds by the Commandant
of the U.S. Coast Guard. The Coast
Guard established Anchorage Grounds
under Title 33 CFR 110.1(b), Subpart B
(32 FR 17728, Dec. 12, 1967, as
amended by 52 FR 33811, Sept. 8, 1987;
63 FR 5526, June 30, 1998).

The Coast Guard proposes to amend
nine existing anchorage grounds;
Boothville Anchorage (33 CFR
110.195(a)(4)), Magnolia Anchorage (33
CFR 110.195(a)(7)), Davant Anchorage
(33 CFR 110.195(a)(9)), Wills Point
Anchorage (33 CFR 110.195(a)(11)),
Cedar Grove Anchorage (33 CFR
110.195(a)(12)), Belle Chasse Anchorage
(33 CFR 110.195(a)(13)), Lower 12 Mile
Point Anchorage (33 CFR
110.195(a)(14)), Lower 9 Mile
Anchorage (33 CFR 110.195(a)(15)),
Point Michel Anchorage (33 CFR
110.195(a)(35)), and to establish one
new anchorage grounds—Phoenix
Anchorage at 33 CFR 110.195(a)(37).

The project to modify or establish
multiple anchorage grounds along the
LMR was initiated in 2019. From 2019
through 2021, certain port stakeholders,
(including Crescent River Port Pilots’
Association (CRPPA), Maritime
Navigation Safety Association (MNSA),
Coastal Protection and Restoration
Authority (CPRA) and United States
Coast Guard (USCG)) worked to
determine if the proposed modifications
were necessary and in suitable locations
with consideration given to, among
other things, environmental factors.

The Coast Guard published a Notice
of Inquiry (NOI), 85 FR 61671, on
September 30, 2020. The NOI solicited
comments from maritime stakeholders
on the proposal to amend ten existing
anchorage grounds and to establish two
new anchorage grounds. At the end of
the comment period, ending on
November 30, 2020, we received a total

of nine comments. The Coast Guard
addresses the comments below.

Seven of the nine comments
supported the proposed modifications
of existing or establishment of new
anchorage grounds along the Lower
Mississippi River (LMR); one comment
opposed several of the proposed
modifications of existing or
establishment of new anchorage
grounds along the LMR (detailed
below), and one comment was outside
of the scope of the NOI as it related to
change in presidency.

One commenter objected to the
following modifications/new
anchorages:

(1) 0.6 miles establishment of Phoenix
Anchorage located at Mile Marker (MM)
57.82—58.42. The justification provided
was that the anchorage could conflict
with a borrow source identified for
marsh restoration.

The Coast Guard does not agree with
this objection. Operations routinely
occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(2) 0.3 miles expansion of Davant
Anchorage located at MM 52.8-53.9.
The justification was that the anchorage
could conflict with a borrow source
identified for marsh restoration.

The Coast Guard does not agree with
this objection. Operations routinely
occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(3) 0.1 miles expansion of Magnolia
Anchorage located at MM 45.5-47.6.
The justification was that the anchorage
could conflict with a borrow source
identified for marsh restoration.

The Coast Guard does not agree with
this objection. Operations routinely
occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(4) 0.95 miles expansion of Boothville
Anchorage located at MM 13.0-18.5.
The justification was that the anchorage
could conflict with a borrow source
identified for marsh restoration.

The Coast Guard does not agree with
this objection. Operations routinely
occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(5) 0.2 miles expansion of Alliance
Anchorage located at MM 63.8-65.8.
The justification was that the anchorage
could conflict with a borrow source
identified for marsh restoration.

The Coast Guard does not agree with
this objection. Operations routinely
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occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(6) 0.2 miles shift upriver and 0.15
miles expansion of Wills Point
Anchorage currently located at MM
66.5—67.6. The proposed location would
be MM 66.7-67.9. The provided
justification was twofold. First, the shift
upriver would directly overlap with the
footprint of the Mid-Breton Sediment
Diversion intake structure located at
MM 68 that is intended to convey
sediment, fresh water, and nutrients
from the Mississippi River into Mid-
Breton Sound Basin to reduce coastal
land loss and sustain surrounding
wetlands. Second, the anchorage could
conflict with a borrow source for marsh
restoration.

The Coast Guard agrees that the
proposed shift upriver and expansion of
the anchorage could pose negative
impacts to the Mid-Breton sediment
Diversion intake structure. The Coast
Guard does not agree with second part
of the objection. Operations routinely
occur along the Mississippi River in and
around anchorage grounds and impacts
to navigation and work-sites, such as the
borrow site, are minimal.

(7) 0.5 miles establishment of
Bertrandville Anchorage located at MM
68.5—69.0. The justification was that the
anchorage, being directly upriver of the
Mid-Breton Sediment Diversion intake
structure, would obstruct the intake
flowline and could pose a navigational
safety concern.

The Coast Guard agrees that the
proposed establishment of an anchorage
grounds at this location could pose
negative impacts to the Mid-Breton
sediment Diversion intake structure.

Note: The following anchorages were
mentioned in the opposition comment
but are not locations that are being
considered for amendment by this
rulemaking at this time: Myrtle Grove
anchorage and Point Celeste Anchorage.

In March 2021, two additional
comments were received from
stakeholders. Although these comments
were received outside of the NOI
comment period, the Coast Guard chose
to consider them. In one new comment,
the commenter that submitted the
opposing comments above withdrew
their opposing comments on items 1-4
listed above (Phoenix, Davant,
Magnolia, and Boothville Anchorages),
but maintained the objections raised in
items 5-7 to the expansions of Wills
Point Anchorage and Alliance
Anchorage and the establishment of
Bertrandville Anchorage. The second
new comment proposed to remove the
establishment of Bertrandville

Anchorage from consideration to
expand Wills Point Anchorage from MM
66.5-67.9 and decrease the width of the
anchorage to 500 feet.

After considering the stakeholder
comments, the Coast Guard has decided
that: (1) The width reduction at Wills
Point Anchorage will be added to this
proposed rulemaking, (2) the length
expansions and shift at Wills Point
Anchorage and the length expansion at
Alliance Anchorage would not be
further pursued at this time, and (3) the
establishment of a new anchorage
ground at Bertrandville would not be
further pursued at this time.

The purpose of this proposed rule is
to improve navigational safety,
providing for the overall safe and
efficient flow of vessel traffic and
commerce, and bolster the economy
through increased anchorage capacity,
thus streamlining vessel throughput and
increasing ship to port interactions.

The Coast Guard is proposing this
rulemaking under authority in 46 U.S.C.
70006.

III. Discussion of Proposed Rule

The Commander of Coast Guard
District Eight proposes to establish one
new anchorage ground and amend nine
existing anchorage grounds along the
LMR, ranging from MM 12 to MM 85
AHP. There are not currently adequate
anchorage grounds along the river
system to facilitate the safe anchorage of
shallow and deep draft vessels along the
LMR. This proposed action would
ensure the safety and efficiency of
navigation of vessels transiting in and
out of the LMR. The specific anchorage
boundaries are described in detail in the
proposed regulatory text at the end of
the document. In general, this proposed
rule will have the following effects:

1. Increase the length of the
Boothville Anchorage from 5.5 miles to
6.45 miles (33 CFR 110.195(a)(4)).

2. Increase the length of the Magnolia
Anchorage from 2.1 miles to 2.2 miles
(33 CFR 110.195(a)(7)).

3. Increase the lengh of the Davant
Anchorage from 1.1 miles to 1.4 miles
(33 CFR 110.195(a)(9)).

4. Decrease the width of the Wills
Point Anchorage from 600 feet to 500
feet (33 CFR 110.195(a)(11)).

5. Add a note to the text of the Cedar
Grove Anchorage (33 CFR
110.195(a)(12)).

6. Increase the length of the Belle
Chasse Anchorage from 2.1 miles to 2.15
miles, and decrease the width from 575
feet to 500 feet (33 CFR 110.195(a)(13)).

7. Add a Note to the text of the Lower
12 Mile Anchorage (33 CFR
110.195(a)(14)).

8. Increase the length of the Lower 9
Mile Anchorage from 2.3 miles to 2.4
miles (33 CFR 110.195(a)(15)).

9. Increase the length of the Point
Michel Anchorage from 1.4 miles to 2.2
miles (33 CFR 110.195(a)(35)).

10. Add a new anchorage, the Phoenix
Anchorage, to include the area, 0.6
miles in length, along the left
descending bank of the river extending
from mile 57.82 to mile 58.42 Above
Head of Passes. The width of the
anchorage is 400 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 400 feet
from the water’s edge into the river as
measured from the LWRP. The outer
boundary of the anchorage is a line
parallel to the nearest bank 800 feet
from the water’s edge into the river as
measured from the LWRP.

IV. Regulatory Analyses

We developed this proposed 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.
This NPRM has not been designated a
“significant regulatory action,” under
Executive Order 12866. Accordingly,
the NPRM has not been reviewed by the
Office of Management and Budget
(OMB).

This proposed regulatory action is
based on minimal impact to routine
navigation. The proposed anchorage
areas would not restrict traffic as they
are located well outside the established
navigation channel. Vessels would still
be able to maneuver in, around and
through the anchorages.

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 proposed rule would not
have a significant economic impact on
a substantial number of small entities.
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While some owners or operators of
vessels intending to transit the
anchorage grounds may be small
entities, for the reasons stated in section
IV.A above, this proposed rule would
not have a significant economic impact
on any vessel owner or operator.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

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 proposed 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. The Coast
Guard will not retaliate against small
entities that question or complain about
this proposed rule or any policy or
action of the Coast Guard.

C. Collection of Information

This proposed rule would 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 proposed 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 proposed rule does not have
tribal implications under Executive
Order 13175 (Consultation and
Coordination with Indian Tribal
Governments) because it would 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 proposed rule has
implications for federalism or Indian
tribes, please call or email the person

listed in the FOR FURTHER INFORMATION
CONTACT section.

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
proposed rule would not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

F. Environment

We have analyzed this proposed 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 made a preliminary determination
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 proposed
rule involves the establishment of one
new anchorage grounds and the
modification of nine existing anchorage
grounds along the LMR. Normally such
actions are categorically excluded from
further review under paragraph L of
Appendix A, Table 1 of DHS Instruction
Manual 023-01-001-01, Rev. 1. A
preliminary 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. We seek any comments or
information that may lead to the
discovery of a significant environmental
impact from this proposed rule.

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.

V. Public Participation and Request for
Comments

We view public participation as
essential to effective rulemaking, and
will consider all comments and material
received during the comment period.

Your comment can help shape the
outcome of this rulemaking. If you
submit a comment, please include the
docket number for this rulemaking,
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation.

We encourage you to submit
comments through the Federal
eRulemaking Portal at https://
www.regulations.gov. If your material
cannot be submitted using https://
www.regulations.gov, call or email the
person in the FOR FURTHER INFORMATION
CONTACT section of this document for
alternate instructions.

We accept anonymous comments.
Comments we post to https://
www.regulations.gov will include any
personal information you have
provided. For more about privacy and
submissions in response to this
document, see DHS’s eRulemaking
System of Records notice (85 FR 14226,
March 11, 2020).

Documents mentioned in this NPRM
as being available in the docket, and
public comments, will be in our online
docket at https://www.regulations.gov
and can be viewed by following that
website’s instructions. We review all
comments received, but we will only
post comments that address the topic of
the proposed rule. We may choose not
to post off-topic, inappropriate, or
duplicate comments that we receive. If
you go to the online docket and sign up
for email alerts, you will be notified
when comments are posted or a final
rule is published.

List of Subjects in 33 CFR Part 110

Anchorage grounds.

For the reasons discussed in the
preamble, the Coast Guard is proposing
to amend 33 CFR part 110 as follows:

PART 110—ANCHORAGE GROUNDS

m 1. The authority citation for part 110
is revised to read as follows:

Authority: 33 U.S.C 2071, 46 U.S.C. 70006,
70034; 33 CFR 1.05-1; Department of
Homeland Security Delegation No. 0170.1.

m 2. Amend § 110.195 by revising
paragraphs (a)(4), (7), (9), (11) through
(15), and 35, and adding paragraph
(a)(37) to read as follows:

§110.195 Mississippi River below Baton
Rouge, LA, including South and Southwest
Passes.

(a) * *x %

(4) Boothville Anchorage. An area,
6.45 miles in length, along the right
descending bank of the river extending
from mile 12.05 to mile 18.5 Above
Head of Passes. The width of the
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anchorage is 750 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 250 feet
from the water’s edge into the river as
measured from the LWRP. The outer
boundary of the anchorage is a line
parallel to the nearest bank 1,000 feet
from the water’s edge into the river as
measured from the LWRP.

* * * * *

(7) Magnolia Anchorage. An area, 2.2
miles in length, along the right
descending bank of the river extending
from mile 45.4 to mile 47.6 Above Head
of Passes. The width of the anchorage is
700 feet. The inner boundary of the
anchorage is a line parallel to the
nearest bank 400 feet from the water’s
edge into the river as measured from the
LWRP. The outer boundary of the
anchorage is a line parallel to the
nearest bank 1,100 feet from the water’s
edge into the river as measured from the
LWRP.

* * * * *

(9) Davant Anchorage. An area, 1.4
miles in length, along the left
descending bank of the river extending
from mile 52.5 to mile 53.9 Above Head
of Passes. The width of the anchorage is
800 feet.

(11) Wills Point Anchorage. An area,
1.1 miles in length, along the left
descending bank of the river extending
from mile 66.5 to mile 67.6 Above Head
of Passes. The width of the anchorage is
500 feet. The inner boundary of the
anchorage is a line parallel to the
nearest bank 200 feet from the water’s
edge into the river as measured from the
LWRP. The outer boundary of the
anchorage is a line parallel to the
nearest bank 700 feet from the water’s
edge into the river as measured from the
LWRP.

(12) Cedar Grove Anchorage. An area,
1.34 miles in length, along the right
descending bank of the river extending
from mile 69.56 to mile 70.9 Above
Head of Passes. The width of the
anchorage is 500 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 200 feet
from the water’s edge into the river as
measured from the LWRP. The outer
boundary of the anchorage is a line
parallel to the nearest bank 700 feet
from the water’s edge into the river as
measured from the LWRP.

Note 1 to paragraph (a)(12): Jesuit Bend
Revetment extends/runs adjacent to the
lower portion of this anchorage. Mariners are
urged to use caution in this anchorage.

(13) Belle Chasse Anchorage. An area,
2.15 miles in length, along the right
descending bank of the river extending
from mile 73.05 to mile 75.2 Above

Head of Passes. The width of the
anchorage is 500 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 375 feet
from the water’s edge into the river as
measured from the LWRP. The outer
boundary of the anchorage is a line
parallel to the nearest bank 875 feet
from the water’s edge into the river as
measured from the LWRP.

(14) Lower 12 Mile Point Anchorage.
An area, 2.2 miles in length, along the
right descending bank of the river
extending from mile 78.6 to mile 80.8
Above Head of Passes. The width of the
anchorage is 500 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 300 feet
from the water’s edge into the river as
measured from the LWRP. The outer
boundary of the anchorage is a line
parallel to the nearest bank 800 feet
from the water’s edge into the river as
measured from the LWRP.

Note 1 to paragraph (a)(14): English Turn
Revetment extends/runs adjacent to the
lower portion of this anchorage. Mariners are
urged to use caution in this anchorage.

(15) Lower 9 Mile Anchorage. An area,
2.4 miles in length, along the right
descending bank of the river extending
from mile 82.6 to mile 85.0 Above Head
of Passes. The width of the anchorage is
500 feet. The inner boundary of the
anchorage is a line parallel to the
nearest bank 300 feet from the water’s
edge into the river as measured from the
LWRP. The outer boundary of the
anchorage is a line parallel to the
nearest bank 800 feet from the water’s
edge into the river as measured from the
LWRP.

(35) Point Michel Anchorage. An area,
2.2 miles in length, along the right
descending bank of the river extending
from mile 40.0 to mile 42.2 Above Head
of Passes. The width of the anchorage is
500 feet. The inner boundary of the
anchorage is a line parallel to the
nearest bank 325 feet from the water’s
edge into the river as measured from the
LWRP. The outer boundary of the
anchorage is a line parallel to the
nearest bank 825 feet from the water’s
edge into the river as measured from the
LWRP.

(37) Phoenix Anchorage. An area, 0.6
miles in length, along the left
descending bank of the river extending
from mile 57.82 to mile 58.42 Above
Head of Passes. The width of the
anchorage is 400 feet. The inner
boundary of the anchorage is a line
parallel to the nearest bank 400 feet
from the water’s edge into the river as
measured from the LWRP. The outer

boundary of the anchorage is a line
parallel to the nearest bank 800 feet
from the water’s edge into the river as
measured from the LWRP.

* * * * *

Dated: August 19, 2021.
Richard V. Timme,

Rear Admiral, U.S. Coast Guard, Commander,
Coast Guard District Eight.

[FR Doc. 2021-18467 Filed 8-27-21; 8:45 am|
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R01-OAR-2021-0353; FRL-8916-01—
R1]

Air Plan Approval; Connecticut; 2015
Ozone NAAQS Interstate Transport
Requirements

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

SUMMARY: The Clean Air Act (CAA)
requires each State Implementation Plan
(SIP) to contain adequate provisions
prohibiting emissions that will have
certain adverse air quality effects in
other states. The State of Connecticut
made a submission to the
Environmental Protection Agency (EPA)
to address these requirements for the
2015 ozone National Ambient Air
Quality Standards (NAAQS). EPA is
proposing to approve the submission as
meeting the requirement that each SIP
contain adequate provisions to prohibit
emissions that will significantly
contribute to nonattainment or interfere
with maintenance of the 2015 ozone
NAAQS in any other state.

DATES: Written comments must be
received on or before September 29,
2021.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R01-
OAR-2021-0353 at https://
www.regulations.gov, or via email to
simcox.alison@epa.gov. For comments
submitted at Regulations.gov, follow the
online instructions for submitting
comments. Once submitted, comments
cannot be edited or removed from
Regulations.gov. For either manner of
submission, EPA may publish any
comment received to its public docket.
Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
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accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to
make. EPA will generally not consider
comments or comment contents located
outside of the primary submission (i.e.,
on the web, cloud, or other file sharing
system). For additional submission
methods, please contact the person
identified in the FOR FURTHER
INFORMATION CONTACT section. For the
full EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
https://www.epa.gov/dockets/
commenting-epa-dockets. 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:
Alison C. Simcox, Air Quality Branch,
U.S. Environmental Protection Agency,
EPA Region 1, 5 Post Office Square—
Suite 100, (Mail code 05-2), Boston, MA
02109—3912, telephone number: (617)
918-1684, email address:
simcox.alison@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.

Table of Contents

1. Background

II. Connecticut Submittal

III. EPA Evaluation of Connecticut’s
Submittal

IV. Proposed Action

V. Statutory and Executive Order Reviews

I. Background

On October 1, 2015, EPA promulgated
a revision to the ozone NAAQS (2015
ozone NAAQS), lowering the level of
both the primary and secondary
standards to 0.070 parts per million
(ppm).t Section 110(a)(1) of the CAA
requires states to submit, within 3 years
after promulgation of a new or revised
standard, SIP submissions meeting the

1 National Ambient Air Quality Standards for
Ozone, Final Rule, 80 FR 65292 (October 26, 2015).
Although the level of the standard is specified in
the units of ppm, ozone concentrations are also
described in parts per billion (ppb). For example,
0.070 ppm is equivalent to 70 ppb.

applicable requirements of section
110(a)(2).2 One of these applicable
requirements is found in section
110(a)(2)(D)(1)(), otherwise known as
the good neighbor provision, which
generally requires SIPs to contain
adequate provisions to prohibit in-state
emissions activities from having certain
adverse air quality effects on other states
due to interstate transport of pollution.
There are two so-called “prongs” within
CAA section 110(a)(2)(D)(i)(I). A SIP for
a new or revised NAAQS must contain
adequate provisions prohibiting any
source or other type of emissions
activity within the state from emitting
air pollutants in amounts that will
significantly contribute to
nonattainment of the NAAQS in another
state (prong 1), or interfere with
maintenance of the NAAQS in another
state (prong 2). EPA and states must give
independent significance to prong 1 and
prong 2 when evaluating downwind air
quality problems under CAA section
110(a)(2)(D)(H)(1).2

We note that EPA has addressed the
interstate transport requirements of
CAA section 110(a)(2)(D)(i)(I) with
respect to prior ozone NAAQS in
several regional regulatory actions,
including the Cross-State Air Pollution
Rule (CSAPR), which addressed
interstate transport with respect to the
1997 ozone NAAQS as well as the 1997
and 2006 fine particulate matter
standards,* the Cross-State Air Pollution
Rule Update (CSAPR Update), and, most
recently, the Revised CSAPR Update for
the 2008 ozone NAAQS.5¢

Through the development and
implementation of CSAPR and other
regional rulemakings pursuant to the
good neighbor provision,” EPA, working

2 SIP revisions that are intended to meet the
applicable requirements of section 110(a)(1) and (2)
of the CAA are often referred to as infrastructure
SIPs and the applicable elements under section
110(a)(2) are referred to as infrastructure
requirements.

3 See North Carolina v. EPA, 531 F.3d 896, 909—
911 (D.C. Cir. 2008).

4 See 76 FR 48208 (August 8, 2011).

5In 2019, the D.C. Circuit Court of Appeals
remanded the CSAPR Update to the extent it failed
to require upwind states to eliminate their
significant contribution by the next applicable
attainment date by which downwind states must
come into compliance with the NAAQS, as
established under CAA section 181(a). Wisconsin v.
EPA, 938 F.3d 303, 313 (D.C. Cir. 2019).

6 The Revised Cross-State Air Pollution Rule
Update for the 2008 Ozone NAAQS, 86 FR 23054
(April 30, 2021), was signed by the EPA
Administrator on March 15, 2021, and responded
to the remand of the CSAPR Update, 81 FR 74504
(October 26, 2016), and the vacatur of a separate
rule, the CSAPR Close-Out, 83 FR 65878 (December
21, 2018), by the D.C. Circuit. Wisconsin v. EPA,
938 F.3d 303 (D.C. Cir. 2019); New York v. EPA, 781
F. App’x. 4 (D.C. Cir. 2019).

7In addition to the CSAPR rulemakings, other
regional rulemakings addressing ozone transport

in partnership with states, developed
the following four-step interstate
transport framework to address the
requirements of the good neighbor
provision for the ozone NAAQS: (1)
Identify downwind air quality
problems; (2) identify upwind states
that impact those downwind air quality
problems sufficiently such that they are
considered “linked” and therefore
warrant further review and analysis; (3)
identify the emissions reductions
necessary (if any), applying a multi-
factor analysis, to prevent linked
upwind states identified in step 2 from
contributing significantly to
nonattainment or interfering with
maintenance of the NAAQS at the
locations of the downwind air quality
problems; and (4) adopt permanent and
enforceable measures needed to achieve
those emissions reductions.

EPA has released several documents
containing information relevant to
evaluating interstate transport with
respect to the 2015 ozone NAAQS. First,
on January 6, 2017, EPA published a
notice of data availability (NODA) with
preliminary interstate ozone transport
modeling with projected ozone design
values (DVs) for 2023 using a 2011 base
year platform, on which we requested
public comment.? In the NODA, EPA
used the year 2023 as the analytic year
for this preliminary modeling because
that year aligns with the expected
attainment year for Moderate ozone
nonattainment areas for the 2015 ozone
NAAQS.? On October 27, 2017, we
released a memorandum (2017 memo)
containing updated modeling data for
2023, which incorporated changes made
in response to comments on the NODA,
and noted that the modeling may be
useful for states developing SIPs to
address good neighbor obligations for
the 2008 ozone NAAQS.10 On March 27,
2018, we issued a memorandum (March
2018 memo) noting that the same 2023
modeling data released in the 2017
memo could also be useful for
identifying potential downwind air
quality problems with respect to the
2015 ozone NAAQS at step 1 of the

include the NOx SIP Call, 63 FR 57356 (October 27,
1998), and the Clean Air Interstate Rule (CAIR), 70
FR 25162 (May 12, 2005).

8 See Notice of Availability of the Environmental
Protection Agency’s Preliminary Interstate Ozone
Transport Modeling Data for the 2015 Ozone
National Ambient Air Quality Standard (NAAQS),
82 FR 1733 (January 6, 2017).

982 FR 1733, 1735 (January 6, 2017).

10 See Information on the Interstate Transport
State Implementation Plan Submissions for the
2008 Ozone National Ambient Air Quality
Standards under Clean Air Act Section
110(a)(2)(D)(1)[), October 27, 2017, available in the
docket for this action or at https://www.epa.gov/
interstate-air-pollution-transport/interstate-air-
pollution-transport-memos-and-notices.
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four-step interstate transport framework.
The March 2018 memo also included
the then newly available contribution
modeling results to assist states in
evaluating their impact on potential
downwind air quality problems for the
2015 ozone NAAQS under step 2 of the
interstate transport framework. EPA
subsequently issued two more
memoranda in August and October
2018, providing additional information
to states developing good neighbor SIP
submissions for the 2015 ozone NAAQS
concerning, respectively, potential
contribution thresholds that may be
appropriate to apply in step 2 of the
framework, and considerations for
identifying downwind areas that may
have problems maintaining the standard
at step 1 of the framework.1?

On October 30, 2020, in the Notice of
Proposed Rulemaking for the Revised
CSAPR Update, EPA released and
accepted public comment on updated
2023 modeling that used a 2016
emissions platform developed under the
EPA/Multi-Jurisdictional Organization
(MJO)/state collaborative project as the
primary source for the base year and
future year emissions data.12 On March
15, 2021, EPA signed the final Revised
CSAPR Update using the same modeling
released at proposal.’3 Although
Connecticut relied on the modeling
included in the March 2018 memo to
develop its SIP submission as EPA had
suggested, EPA now proposes to
primarily rely on the updated and
newly available 2016 base year
modeling in evaluating these
submissions. By using the updated
modeling results, EPA is using the most
current and technically appropriate
information as the primary basis for this
proposed rulemaking. EPA’s
independent analysis, which also
evaluated historical monitoring data,
recent DVs, and emissions trends, found
that such information provides
additional support and further

11 See Analysis of Contribution Thresholds for
Use in Clean Air Act Section 110(a)(2)(D)(i)(I)
Interstate Transport State Implementation Plan
Submissions for the 2015 Ozone National Ambient
Air Quality Standards, August 31, 2018) (‘“August
2018 memo”’), and Considerations for Identifying
Maintenance Receptors for Use in Clean Air Act
Section 110(a)(2)(D)(i)(I) Interstate Transport State
Implementation Plan Submissions for the 2015
Ozone National Ambient Air Quality Standards,
October 19, 2018, available in the docket for this
action or at https://www.epa.gov/airmarkets/memo-
and-supplemental-information-regarding-interstate-
transport-sips-2015-ozone-naags.

12 See 85 FR 68964, 68981. The results of this
modeling are included in a spreadsheet in the
docket for this action. The underlying modeling
files are available for public review in the docket
for the Revised CSAPR Update (EPA-HQ-OAR-
2020-0272).

13 See 86 FR 23054 at 23075, 23164 (April 30,
2021).

substantiates the results of the 2016 base
year modeling as the basis for this
proposed rulemaking. Section III of this
document and the Air Quality Modeling
technical support document (TSD)
included in the docket for this proposal
contain additional detail on this
modeling.14

In the CSAPR, CSAPR Update, and
the Revised CSAPR Update, EPA used a
threshold of one percent of the NAAQS
to determine whether a given upwind
state was “linked” at step 2 of the
interstate transport framework and
would, therefore, contribute to
downwind nonattainment and
maintenance sites identified in step 1. If
a state’s impact did not equal or exceed
the one percent threshold, the upwind
state was not “linked” to a downwind
air quality problem, and EPA, therefore,
concluded the state would not
significantly contribute to
nonattainment or interfere with
maintenance of the NAAQS in the
downwind states. However, if a state’s
impact equaled or exceeded the one
percent threshold, the state’s emissions
were further evaluated in step 3,
considering both air quality and cost
considerations, to determine what, if
any, emissions might be deemed
“significant” and, thus, must be
eliminated under the good neighbor
provision. EPA is proposing to rely on
the one percent threshold (which is 0.70
ppb) for the purpose of evaluating
Connecticut’s contribution to
nonattainment or maintenance of the
2015 ozone NAAQS in downwind areas.

Several D.C. Circuit court decisions
address the issue of the relevant analytic
year for the purposes of evaluating
ozone transport air-quality problems.
On September 13, 2019, the D.C. Circuit
issued a decision in Wisconsin v. EPA,
remanding the CSAPR Update to the
extent that it failed to require upwind
states to eliminate their significant
contribution by the next applicable
attainment date by which downwind
states must come into compliance with
the NAAQS, as established under CAA
section 181(a). 938 F.3d 303, 313.

On May 19, 2020, the D.C. Circuit
issued a decision in Maryland v. EPA
that cited the Wisconsin decision in
holding that EPA must assess the impact

14 See ““Air Quality Modeling Technical Support
Document for the Revised Cross-State Air Pollution
Rule Update,” 86 FR 23054 (April 30, 2021),
available in the docket for this action. This TSD was
originally developed to support EPA’s action in the
Revised CSAPR Update, as relating to outstanding
good neighbor obligations under the 2008 ozone
NAAQS. While developed in this separate context,
the data and modeling outputs, including
interpolated design values for 2021, may be
evaluated with respect to the 2015 ozone NAAQS
and used in support of this proposal.

of interstate transport on air quality at
the next downwind attainment date,
including Marginal area attainment
dates, in evaluating the basis for EPA’s
denial of a petition under CAA section
126(b). Maryland v. EPA, 958 F.3d 1185,
1203-04 (D.C. Cir. 2020). The court
noted that “section 126(b) incorporates
the Good Neighbor Provision,” and,
therefore, “EPA must find a violation [of
section 126] if an upwind source will
significantly contribute to downwind
nonattainment at the next downwind
attainment deadline. Therefore, the
agency must evaluate downwind air
quality at that deadline, not at some
later date.” Id. at 1204 (emphasis
added). EPA interprets the court’s
holding in Maryland as requiring the
Agency, under the good neighbor
provision, to assess downwind air
quality by the next applicable
attainment date, including a Marginal
area attainment date under CAA section
181 for ozone nonattainment.?> The
Marginal area attainment date for the
2015 ozone NAAQS is August 3, 2021.16
Historically, EPA has considered the
full ozone season prior to the attainment
date as supplying an appropriate
analytic year for assessing good
neighbor obligations. While this would
be 2020 for an August 2021 attainment
date (which falls within the 2021 ozone
season running from May 1 to
September 30), in this circumstance,
when the 2020 ozone season is wholly
in the past, it is appropriate to focus on
2021 to address good neighbor
obligations to the extent possible by the
2021 attainment date. EPA does not
believe it would be appropriate to select
an analytical year that is wholly in the
past, because the agency interprets the
good neighbor provision as forward
looking. See 86 FR 23054 at 23074; see
also Wisconsin, 938 F.3d at 322.
Consequently, in this proposal EPA will
use the analytical year of 2021 to
evaluate Connecticut’s good neighbor

15 We note that the court in Maryland did not
have occasion to evaluate circumstances in which
EPA may determine that an upwind linkage to a
downwind air quality problem exists at steps 1 and
2 of the interstate transport framework by a
particular attainment date, but for reasons of
impossibility or profound uncertainty the Agency is
unable to mandate upwind pollution controls by
that date. See Wisconsin, 938 F.3d at 320. The D.C.
Circuit noted in Wisconsin that upon a sufficient
showing, these circumstances may warrant
flexibility in effectuating the purpose of the good
neighbor provision. Such circumstances are not at
issue in the present proposal.

16 CAA section 181(a); 40 CFR 51.1303;
Additional Air Quality Designations for the 2015
Ozone National Ambient Air Quality Standards, 83
FR 25776 (June 4, 2018, effective Aug. 3, 2018).


https://www.epa.gov/airmarkets/memo-and-supplemental-information-regarding-interstate-transport-sips-2015-ozone-naaqs
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obligation with respect to the 2015
ozone NAAQS.17

II. Connecticut Submittal

On December 6, 2018, Connecticut
submitted a SIP revision addressing the
CAA section 110(a)(2)(D)(i)(I) interstate
transport requirements for the 2015
ozone NAAQS. Connecticut relied on
the results of EPA’s modeling for the
2015 ozone NAAQS contained in the
March 2018 memo to identify
downwind nonattainment and
maintenance receptors that may be
impacted by emissions from sources in
Connecticut in the year 2023. These
results indicate Connecticut’s greatest
impact on any potential downwind
nonattainment or maintenance receptor
would be 0.83 ppb in Suffolk County,
New York.18 Based on the March 2018
memo, this was the only nonattainment
or maintenance receptor for which
Connecticut was projected in 2023 to
contribute above the screening
threshold of 0.70 ppb (one percent of
the 2015 ozone NAAQS).

Connecticut noted in its December
2018 good neighbor submittal that “EPA
had considered cost-effective only
reductions that are available at a cost of
less than $1,400 per ton of emissions
reduced. Connecticut’s emitters are
currently required to adopt control
measures at costs exceeding $13,000 per
ton (of NOx).” 19 Connecticut states that
as it requires this high level of control
of ozone precursor emissions, it has
exhausted lower-cost emission
reduction measures.

As evidence of this, Connecticut
points to Regulations of Connecticut
Agencies section 22a—174-22¢(g) and its
ozone attainment plan technical support
document for the 2008 ozone NAAQS,
which was submitted to EPA in August
2017 and documents the State’s ozone
precursor emission reduction measures.

Connecticut concludes that it has met
its good neighbor obligations for the
2015 ozone NAAQS because of the
existing control measures that are in
place.

17 EPA recognizes that by the time final action is
taken with respect to this SIP submission, the 2021
ozone season will be wholly in the past. As
discussed below, the available modeling
information indicates that our analysis would not
change even using 2023 as the analytic year. The
2023 modeling results are included in the “Ozone
Design Values and Contributions Revised CSAPR
Update.xlsx”, included in the docket for this action.

18 EPA notes that the monitoring site ID for
Suffolk County, New York is 361030002.

19EPA notes that the $1,400 ton per year
threshold stated by Connecticut is in reference to
the cost per ton threshold used in the CSAPR
Update, which was used to evaluate available cost-
effective EGU controls under the 2008 ozone
NAAQS of 0.075 ppm. See 81 FR 74504 (October
26, 2016).

III. EPA Evaluation of Connecticut’s
Submittal

Connecticut’s SIP submission relies
on analysis of the year 2023 to show
whether it contributes to nonattainment
or interferes with maintenance of the
2015 ozone NAAQS in any other state.20
As explained in Section I of this
proposal, EPA has conducted an
updated analysis for the 2021 analytical
year that is being used to evaluate
Connecticut’s transport SIP submittal.
Significantly, this new analysis shows
that, in 2021, Connecticut is not
projected to contribute to any potential
downwind nonattainment or
maintenance receptor, including the
monitor in Suffolk County, New York,
above the screening threshold of 0.70
ppb (one percent of the 2015 ozone
NAAQS). While EPA has focused its
analysis in this document on the year
2021, modeling data in the record for
years 2023 and 2028 confirm that no
new linkages to downwind receptors are
projected for Connecticut in later years.
This is not surprising as it is consistent
with an overall, long-term downward
trend in emissions from this state.

As explained in Section I of this
document, in consideration of the
holdings in Wisconsin and Maryland,
EPA’s analysis relies on 2021 as the
relevant attainment year for evaluating
Connecticut’s good neighbor obligations
with respect to the 2015 ozone NAAQS
using the four-step interstate transport
framework. In step 1, we identify
locations where the Agency expects
there to be nonattainment or
maintenance receptors for the 2015 8-
hour ozone NAAQS in the 2021 analytic
year. Where EPA’s analysis shows that
an area or site does not fall under the
definition of a nonattainment or
maintenance receptor, that site is
excluded from further analysis under
EPA'’s four step interstate transport
framework. For areas that are identified
as a nonattainment or maintenance
receptor in 2021, we proceed to the next
step of our four-step framework by
identifying the upwind state’s
contribution to those receptors.

20 We recognize that Connecticut and other states
may have been influenced by EPA’s 2018 guidance
memos (issued prior to the Wisconsin and Maryland
decisions) in making good neighbor submissions
that relied on EPA’s modeling of 2023. When there
are intervening changes in relevant law or legal
interpretation of CAA requirements, states are
generally free to withdraw, supplement, and/or re-
submit their SIP submissions with new analysis (in
compliance with CAA procedures for SIP
submissions). While Connecticut has not done this,
as explained in this section, the independent
analysis EPA has conducted at its discretion
confirms that the state’s submission in this instance
is ultimately approvable.

EPA’s approach to identifying ozone
nonattainment and maintenance
receptors in this action is consistent
with the approach used in previous
transport rulemakings. EPA’s approach
gives independent consideration to both
the “contribute significantly to
nonattainment” and the “interfere with
maintenance” prongs of CAA section
110(a)(2)(D)({)(I), consistent with the
D.C. Circuit’s direction in North
Carolina v. EPA.21

For the purpose of this proposal, EPA
identifies nonattainment receptors as
those monitoring sites that are projected
to have average design values that
exceed the NAAQS and that are also
measuring nonattainment based on the
most recent monitored design values.
This approach is consistent with prior
transport rulemakings, such as CSAPR
Update, where EPA defined
nonattainment receptors as those areas
that both currently monitor
nonattainment and that EPA projects
will be in nonattainment in the future
analytic year.22

In addition, in this proposal, EPA
identifies a receptor to be a
“maintenance” receptor for purposes of
defining interference with maintenance,
consistent with the method used in the
CSAPR and upheld by the D.C. Circuit
in EME Homer City Generation, L.P. v.
EPA, 795 F.3d 118, 136 (D.C. Cir.
2015).23 Specifically, monitoring sites
with a projected maximum design value
in 2021 that exceeds the NAAQS are
considered maintenance receptors.
EPA’s method of defining these
receptors takes into account both
measured data and reasonable
projections based on modeling analysis.

Recognizing that nonattainment
receptors are also, by definition,
maintenance receptors, EPA often uses
the term “maintenance-only” to refer to
receptors that are not also
nonattainment receptors. Consistent
with the methodology described above,
monitoring sites with a projected
maximum design value that exceeds the
NAAQS, but with a projected average
design value that is below the NAAQS,

21 See North Carolina v. EPA, 531 F.3d 896, 910—
11 (D.C. Cir. 2008) (holding that EPA must give
“independent significance” to each prong of CAA
section 110(a)(2)(D)({1)(D)).

22 See 81 FR 74504 (October 26, 2016). Revised
CSAPR Update also used this approach. See 86 FR
23054 (April 30, 2021). This same concept, relying
on both current monitoring data and modeling to
define nonattainment receptor, was also applied in
CAIR. See 70 FR 25241 (January 14, 2005); see also
North Carolina, 531 F.3d at 913-14 (affirming as
reasonable EPA’s approach to defining
nonattainment in CAIR).

23 See 76 FR 48208 (August 8, 2011). CSAPR
Update and Revised CSAPR Update also used this
approach. See 81 FR 74504 (October 26, 2016) and
86 FR 23054 (April 30, 2021).
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are identified as maintenance-only
receptors. In addition, those sites that
are currently measuring ozone
concentrations below the level of the
applicable NAAQS but are projected to
be nonattainment based on the average
design value and that, by definition, are
projected to have a maximum design
value above the standard are also
identified as maintenance-only
receptors.

To evaluate future air quality in steps
1 and 2 of the interstate transport
framework, EPA is using the 2016 and
2023 base case emissions developed
under the EPA/MJO/state collaborative
emissions modeling platform project as
the primary source for base year and
2023 future year emissions data for this
proposal.24 Because this platform does
not include emissions for 2021, EPA
developed an interpolation technique
based on modeling for 2023 and
measured ozone data to determine
ozone concentrations for 2021. To
estimate average and maximum design
values for 2021, EPA first performed air
quality modeling for 2016 and 2023 to
obtain design values in 2023. The 2023
design values were then coupled with
the corresponding 2016 measured
design values to estimate design values
in 2021. Details on the modeling,
including the interpolation
methodology, can be found in the Air
Quality Modeling TSD, found in the
docket for this proposal.

To quantify the contribution of
emissions from specific upwind states
on 2021 8-hour design values for the
identified downwind nonattainment
and maintenance receptors, EPA first
performed nationwide, state-level ozone
source apportionment modeling for
2023. The source apportionment
modeling provided contributions to
ozone from precursor emissions of
anthropogenic nitrogen oxides (NOx)
and volatile organic compounds (VOCs)
in each state, individually. The modeled
contributions were then applied in a
relative sense to the 2021 average design
value to estimate the contributions in
2021 from each state to each receptor.
Details on the source apportionment
modeling and the methods for
determining contributions in 2021 are in
the Air Quality Modeling TSD in the
docket.

The 2021 design values and
contributions were examined to
determine if Connecticut contributes at
or above the threshold of one percent of

24 See 86 FR 23054 (April 30, 2021). The results
of this modeling are included in a spreadsheet in
the docket for this action. The underlying modeling
files are available for public access in the docket for
the Revised CSAPR Update (EPA-HQ-OAR-2020—
0272).

the 2015 ozone NAAQS (0.70 ppb) to
any downwind nonattainment or
maintenance receptor. The data 2°
indicate that the highest contribution in
2021 from Connecticut to a downwind
nonattainment or maintenance receptor
is 0.44 ppb to a nonattainment receptor
in Richmond County, New York
(monitoring site 360850067). The data
also show modeled ozone contributions
from Connecticut to the design values of
a larger set of monitoring sites
(independent of attainment status) and
indicate that the highest projected
contribution in 2021 from Connecticut
to any of these sites is 3.51 ppb to Kent
County in Rhode Island (monitoring site
440030002; #378 on the Design Values
and Contributions spreadsheet). While
Connecticut’s modeled contribution to
the Kent County monitor exceeds one
percent of the 2015 ozone NAAQS,
EPA’s analysis at step 1 does not
identify the Kent County monitor as a
downwind area that may have problems
maintaining the 2015 ozone NAAQS.
The Kent County monitor’s projected
average design value in 2021 is 65.5
ppb. The updated modeling for 2021
also shows that Connecticut is no longer
projected to be linked to the Suffolk
County monitoring site, since this
monitor is no longer projected to be a
nonattainment or maintenance receptor.

EPA also analyzed ozone precursor
emissions trends in Connecticut to
support the findings from the air quality
analysis. In evaluating emissions trends,
we first reviewed the information
submitted by the state and then
reviewed additional information
available to the Agency. We focused on
state-wide emissions of NOx and
VOCs.26 Emissions from mobile sources,
electric generating units (“EGUs”),
industrial facilities, gasoline vapors, and
chemical solvents are some of the major
anthropogenic sources of ozone
precursors. This evaluation looks at
both past emissions trends, as well as
projected trends.

As shown in Table 1, for Connecticut,
annual total NOx and VOC emissions
are projected to decline between 2016
and 2023 by 31 percent and 2 percent,
respectively. The projected reductions
are a result of the implementation of
existing control programs that will
continue to decrease NOx and VOC

25 The data are given in the “Air Quality
Modeling Technical Support Document for the
Revised Cross-State Air Pollution Rule Update” and
“Ozone Design Values and Contributions Revised
CSAPR Update.xlsx,” which are included in the
docket for this action.

26 This is because ground-level ozone is not
emitted directly into the air but is formed by
chemical reactions between ozone precursors,
chiefly NOx and VOCs, in the presence of sunlight.
See 86 FR 23054, 23063.

emissions in Connecticut, as indicated
by EPA’s most recent 2021 and 2023
projected emissions.

As shown in Table 2, on-road and
nonroad mobile source emissions
collectively comprise a large portion of
Connecticut’s total anthropogenic NOx
and VOCs. For example, in 2019, NOx
emissions from mobile sources in
Connecticut comprised 62 percent of
total NOx emissions and 38 percent of
total VOC emissions.

The large decrease in NOx emissions
between 2016 emissions and projected
2023 emissions in Connecticut is
primarily driven by reductions in
emissions from on-road and nonroad
mobile sources. EPA projects that both
VOC and NOx emissions will continue
declining to 2023 as newer vehicles and
engines that are subject to the most
recent, stringent mobile source
standards replace older vehicles and
engines.?”

In summary, based on the projected
downward trend in projected future
emissions trends, in combination with
the historical decline in actual
emissions, there is no evidence to
suggest that the overall emissions trend
demonstrated in Table 2 would
suddenly reverse or spike in 2021
compared to historical emissions levels
or those projected for 2023. Further,
there is no evidence that the projected
ozone precursor emissions trends
beyond 2021 would not continue to
show a decline in emissions. In
addition, EPA followed its normal
practice of including in our modeling
only changes in NOx or VOC emissions
that result from final regulatory actions.
Any potential changes in NOx or VOC
emissions that may result from possible
future or proposed regulatory actions
are speculative.

This downward trend in emissions in
Connecticut adds support to the air
quality analyses presented above for the
state and indicates that the
contributions from emissions from
sources in Connecticut to ozone
receptors in downwind states will

27 Tier 3 Motor Vehicle Emission and Fuel
Standards (79 FR 23414, April 28, 2014); Mobile
Source Air Toxics Rule (MSAT?2) (72 FR 8428,
February 26, 2007), Heavy-Duty Engine and Vehicle
Standards and Highway Diesel Fuel Sulfur Control
Requirements (66 FR 5002, January 18, 2001); Clean
Air Nonroad Diesel Rule (69 FR 38957, June 29,
2004); Locomotive and Marine Rule (73 FR 25098,
May 6, 2008); Marine Spark-Ignition and Small
Spark-Ignition Engine Rule (73 FR 59034, October
8, 2008); New Marine Compression-Ignition Engines
at or Above 30 Liters per Cylinder Rule (75 FR
22895, April 30, 2010); and Aircraft and Aircraft
Engine Emissions Standards (77 FR 36342, June 18,
2012).
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continue to decline and remain below
one percent of the NAAQS.

TABLE 1—ANNUAL EMISSIONS OF NOx AND VOCS FROM ANTHROPOGENIC SOURCES IN CONNECTICUT

[Tons per year]28

Projected Projected
2011 2012 2013 2014 2015 2016 2017 2018 2019 5021 5023
CT NOx .cceene 72,815 69,540 66,264 62,989 57,791 48,729 46,285 43,751 40,219 35,033 33,412
CT VOCs ........ 79,806 80,621 81,435 82,250 74,313 62,658 57,777 56,137 54,498 63,354 61,110

TABLE 2—ANNUAL EMISSIONS OF NOx AND VOCS FROM ON-ROAD AND NONROAD VEHICLES IN CONNECTICUT
[Tons per year]

Projected Projected
2011 2012 2013 2014 2015 2016 2017 2018 2019 5021 5023
CT NOx .ccevne 54,371 50,956 47,540 44,124 40,040 32,090 30,760 27,878 24,995 19,128 16,935
CT VOCs ........ 38,749 37,166 35,583 33,999 30,837 23,957 23,851 22,212 20,573 17,398 16,229

Thus, EPA’s air quality and emissions
analyses indicate that emissions from
Connecticut will not significantly
contribute to nonattainment or interfere
with maintenance of the 2015 ozone
NAAQS in any other state in 2021.

IV. Proposed Action

As discussed in Section II,
Connecticut concluded that it has met
its good neighbor obligations for the
2015 ozone NAAQS based on existing
control measures that are in place. EPA
conducted an independent analysis for
the analytic year 2021 based on more
recent data and updated modeling.
EPA’s evaluation of measured and
monitored data, including interpolating
values to generate a reasonable
expectation of air quality and
contribution values in 2021, is
discussed in Section III. Based on the
updated modeling and analysis, EPA
concluded that emissions from sources
in the state will not contribute
significantly to nonattainment or
interfere with maintenance of the 2015
ozone NAAQS in any other state. This
conclusion remains true for later
modeled years 2023 and 2028 in the
updated modeling EPA is relying on.
Therefore, we propose to approve the
Connecticut submission as meeting the
requirements of CAA section
110(a)(2)(D)E)D.

EPA is soliciting public comments on
this document. These comments will be
considered before taking final action.
Interested parties may participate in the
Federal rulemaking procedure by
submitting written comments to this
proposed rule by following the

28 The annual emissions data for the years 2011
through 2019 were obtained from EPA’s National
Emissions Inventory website: https://www.epa.gov/
air-emissions-inventories/air-pollutant-emissions-

instructions listed in the ADDRESSES
section of this Federal Register
document.

V. 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 proposed 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 proposed action:

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

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

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

trends-data. Note that emissions from
miscellaneous sources are not included in the state
totals. The emissions for 2021 and 2023 are based
on the 2016 emissions modeling platform. See

Order 13132 (64 FR 43255, August 10,
1999);

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

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

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

¢ Does not provide 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).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Incorporation by reference,
Intergovernmental relations, Lead,
Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping

2005 thru 2019 + 2021_2023_2028 Annual State
Tier 1 Emissions_v3” and the Emissions Modeling
TSD in the docket for this action.
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requirements, Sulfur oxides, Volatile
organic compounds.

Dated: August 24, 2021.
Deborah Szaro,

Acting Regional Administrator, EPA Region
1.

[FR Doc. 2021-18516 Filed 8-27-21; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 61 and 63
[EPA-R06—-OAR-2020-0086; FRL-8847—-01—
R6]

National Emission Standards for
Hazardous Air Pollutants; Delegation
of Authority to Oklahoma

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

SUMMARY: The Oklahoma Department of
Environmental Quality (ODEQ) has
submitted updated regulations for
receiving delegation and approval of its
program for the implementation and
enforcement of certain National
Emission Standards for Hazardous Air
Pollutants (NESHAP), as provided for
under previously approved delegation
mechanisms. The updated state
regulations incorporate by reference
certain NESHAP promulgated by the
Environmental Protection Agency (EPA)
as they existed through June 30, 2019.
The EPA is proposing to approve
ODEQ’s requested delegation update.
The proposed delegation of authority
under this action applies to sources
located in certain areas of Indian
country as discussed herein.

DATES: Written comments on this
proposed rule must be received on or
before September 29, 2021.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R06—
OAR-2020-0086, at http://
www.regulations.gov or via email to
barrett.richard@epa.gov. Follow the
online instructions for submitting
comments. Once submitted, comments
cannot be edited or removed from
Regulations.gov. The EPA may publish
any comment received to its public
docket. Do not submit electronically any
information you consider to be
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Multimedia
submissions (audio, video, etc.) must be
accompanied by a written comment.
The written comment is considered the
official comment and should include
discussion of all points you wish to

make. The EPA will generally not
consider comments or comment
contents located outside of the primary
submission (i.e., on the web, cloud, or
other file sharing system). For
additional submission methods, please
contact Rick Barrett, 214-665-7227,
barrett.richard@epa.gov. For the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
https://www.epa.gov/dockets/
commenting-epa-dockets.

Docket: The index to the docket for
this action is available electronically at
www.regulations.gov. While all
documents in the docket are listed in
the index, some information may not be
publicly available due to docket file size
restrictions or content (e.g., CBI).

FOR FURTHER INFORMATION CONTACT: Rick
Barrett, EPA Region 6 Office, ARPE,
(214) 665—7227, barrett.richard@
epa.gov. Out of an abundance of caution
for members of the public and our staff,
the EPA Region 6 office will be closed
to the public to reduce the risk of
transmitting COVID-19. We encourage
the public to submit comments via
https://www.regulations.gov, as there
will be a delay in processing mail and
no courier or hand deliveries will be
accepted. Please call or email the
contact listed above if you need
alternative access to material indexed
but not provided in the docket.

SUPPLEMENTARY INFORMATION:
Throughout this document wherever
“we,” “us,” or “our” is used, we mean

the EPA.
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I. What does this action do?

The EPA is proposing to approve the
delegation of the implementation and
enforcement of certain NESHAPs to
ODEQ. If finalized, the delegation will

provide ODEQ with the primary
responsibility to implement and enforce
the delegated standards.

II. What is the authority for delegation?

Section 112(1) of the Clean Air Act
(CAA), and 40 CFR part 63, subpart E,
authorize the EPA to delegate authority
to any State or local agency which
submits adequate regulatory procedures
for implementation and enforcement of
emission standards for hazardous air
pollutants. The hazardous air pollutant
standards are codified at 40 CFR parts
61 and 63.

IIT. What criteria must Oklahoma’s
program meet to be approved?

Section 112(1)(5) of the CAA requires
the EPA to disapprove any program
submitted by a State for the delegation
of NESHAP standards if the EPA
determines that:

(A) The authorities contained in the
program are not adequate to assure
compliance by the sources within the
State with respect to each applicable
standard, regulation, or requirement
established under section 112;

(B) adequate authority does not exist,
or adequate resources are not available,
to implement the program;

(C) the schedule for implementing the
program and assuring compliance by
affected sources is not sufficiently
expeditious; or

(D) the program is otherwise not in
compliance with the guidance issued by
the EPA under section 112(1)(2) or is not
likely to satisfy, in whole or in part, the
objectives of the CAA.

In carrying out its responsibilities
under section 112(1), the EPA
promulgated regulations at 40 CFR part
63, subpart E setting forth criteria for the
approval of submitted programs. For
example, in order to obtain approval of
a program to implement and enforce
Federal section 112 rules as
promulgated without changes (straight
delegation) for part 70 sources, a state
must demonstrate that it meets the
criteria of 40 CFR 63.91(d). 40 CFR
63.91(d)(3) provides that interim or final
Title V program approval will satisfy the
criteria of 40 CFR 63.91(d).? The
NESHAP delegation for Oklahoma, as it
applies to both part 70 and non-part 70

1Some NESHAP standards do not require a
source to obtain a Title V permit (e.g., certain area
sources that are exempt from the requirement to
obtain a Title V permit). For these non-Title V
sources, the EPA believes that the State must assure
the EPA that it can implement and enforce the
NESHAP for such sources. See 65 FR 55810, 55813
(September 14, 2000). The EPA previously
approved Oklahoma’s program to implement and
enforce the NESHAP as they apply to non-part 70
sources. See 66 FR 1584 (January 9, 2001).
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sources, was most recently approved on
October 22, 2018 (83 FR 53183).

IV. How did ODEQ meet the NESHAP
program approval criteria?

As to the NESHAP standards in 40
CFR parts 61 and 63, as part of its Title
V submission ODEQ stated that it
intended to use the mechanism of
incorporation by reference to adopt
unchanged Federal section 112
standards into its regulations. This
commitment applied to both existing
and future standards as they applied to
part 70 sources. The EPA’s final interim
approval of Oklahoma’s Title V
operating permits program delegated the
authority to implement certain
NESHAP, effective March 6, 1996 (61
FR 4220, February 5, 1996). On
December 5, 2001, the EPA granted final
full approval of the State’s operating
permits program (66 FR 63170). These
interim and final Title V program
approvals satisfy the upfront approval
criteria of 40 CFR 63.91(d). Under 40
CFR 63.91(d)(2), once a state has
satisfied up-front approval criteria, it
needs only to reference the previous
demonstration and reaffirm that it still
meets the criteria for any subsequent
submittals of the section 112 standards.
ODEQ has affirmed that it still meets the
up-front approval criteria. With respect
to non-part 70 sources, the EPA has
previously approved delegation of
NESHAP authorities to ODEQ after
finding adequate authorities to
implement and enforce the NESHAP for
such sources. See 66 FR 1584 (January
9, 2001).

V. What is being delegated?

By letter dated December 23, 2019,
ODEQ requested the EPA to update its
existing NESHAP delegation. With
certain exceptions noted in section VI of
this document, Oklahoma’s request
included NESHAPs in 40 CFR parts 61
and 63. ODEQ’s request included newly
incorporated NESHAPs promulgated by
the EPA and amendments to existing
standards currently delegated, as
amended between September 1, 2016
and June 30, 2018, as adopted by the
State.

More recently, by letter dated March
23, 2021, the EPA received a request
from ODEQ to update its existing
NESHAP delegation. With certain
exceptions noted in section VI of this
document, ODEQ’s request includes
certain NESHAP in 40 CFR parts 61 and
63. ODEQ’s request included newly
incorporated NESHAPs promulgated by
the EPA and amendments to existing
standards currently delegated, as
amended between June 30, 2018 and
June 30, 2019, as adopted by the State.

VI. What is not being delegated?

All authorities not affirmatively and
expressly proposed for delegation by
this action will not be delegated. These
include the following parts 61 and 63
authorities listed below:

e 40 CFR part 61, subpart B (National
Emission Standards for Radon
Emissions from Underground Uranium
Mines);

e 40 CFR part 61, subpart H (National
Emission Standards for Emissions of
Radionuclides Other Than Radon From
Department of Energy Facilities);

e 40 CFR part 61, subpart I (National
Emission Standards for Radionuclide
Emissions from Federal Facilities Other
Than Nuclear Regulatory Commission
Licensees and Not Covered by Subpart
H);

e 40 CFR part 61, subpart K (National
Emission Standards for Radionuclide
Emissions from Elemental Phosphorus
Plants);

e 40 CFR part 61, subpart Q (National
Emission Standards for Radon
Emissions from Department of Energy
facilities);

e 40 CFR part 61, subpart R (National
Emission Standards for Radon
Emissions from Phosphogypsum
Stacks);

e 40 CFR part 61, subpart T (National
Emission Standards for Radon
Emissions from the Disposal of Uranium
Mill Tailings); and

e 40 CFR part 61, subpart W (National
Emission Standards for Radon
Emissions from Operating Mill
Tailings).

In addition, the EPA regulations
provide that we cannot delegate to a
state any of the Category II Subpart A
authorities set forth in 40 CFR
63.91(g)(2). These include the following
provisions: § 63.6(g), Approval of
Alternative Non-Opacity Standards;
§63.6(h)(9), Approval of Alternative
Opacity Standards; § 63.7(e)(2)(ii) and
(f), Approval of Major Alternatives to
Test Methods; § 63.8(f), Approval of
Major Alternatives to Monitoring; and
§63.10(f), Approval of Major
Alternatives to Recordkeeping and
Reporting. Also, some parts 61 and 63
standards have certain provisions that
cannot be delegated to the states.
Furthermore, no authorities are being
proposed for delegation that require
rulemaking in the Federal Register to
implement, or where Federal overview
is the only way to ensure national
consistency in the application of the
standards or requirements of CAA
section 112. Finally, this action does not
propose delegation of any authority
under section 112(r), the accidental
release program.

If this action is finalized as proposed,
all questions concerning
implementation and enforcement of the
excluded standards in the State of
Oklahoma should be directed to the
EPA Region 6 Office.

The EPA is proposing a determination
that the NESHAP program submitted by
Oklahoma meets the applicable
requirements of CAA section 112(1)(5)
and 40 CFR part 63, subpart E.

As more fully discussed in section
XIII of this document, the proposed
delegation to ODEQ to implement and
enforce certain NESHAP extends to
sources or activities located in certain
areas of Indian country, as defined in 18
U.S.C. 1151.

VII. How will statutory and regulatory
interpretations be made?

If this NESHAP delegation update is
finalized as proposed, ODEQ will obtain
concurrence from the EPA on any
matter involving the interpretation of
section 112 of the CAA or 40 CFR parts
61 and 63 to the extent that
implementation, administration, or
enforcement of these sections have not
been covered by prior EPA
determinations or guidance.

VIII. What authority does the EPA
have?

We retain the right, as provided by
CAA section 112(1)(7) and 40 CFR
63.90(d)(2), to enforce any applicable
emission standard or requirement under
section 112. In addition, the EPA may
enforce any federally approved State
rule, requirement, or program under 40
CFR 63.90(e) and 63.91(c)(1)(i). The EPA
also has the authority to make certain
decisions under the General Provisions
(subpart A) of parts 61 and 63. We are
proposing to delegate to the ODEQ some
of these authorities, and retaining
others, as explained in sections V and
VI above. In addition, the EPA may
review and disapprove State
determinations and subsequently
require corrections. See 40 CFR
63.91(g)(1)(ii). The EPA also has the
authority to review ODEQ’s
implementation and enforcement of
approved rules or programs and to
withdraw approval if we find
inadequate implementation or
enforcement. See 40 CFR 63.96.

Furthermore, we retain the authority
in an individual emission standard that
may not be delegated according to
provisions of the standard. Finally, we
retain the authorities stated in the
original delegation agreement. See
“Provisions for the Implementation and
Enforcement of NSPS and NESHAP in
Oklahoma,” effective March 25, 1982, a
copy of which is included in the docket
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for this action. A table of currently
delegated NESHAP standards and how
the updated NESHAP delegation would
look if this proposal is finalized may be
found in the Technical Support
Document (TSD) included in the docket
for this action. The table also shows the
authorities that cannot be delegated to
any state or local agency.

IX. What information must ODEQ
provide to the EPA?

ODEQ must provide any additional
compliance related information to the
EPA, Region 6, Office of Enforcement
and Compliance Assurance, within 45
days of a request under 40 CFR 63.96(a).
In receiving delegation for specific
General Provisions authorities, ODEQ
must submit to EPA Region 6 on a semi-
annual basis, copies of determinations
issued under these authorities. See 40
CFR 63.91(g)(1)(ii). For part 63
standards, these determinations include:
§63.1, Applicability Determinations;
§63.6(e), Operation and Maintenance
Requirements—Responsibility for
Determining Compliance; § 63.6(f),
Compliance with Non-Opacity
Standards—Responsibility for
Determining Compliance; § 63.6(h),
Compliance with Opacity and Visible
Emissions Standards—Responsibility
for Determining Compliance;
§63.7(c)(2)(i) and (d), Approval of Site-
Specific Test Plans; § 63.7(e)(2)(i),
Approval of Minor Alternatives to Test
Methods; § 63.7(e)(2)(ii) and (f),
Approval of Intermediate Alternatives to
Test Methods; § 63.7(e)(iii), Approval of
Shorter Sampling Times and Volumes
When Necessitated by Process Variables
or Other Factors; §63.7(e)(2)(iv), (h)(2)
and (3), Waiver of Performance Testing;
§63.8(c)(1) and (e)(1), Approval of Site-
Specific Performance Evaluation
(Monitoring) Test Plans; § 63.8(f),
Approval of Minor Alternatives to
Monitoring; § 63.8(f), Approval of
Intermediate Alternatives to Monitoring;
§§63.9 and 63.10, Approval of
Adjustments to Time Periods for
Submitting Reports; § 63.10(f), Approval
of Minor Alternatives to Recordkeeping
and Reporting; and § 63.7(a)(4),
Extension of Performance Test Deadline.

X. What is the EPA’s oversight role?

The EPA must oversee ODEQ’s
decisions to ensure the delegated
authorities are being adequately
implemented and enforced. We will
integrate oversight of the delegated
authorities into the existing mechanisms
and resources for oversight currently in
place. If, during oversight, we determine
that ODEQ has made decisions that
decrease the stringency of the delegated
standards, then ODEQ shall be required

to take corrective actions and the
source(s) affected by the decisions will
be notified, as required by 40 CFR
63.91(b) and (g)(1)(ii). We will initiate
withdrawal of the program or rule if the
corrective actions taken are insufficient.
See 51 FR 20648 (June 6, 1986).

XI. Should sources submit notices to the
EPA or ODEQ?

For the delegated NESHAP standards
and authorities covered by this
proposed action, if finalized, sources
would submit all of the information
required pursuant to the general
provisions and the relevant subpart(s) of
the delegated NESHAP (40 CFR parts 61
and 63) directly via electronic submittal
to online EPA database portals that are
specified in each rule, and also as paper
submittals to the ODEQ at the following
address: Oklahoma Department of
Environmental Quality, 707 North
Robinson, P.O. Box 1677, Oklahoma
City, Oklahoma 73101-1677. The ODEQ
is the primary point of contact with
respect to delegated NESHAP. The EPA
Region 6 proposes to waive the
requirement that courtesy notifications
and reports for delegated standards be
submitted to the EPA in addition to
ODEQ in accordance with 40 CFR
63.9(a)(4)(ii) and 63.10(a)(4)(ii).2 For
those standards and authorities not
delegated as discussed above, sources
must continue to submit all appropriate
information to the EPA.

XII. How will unchanged authorities be
delegated to ODEQ in the future?

As stated in previous NESHAP
delegation actions, the EPA has
approved Oklahoma’s mechanism of
incorporation by reference of NESHAP
standards into ODEQ regulations, as
they apply to both part 70 and non-part
70 sources. See, e.g., 61 FR 4224
(February 5, 1996) and 66 FR 1584
(January 9, 2001). Consistent with the
EPA regulations and guidance,? ODEQ
may request future updates to
Oklahoma’s NESHAP delegation by
submitting a letter to the EPA that
appropriately identifies the specific
NESHAP which have been incorporated
by reference into State rules, reaffirms

2This waiver only extends to the submission of
copies of notifications and reports; the EPA does
not waive the requirements in delegated standards
that require notifications and reports be submitted
to an electronic database (e.g., 40 CFR part 63,
subpart HHHHHHH).

3 See Harardous Air Pollutants: Amendments to
the Approval of State Programs and Delegation of
Federal Authorities, Final Rule (65 FR 55810,
September 14, 2000); and “Straight Delegation
Issues Concerning Sections 111 and 112
Requirements and Title V,” by John S. Seitz,
Director of Air Qualirty Planning and Standards,
EPA, dated December 10, 1993.

that it still meets up-front approval
delegation criteria for part 70 sources,
and demonstrates that ODEQ maintains
adequate authorities and resources to
implement and enforce the delegated
NESHAP requirements for all sources.
We will respond in writing to the
request stating that the request for
delegation is either approved or denied.
A Federal Register action will be
published to inform the public and
affected sources of the updated
delegation, indicate where source
notifications and reports should be sent,
and amend the relevant portions of the
Code of Federal Regulations identifying
which NESHAP standards have been
delegated to the ODEQ.

XIIIL Impact on Areas of Indian
Country

Following the U.S. Supreme Court
decision in McGirt v Oklahoma, 140 S.
Ct. 2452 (2020), the Governor of the
State of Oklahoma requested approval
under Section 10211(a) of the Safe,
Accountable, Flexible, Efficient
Transportation Equity Act of 2005: A
Legacy for Users, Public Law 109-59,
119 Stat. 1144, 1937 (August 10, 2005)
(“SAFETEA”), to administer in certain
areas of Indian country (as defined at 18
U.S.C. 1151) the State’s environmental
regulatory programs that were
previously approved by the EPA outside
of Indian country.* The State’s request
excluded certain areas of Indian country
further described below.

On October 1, 2020, the EPA
approved Oklahoma’s SAFETEA request
to administer all of the State’s EPA-
approved environmental regulatory
programs, including the delegated
portions of the NESHAP program, in the
requested areas of Indian country.> As
requested by Oklahoma, the EPA’s
approval under SAFETEA does not
include Indian country lands, including
rights-of-way running through the same,
that: (1) Qualify as Indian allotments,
the Indian titles to which have not been
extinguished, under 18 U.S.C. 1151(c);
(2) are held in trust by the United States
on behalf of an individual Indian or
Tribe; or (3) are owned in fee by a Tribe,
if the Tribe (a) acquired that fee title to
such land, or an area that included such
land, in accordance with a treaty with
the United States to which such Tribe
was a party, and (b) never allotted the
land to a member or citizen of the Tribe

4 A copy of the Governor’s July 22, 2020 request
can be found in the docket for this proposed
rulemaking.

5 A copy of EPA’s October 1, 2020 approval can
be found in the docket for this proposed
rulemaking.
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(collectively “excluded Indian country
lands”’).

EPA’s approval under SAFETEA
expressly provided that to the extent
EPA’s prior approvals of Oklahoma’s
environmental programs excluded
Indian country, any such exclusions are
superseded for the geographic areas of
Indian country covered by the EPA’s
approval of Oklahoma’s SAFETEA
request.® The approval also provided
that future revisions or amendments to
Oklahoma’s approved environmental
regulatory programs would extend to
the covered areas of Indian country
(without any further need for additional
requests under SAFETEA).

As explained above, the EPA is
proposing to approve an update to the
Oklahoma NESHAP delegation.
Consistent with the EPA’s October 1,
2020 SAFETEA approval, if this action
is finalized as proposed, Oklahoma’s
delegation of the NESHAP program will
apply to all areas of Indian country
within the State of Oklahoma, other
than the excluded Indian country
lands.”

XIV. Proposed Action

In this action, the EPA is proposing to
approve an update to the Oklahoma
NESHAP delegation that would provide
the ODEQ with the authority to
implement and enforce certain newly
incorporated NESHAP promulgated by
the EPA and amendments to existing
standards currently delegated, as they
existed though June 30, 2019. This
proposed delegation to ODEQ extends to
sources and activities located in certain
areas of Indian country, as explained in
section XIII above.

6EPA’s prior approvals relating to Oklahoma’s
NESHAP delegation frequently noted that the
NESHAP delegation was not approved to apply in
areas of Indian country located in the State. See,
e.g., 83 FR 53183 (October 22, 2018). Such prior
expressed limitations are superseded by the EPA’s
approval of Oklahoma’s SAFETEA request.

7 In accordance with Executive Order 13990, EPA
is currently reviewing our October 1, 2020
SAFETEA approval and is engaging in further
consultation with tribal governments and
discussions with the State of Oklahoma as part of
this review. EPA also notes that the October 1, 2020
approval is the subject of a pending challenge in
federal court. (Pawnee v. Regan, No. 20-9635 (10th
Cir.)). Pending completion of EPA’s review, EPA is
proceeding with this proposed action in accordance
with the October 1, 2020 approval. EPA’s final
action on the NESHAP delegation update will
address the scope of the State’s program with
respect to Indian country, and may make any
appropriate adjustments, based on the status of our
review at that time. If EPA’s final action on
Oklahoma’s NESHAP delegation update is taken
before our review of the SAFETEA approval is
complete, EPA may make further changes to the
approval of Oklahoma’s NESHAP delegation to
reflect the outcome of the SAFETEA review.

XV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator
has the authority to approve section
112(1) submissions that comply with the
provisions of the Act and applicable
Federal regulations. In reviewing
section 112(1) submissions, the EPA’s
role is to approve state choices,
provided that they meet the criteria and
objectives of the CAA and of the EPA’s
implementing regulations. Accordingly,
this proposed action would merely
approve the State’s request as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, this proposed action:

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

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

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.);

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);

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

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

e Does not provide the 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).

This proposal to approve Oklahoma’s
request to update the NESHAP
delegation will apply, if finalized as
proposed, to certain areas of Indian
country as discussed in section XIII
above, and therefore has tribal

implications as specified in Executive
Order 13175 (65 FR 67249, November 9,
2000). However, this action will neither
impose substantial direct compliance
costs on federally recognized tribal
governments, nor preempt tribal law.
This action will not impose substantial
direct compliance costs on federally
recognized tribal governments because
no actions will be required of tribal
governments. This action will also not
preempt tribal law as no Oklahoma tribe
implements a regulatory program under
the CAA, and thus does not have
applicable or related tribal laws.
Consistent with the EPA Policy on
Consultation and Coordination with
Indian Tribes (May 4, 2011), the EPA
has offered consultation to tribal
governments that may be affected by
this action.

List of Subjects
40 CFR Part 61

Environmental protection,
Administrative practice and procedure,
Air pollution control, Arsenic, Benzene,
Beryllium, Hazardous substances,
Mercury, Intergovernmental relations,
Reporting and recordkeeping
requirements, Vinyl chloride.

40 CFR Part 63

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

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

Dated: August 18, 2021.

David Garcia,

Director, Air and Radiation Division,
Region 6.

[FR Doc. 202118164 Filed 8-27-21; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF DEFENSE

Defense Acquisition Regulations
System

48 CFR Part 204
[Docket DARS—2021-0017]
RIN 0750-AL48

Defense Federal Acquisition
Regulation Supplement: Contract
Closeout Authority for DoD Services
Contracts (DFARS Case 2021-D012)

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Proposed rule.
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SUMMARY: DoD is proposing to amend
the Defense Federal Acquisition
Regulation Supplement (DFARS) to
implement a section of the National
Defense Authorization Act for Fiscal
Year 2021.

DATES: Comments on the proposed rule
should be submitted in writing to the
address shown below on or before
October 29, 2021, to be considered in
the formation of the final rule.

ADDRESSES: Submit comments
identified by DFARS Case 2021-D012,
using any of the following methods:

O Federal eRulemaking Portal:
https://www.regulations.gov. Search for
“DFARS Case 2021-D012.” Select
“Comment” and follow the instructions
to submit a comment. Please include
your name, company name (if any), and
“DFARS Case 2021-D012” on any
attached document.

O Email: osd.dfars@mail.mil. Include
DFARS Case 2021-D012 in the subject
line of the message.

Comments received generally will be
posted without change to https://
www.regulations.gov, including any
personal information provided. To
confirm receipt of your comment(s),
please check https://
www.regulations.gov, approximately
two to three days after submission to
verify posting.

FOR FURTHER INFORMATION CONTACT: Ms.
Kimberly R. Ziegler, telephone 571—
372-6095.

SUPPLEMENTARY INFORMATION:
I. Background

This rule proposes to amend DFARS
subpart 204.8 to implement section 820
of the National Defense Authorization
Act (NDAA) for Fiscal Year (FY) 2021
(Pub. L. 116—283). Section 820 amends
section 836(b) of the NDAA for FY 2017
(Pub. L. 114-328), as modified by
section 824 of the NDAA for FY 2018
(Pub. L. 115-91). Section 836 authorizes
DoD contracting officers to close out
certain physically complete contracts or
groups of contracts through
modification of such contracts, without
completing the requirements of Federal
Acquisition Regulation (FAR) 4.804—
5(a)(3) through (15) based upon the age
of the contract action.

DoD published a final rule at 84 FR
18153 on April 30, 2019, to implement
sections 836 of the NDAA for FY 2017
and 824 of the NDAA for FY 2018. The
final rule provided similar authorities
for contracts meeting certain criteria
that were entered into on a date that was
at least 17 fiscal years prior to the
current fiscal year.

II. Discussion and Analysis

Section 820 expands the application
of the expedited contract closeout
authority of section 836 of the NDAA for
FY 2017, implemented at DFARS
204.804(3)(i)(A), to certain contracts or
groups of contracts that were awarded at
least 7 or 10 fiscal years before the
current fiscal year and have completed
performance or delivery at least four
years prior to the current fiscal year.

DFARS 204.804(3)(i)(A) currently
provides a blanket application of the 17
fiscal year standard, when certain
requirements at 204.804(3)(i)(B) and (C)
are met. Section 820 provides two new
standards, one of which provides a
similar blanket application, but the
number of fiscal years is reduced from
17 to 7. The second standard of at least
10 fiscal years only applies to contracts
or groups of contracts for military
construction, as defined in 10 U.S.C.
2801, or shipbuilding. Both new
standards require physical completion
(see FAR 4.804—4) at least four years
prior to the current fiscal year.

III. Applicability to Contracts at or
Below the Simplified Acquisition
Threshold (SAT) and for Commercial
Items, Including Commercially
Available Off-The-Shelf (COTS) Items

This proposed rule does not create
any new solicitation provisions or
contract clauses. It does not impact any
existing solicitation provisions or
contract clauses or their applicability to
contracts valued at or below the
simplified acquisition threshold or for
commercial items, including COTS
items.

IV. Expected Impact of the Rule

DFARS 204.804(3)(i) currently
provides for the expedited closeout of
contracts or groups of contracts without
completion of a reconciliation audit or
other corrective actions required by FAR
4.804-5(a)(3) through (15) if certain
criteria are met. If a contract was
entered into at least 17 years prior to the
current fiscal year, is physically
complete, and has been determined not
reconcilable, the contracting officer may
close the contract through a negotiated
settlement.

This rule reduces the age requirement
from 17 years to 10 years for military
construction and shipbuilding and 7
years for all other contract actions. The
rule adds a new requirement that these
contracts must be physically complete
at least four years prior to the current
fiscal year.

The expanded authority will apply to
more recent contracts, subject to the
other criteria in DFARS 204.804(3)(i), to

reduce the current backlog and
administration requirements for
contracts eligible for closeout.

V. Executive Orders 12866 and 13563

Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This is not a significant
regulatory action and, therefore, was not
subject to review under section 6(b) of
E.O. 12866, Regulatory Planning and
Review, dated September 30, 1993.

VI. Congressional Review Act

As required by the Congressional
Review Act (5 U.S.C. 801-808) before an
interim or final rule takes effect, DoD
will submit a copy of the interim or
final rule with the form, Submission of
Federal Rules Under the Congressional
Review Act, to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States. A major rule under the
Congressional Review Act cannot take
effect until 60 days after it is published
in the Federal Register. This rule is not
anticipated to be a major rule under 5
U.S.C. 804.

VII. Regulatory Flexibility Act.

DoD does not expect this rule to have
a significant economic impact on a
substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because this rule implements
requirements primarily for the
Government. However, an initial
regulatory flexibility analysis has been
performed and is summarized as
follows:

This rule proposes to amend the
Defense Federal Acquisition Regulation
Supplement (DFARS) to implement
section 820 of the National Defense
Authorization Act (NDAA) for Fiscal
Year (FY) 2021 (Pub. L. 116—-283).
Section 820 expands the application of
the expedited contract closeout
authority of section 836 of the NDAA for
FY 2017, implemented at DFARS
204.804(3)(i)(A), to certain contracts or
groups of contracts that were awarded at
least 7 to 10 FYs before the current FY
and have completed performance or
delivery at least four years prior to the
current FY. The new 10-year standard
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will apply to contracts or groups of
contracts for military construction, as
defined in 10 U.S.C. 2801, or
shipbuilding, while the 7-year standard
will apply to all other contracts.

The objective of the rule is to
implement the requirements of section
820, which expands the application of
the expedited contract closeout
authority of section 836 of the NDAA for
FY 2017 to more recent, physically
complete contracts. The legal basis of
the rule is section 820 of the NDAA for
FY 2021.

This rule will likely affect small
entities that have been or will be
awarded DoD contracts, including those
under FAR part 12 procedures for the
acquisition of commercial items,
including commercially available off-
the-shelf items. Data was obtained from
the Electronic Data Access module of
the Procurement Integrated Enterprise
Environment for contracts that were
physically completed at least four years
ago and are eligible for closeout between
the new standard of 7 or 10 years and
the previous standard of at least 17
fiscal years after award. The data were
then compared to the Federal
Procurement Data System (FPDS) to
estimate the number of contracts
awarded to small entities. Contracts
subject to the previous standard of 17
years are included in this estimate.

As of April 2021, the FPDS data
indicate that approximately 29,200
contracts, eligible for expedited closeout
under the 7-year standard, were
awarded to an estimated 4,490 unique
small entities. An additional estimated
1,775 contracts, subject to the 10-year
standard, were awarded to
approximately 576 small entities. As a
result, DoD estimates that
approximately 5,066 small entities will
have the opportunity to benefit from the
expanded expedited contract authorities
provided in this rule.

The rule does not impose any new
reporting, recordkeeping, or compliance
requirements.

The rule does not duplicate, overlap,
or conflict with any other Federal rules.

There are no practical alternatives
that will accomplish the objectives of
the statute.

DoD invites comments from small
business concerns and other interested
parties on the expected impact of this
rule on small entities.

DoD will also consider comments
from small entities concerning the
existing regulations in subparts affected
by the rule in accordance with 5 U.S.C.
610. Interested parties must submit such
comments separately and should cite 5
U.S.C. 610 (DFARS Case 2021-D012), in
correspondence.

VIII. Paperwork Reduction Act

This rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act (44 U.S.C.
chapter 35).

List of Subjects in 48 CFR Part 204
Government procurement.

Jennifer D. Johnson,

Editor/Publisher, Defense Acquisition
Regulations System.

Therefore, 48 CFR part 204 is
proposed to be amended as follows:

PART 204—ADMINISTRATIVE AND
INFORMATION MATTERS

m 1. The authority citation for 48 CFR
part 204 continues to read as follows:

Authority: 41 U.S.C. 1303 and 48 CFR
chapter 1.

m 2. Amend section 204.804 by revising
paragraph (3)(i) to read as follows:

§204.804 Closeout of contract files.

* * * * *

(3)(1) In accordance with section 836
of the National Defense Authorization
Act for Fiscal Year 2017 (Pub. L. 114—
328), section 824 of the National
Defense Authorization Act for Fiscal
Year 2018 (Pub. L. 115-91), and section
820 of the National Defense
Authorization Act for Fiscal Year 2021
(Pub. L. 116-283), contracting officers
may close out contracts or groups of
contracts through issuance of one or
more modifications to such contracts
without completing a reconciliation
audit or other corrective action in
accordance with FAR 4.804-5(a)(3)
through (15), as appropriate, if each
contract—

(A)(1) For military construction (as
defined at 10 U.S.C. 2801) or
shipbuilding, was awarded at least 10
fiscal years before the current fiscal
year; or

(2) For all other contracts, was
awarded at least 7 fiscal years before the
current fiscal year;

(B) The performance or delivery was
completed at least 4 years prior to the
current fiscal year; and

(C) Has been determined by a
contracting official, at least one level
above the contracting officer, to be not
otherwise reconcilable, because—

(1) The contract or related payment
records have been destroyed or lost; or

(2) Although contract or related
payment records are available, the time
or effort required to establish the exact
amount owed to the U.S. Government or

amount owed to the contractor is
disproportionate to the amount at issue.
* * * * *

[FR Doc. 202118341 Filed 8-27-21; 8:45 am]
BILLING CODE 5001-06-P

DEPARTMENT OF DEFENSE

Defense Acquisition Regulations
System

48 CFR Parts 215 and 242
[Docket DARS-2021-0015]
RIN 0750-AK95

Defense Federal Acquisition
Regulation Supplement: Requiring
Data Other Than Certified Cost or
Pricing Data (DFARS Case 2020-D008)

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Proposed rule.

SUMMARY: DoD is proposing to amend
the Defense Federal Acquisition
Regulation Supplement (DFARS) to
implement a section of the National
Defense Authorization Act for Fiscal
Year 2020 that provides additional
requirements relating to the submission
of data other than certified cost or
pricing data.

DATES: Comments on the proposed rule
should be submitted in writing to the
address shown below on or before
October 29, 2021, to be considered in
the formation of a final rule.

ADDRESSES: Submit comments
identified by DFARS Case 2020-D008,
using any of the following methods:

O Federal eRulemaking Portal:
https://www.regulations.gov. Search for
“DFARS Case 2020-D008.” Select
“Comment” and follow the instructions
to submit a comment. Please include
your name, company name (if any), and
“DFARS Case 2020-D008” on any
attached document.

O Email: osd.dfars@mail.mil. Include
DFARS Case 2020-D008 in the subject
line of the message.

Comments received generally will be
posted without change to https://
www.regulations.gov, including any
personal information provided. To
confirm receipt of your comment(s),
please check https://
www.regulations.gov, approximately
two to three days after submission to
verify posting.

FOR FURTHER INFORMATION CONTACT: Mr.
David E. Johnson, telephone 571-372—
6115.

SUPPLEMENTARY INFORMATION:
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I. Background

DoD is proposing to amend the
DFARS to implement section 803 of the
National Defense Authorization Act
(NDAA) for Fiscal Year (FY) 2020 (Pub.
L. 116-92), which amends 10 U.S.C.
2306a(d) as follows: To prohibit
contracting officers from determining
that the price of a contract or
subcontract is fair and reasonable based
solely on historical prices paid by the
Government; and, when an offeror fails
to make a good faith effort to comply
with a reasonable request to submit
data, to state that an offeror is ineligible
for award if the contracting officer is
unable to determine, by any other
means, that the proposed prices are fair
and reasonable, unless the head of the
contracting activity (HCA) determines
that it is in the best interest of the
Government to make the award to that
offeror.

II. Discussion and Analysis

This rule proposes changes to DFARS
215.403—-3(a). The amendment to 10
U.S.C. 2306a(d)(1) is implemented in
DFARS 215.403-3(a)(1), by prohibiting
contracting officers from basing the
determination that the price of a
contract is fair and reasonable solely on
historical prices paid by the
Government.

The new paragraph (d)(2) at 10 U.S.C.
2306a states that offerors who fail to
comply with a reasonable request to
submit data needed to determine price
reasonableness are ineligible for award,
unless the HCA determines that it is in
the best interest of the Government to
make the award. This requirement is
already implemented in the Federal
Acquisition Regulation (FAR) at 15.403—
3(a)(4). However, the criteria in 10
U.S.C. 2306a(d)(2) for the determination
made by the HCA are included in
DFARS 215.403-3(a)(4), in lieu of the
criteria in the FAR, because the criteria
for DoD are not the same as the criteria
for the civilian agencies.

In accordance with 10 U.S.C.
2306a(d)(2)(B)(ii), this proposed rule
amends DFARS 242.1502(g), to add the
requirement that, unless exempted by
the HCA, a notation is required in the
Contractor Performance Assessment
Reporting System that, despite receiving
an award, the contractor has denied
multiple requests for submission of data
other than certified cost or pricing data
over the preceding three-year period.

This proposed amendment to the
DFARS also makes conforming changes
to 215.404-1.

II1. Applicability to Contracts at or
Below the Simplified Acquisition
Threshold (SAT) and for Commercial
Items, Including Commercially
Available Off-the-Shelf (COTS) Items

This rule does not propose to create
any new solicitation provisions or
contract clauses. It does not impact any
existing solicitation provisions or
contract clauses or their applicability to
contracts valued at or below the
simplified acquisition threshold or for
commercial items, including COTS
items.

IV. Executive Orders 12866 and 13563

Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This is not a significant
regulatory action and, therefore, was not
subject to review under section 6(b) of
E.O. 12866, Regulatory Planning and
Review, dated September 30, 1993.

V. Congressional Review Act

As required by the Congressional
Review Act (5 U.S.C. 801-808) before an
interim or final rule takes effect, DoD
will submit a copy of the interim or
final rule with the form, Submission of
Federal Rules under the Congressional
Review Act, to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States. A major rule under the
Congressional Review Act cannot take
effect until 60 days after it is published
in the Federal Register. This rule is not
anticipated to be a major rule under 5
U.S.C. 804.

VI. Regulatory Flexibility Act

DoD does not expect this proposed
rule to have a significant economic
impact on a substantial number of small
entities within the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601,
et seq., because it does not add any new
compliance requirements on small
entities. However, an initial regulatory
flexibility analysis has been performed
and is summarized as follows:

This proposed rule is necessary in
order to implement section 803 of the
National Defense Authorization Act

(NDAA) for Fiscal Year (FY) 2020,
which amends 10 U.S.C. 2306a(d).

The objective of this rule is to
implement section 803 of the NDAA for
FY 2020, which is the legal basis for this
rule. Section 803 provides additional
requirements for contracting officers
and the head of the contracting activity
relating to obtaining data other than
certified cost or pricing data.

This rule does not directly impose
requirements on small entities. The
requirement making certain offerors
ineligible for award is already in the
Federal Acquisition Regulation (FAR).
This rule impacts: (1) The contracting
officer’s need for data other than
historical prices paid by the
Government, unless there is adequate
price competition; and (2) the criteria
for use by the head of the contracting
activity for a determination to make an
award. In some cases, the contracting
officer’s need for data other than
historical prices paid by the
Government may result in a request for
additional data from an offeror. Based
on data from the Federal Procurement
Data System for FY 2018 through FY
2020, DoD estimates that 1,672 small
entities may receive a request for
additional data.

There are no new reporting,
recordkeeping, or other compliance
requirements on small entities.

The rule does not duplicate, overlap,
or conflict with any other Federal rules.

There are no significant alternatives,
which would accomplish the stated
objectives of the rule and minimize the
impact on small entities. However, the
rule has no significant economic impact
on small entities.

DoD invites comments from small
business concerns and other interested
parties on the expected impact of this
rule on small entities.

DoD will also consider comments
from small entities concerning the
existing regulations in subparts affected
by this rule in accordance with 5 U.S.C.
610. Interested parties must submit such
comments separately and should cite 5
U.S.C. 610 (DFARS Case 2020-D008), in
correspondence.

VII. Paperwork Reduction Act

The rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).
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List of Subjects in 48 CFR Parts 215 and
242

Government procurement.

Jennifer D. Johnson,

Editor/Publisher, Defense Acquisition
Regulations System.

Therefore, 48 CFR parts 215 and 242
are proposed to be amended as follows:
m 1. The authority citation for parts 215
and 242 continues to read as follows:

Authority: 41 U.S.C. 1303 and 48 CFR
chapter 1.

PART 215—CONTRACTING BY
NEGOTIATION

m 2. Amend section 215.403-3 by
adding paragraph (a) to read as follows:

§215.403-3 Requiring data other than
certified cost or pricing data.
* * * * *

(a)(1) Contracting officers shall not
determine the price of a contract to be
fair and reasonable based solely on
historical prices paid by the
Government (see PGI 215.403-3(4)) (10
U.S.C. 2306a(d)).

(4) In accordance with 10 U.S.C.
2306a(d) and in lieu of the factors for
consideration listed in FAR 15.403—
3(a)(4), a determination by the head of
the contracting activity that it is in the
best interest of the Government to make
the award to an offeror that does not
comply with a requirement to submit
data other than certified cost or pricing
data shall be based on consideration of
pertinent factors, including the
following:

(A) The effort to obtain the data.

(B) Availability of other sources of
supply of the item or service.

(C) The urgency or criticality of the
Government’s need for the item or
service.

(D) Reasonableness of the price of the
contract, subcontract, or modification of
the contract or subcontract based on
information available to the contracting
officer.

(E) Rationale or justification made by
the offeror for not providing the
requested data.

(F) Risk to the Government if award
is not made.

* * * * *

m 3. Amend section 215.404—1 by
revising paragraphs (b)(ii) and (v)
introductory text to read as follows:

§215.404-1 Proposal analysis techniques.

* * * * *

(b) * % %

(ii) If the contracting officer
determines that the information
obtained through market research is
insufficient to determine the

reasonableness of price, the contracting
officer shall consider information
submitted by the offeror of recent
purchase prices paid by the Government
and commercial customers for the same
or similar commercial items under
comparable terms and conditions in
establishing price reasonableness on a
subsequent purchase if the contracting
officer is satisfied that the prices
previously paid remain a valid reference
for comparison. Price reasonableness
shall not be based solely on historical
prices paid by the Government (see
215.403-3(a)(1)). The contracting officer
shall consider the totality of other
relevant factors such as the time elapsed
since the prior purchase and any
differences in the quantities purchased
(10 U.S.C. 2306a(b)(5)).

* * * * *

(v) When evaluating pricing data, the
contracting officer shall consider
materially differing terms and
conditions, quantities, and market and
economic factors (see PGI 215.404—
1(b)(v)). For similar items, the
contracting officer shall also consider
material differences between the similar
item and the item being procured (see
FAR 15.404-1(b)(2)(ii)(B)). Material
differences are those that could
reasonably be expected to influence the
contracting officer’s determination of
price reasonableness. The contracting
officer shall consider the following
factors when evaluating the relevance of

the information available:
* * * * *

PART 242—CONTRACT
ADMINISTRATION AND AUDIT
SERVICES

m 4. Revise section 242.1502 to read as
follows:

§242.1502 Policy.

(g) Past performance evaluations in
the Contractor Performance Assessment
Reporting System—

(i) Shaﬁ include an assessment of the
contractor’s performance against, and
efforts to achieve, the goals identified in
its comprehensive small business
subcontracting plan when the contract
contains the clause at 252.219-7004,
Small Business Subcontracting Plan
(Test Program); and

(ii) Shall, unless exempted by the
head of the contracting activity, include
a notation on contractors that have
denied multiple requests for submission
of data other than certified cost or
pricing data over the preceding 3-year
period, but nevertheless received an
award (10 U.S.C. 2306a(d)(2)(B)(ii)).

[FR Doc. 2021-18339 Filed 8-27-21; 8:45 am]
BILLING CODE 5001-06-P

DEPARTMENT OF DEFENSE

Defense Acquisition Regulations
System

48 CFR Parts 225 and 252
[Docket DARS-2021-0012]
RIN 0750-AK85

Defense Federal Acquisition
Regulation Supplement: Maximizing
the Use of American-Made Goods
(DFARS Case 2019-D045)

AGENCY: Defense Acquisition
Regulations System, Department of
Defense (DoD).

ACTION: Proposed rule.

SUMMARY: DoD is proposing to amend
the Defense Federal Acquisition
Regulation Supplement (DFARS) to
implement an Executive order regarding
maximizing the use of American-made
goods, products, and materials.

DATES: Comments on the proposed rule
should be submitted in writing to the
address shown below on or before
October 29, 2021, to be considered in
the formation of a final rule.

ADDRESSES: Submit comments
identified by DFARS Case 2019-D045,
using any of the following methods:

O Federal eRulemaking Portal:
https://www.regulations.gov. Search for
“DFARS Case 2019-D045” in the search
box and select “Search.” Select
“Comment” and follow the instructions
to submit a comment. Please include
your name, company name (if any), and
“DFARS Case 2019-D045” on any
attached document.

O Email: osd.dfars@mail. mil. Include
DFARS Case 2019-D045 in the subject
line of the message.

Comments received generally will be
posted without change to https://
www.regulations.gov, including any
personal information provided. To
confirm receipt of your comment(s),
please check https://
www.regulations.gov, approximately
two to three days after submission to
verify posting.

FOR FURTHER INFORMATION CONTACT: Ms.
Kimberly Bass, telephone 571-372—
6174.

SUPPLEMENTARY INFORMATION:
I. Background

DoD is proposing to amend the
DFARS to implement section 2(a)(i) of
Executive Order (E.O.) 13881,
Maximizing Use of American-Made
Goods, Products, and Materials, which
changes the percentages used to
determine whether a product is
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domestic or foreign under the Buy
American statute (41 U.S.C. chapter 83).
Section 2(a)(i) of E.O. 13881 is not
inconsistent with E.O. 14005, Ensuring
the Future Is Made in All of America by
All of America’s Workers, which
supersedes E.O. 13881 to the extent that
it is inconsistent with E.O. 14005. E.O.
13881 calls for more aggressive
implementation of the Buy American
statute to maximize the Government’s
procurement of American-made goods,
products, and materials. The Buy
American statute requires the purchase
of domestic products (both end products
and construction materials), except for
instances when the domestic product is
not available, the domestic product is
only available at an unreasonable cost,
or it would not be in the public interest
to buy the domestic product.

E.O. 13881 supersedes E.O. 10582,
Prescribing Procedures for Certain
Determinations under the Buy American
Act, to the extent that it is inconsistent
with E.O. 13881, by establishing that
under the Buy American statute a
product is foreign if the cost of the
foreign components used in such end
product constitutes 45 percent or more
of the cost of all products used in such
end products, except that iron and steel
products are foreign if the cost of foreign
iron and steel equals or constitutes 5
percent of the cost of all products used
in iron and steel end products.

In order to promote economic and
national security, stimulate economic
growth, and create jobs, this rule
proposes to strengthen domestic
preferences under the Buy American
statute by changing how a domestic
product is defined, while also
maintaining the exception to the
statutory requirement for qualifying
countries.

II. Discussion and Analysis

The Buy American statute is
implemented in Federal Acquisition
Regulation (FAR) part 25. Revisions to
the FAR to implement E.O. 13881 have
been accomplished under FAR Case
2019-016, published in the Federal
Register on January 19, 2021 (86 FR
6180). This rule proposes revisions to
DFARS part 225 and the associated
clauses to implement the DoD-unique
requirements and conforming changes
associated with implementation of E.O.
13881.

Revisions are proposed to the
definitions of “domestic end product”
and ““domestic construction material.”
Specifically, these definitions are each
broken into two paragraphs to
differentiate between end products and
construction material that consist
wholly or predominantly of iron or steel

or a combination of both, and those that
do not. Per the revised definition of
“domestic end product,” an end
product that consists wholly or
predominantly of iron or steel, or a
combination of both, is only considered
a domestic end product if the end
product is manufactured in the United
States, and the cost of iron and steel not
produced in the United States, or a
qualifying country, constitutes less than
5 percent of the cost of all the materials
used in the end product. For “domestic
construction material,” if the
construction material consists wholly or
predominantly of iron or steel, or a
combination of both, then the cost of
iron and steel not produced in the
United States (excluding fasteners) must
constitute less than 5 percent of the cost
of all the components used in the
construction material. As explained in
the definition of “foreign iron and steel”
at FAR 25.003, “produced in the United
States” means that all manufacturing
processes of the iron or steel must take
place in the United States, from the
initial melting stage through the
application of coatings, except
metallurgical processes involving
refinement of steel additives.

The definition of a ““domestic end
product” is further revised to stipulate
that if the end product does not consist
wholly or predominantly of iron or
steel, or a combination of both, then it
is only considered a domestic end
product if the end product is
manufactured in the United States, and
the cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent (an
increase from 50 percent) of the cost of
all its components. Similarly, for
“domestic construction material” that
does not consist wholly or
predominantly of iron or steel, or a
combination of both, the cost of its
components mined, produced, or
manufactured in the United States must
exceed 55 percent (an increase from 50
percent) of the cost of all its
components. In both cases, components
of unknown origin are treated as foreign.

Conforming changes are made
throughout the DFARS to implement the
revised definitions, to include revisions
to the description of the two-part test for
domestic end products at DFARS
225.101. This rule also proposes
definitions for the terms
“predominantly of iron or steel or a
combination of both” and “steel,”
which are used in the revised
definitions of “domestic end product”
and “domestic construction material.”
Conforming changes are also made to
redesignate paragraph numbers to

reflect current drafting conventions in
definitions for a number of clauses that
are being updated.

No changes are proposed in this rule
to implement the E.O. 13881 change to
the percentage factor used to determine
whether the offered price of material of
domestic origin is unreasonable or
inconsistent with public interest. E.O.
13881 increases the percentage factor
from 6 percent to 20 percent for entities
other than small businesses, and from
12 percent to 30 percent for small
businesses. However, DoD already uses
a 50 percent factor for both large and
small businesses, so no change is
necessary for DoD to comply with the
increased percentage factors in E.O.
13881. In addition, E.O. 13881 does not
remove any existing exemptions to the
Buy American statute for products of
qualifying countries; therefore, this rule
does not include any proposed changes
to the exemptions.

III. Applicability to Contracts at or
Below the Simplified Acquisition
Threshold and for Commercial Items,
Including Commercially Available Off-
The-Shelf Items

This proposed rule does not add any
new provisions or clauses, nor change
the applicability of existing provisions
or clauses to contracts at or below the
simplified acquisition threshold and
contracts for the acquisition of
commercial items, includin
commercially available off-the-shelf
items.

IV. Expected Impact of the Rule

The current FAR contract clauses
implementing the Buy American statute
apply to a narrow set of procurements.
In addition, because the Federal
Acquisition Regulatory Council retained
the commercially available off-the-shelf
(COTS) items exception for most COTS
items in its implementation of the E.O.
in the FAR, the heightened domestic
content requirements will not be
applicable to those procurements. (See
the final rule for FAR Case 2019-016
published at 86 FR 6180 on January 19,
2021.) This proposed DFARS rule takes
the same approach.

Domestic industries supplying
domestic end products are likely to
benefit from a competitive advantage as
a result of the FAR and DFARS
implementation. Based on the E.O., it is
unclear if the pool of qualified suppliers
would be reduced, resulting in less
competition and a possible increase in
prices that the Government will pay to
procure these products. At least three
arguments point to the likelihood that
any increase in burden on contractors
would be small, if not de minimis:
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(1) Familiarization costs should be
low.

(2) Some, if not many, contractors
may already be able to meet the more
stringent threshold.

(3) Costs incurred by contractors who
adjust their supply chains, so that their
end products qualify as domestic, will
enjoy a larger price preference that
should help to offset these costs over
time.

Each of these arguments is explained
below.

First, DoD does not anticipate
significant costs from contractor
familiarization with the rule given the
recent publication of the FAR final rule
implementing E.O. 13881 and the
history of rulemaking and E.O.s in
general in this area. The basic
mechanics of the Buy American statute
(e.g., how and when the price
preference is used to favor domestic end
products, certifications required of
offerors to demonstrate end products are
domestic) continue to reflect processes
that have been in place for decades and
are not new to contractors.

Second, some, if not many,
contractors may already be able to
comply with the lower foreign content
requirement needed to meet the
definition of domestic end product
under E.O. 13881 and the proposed rule.
Laws such as the SECURE Technology
Act (Pub. L. 115-390), which requires a
series of actions to strengthen the
Federal infrastructure for managing
supply chain risks, are placing
significantly increased emphasis on
Federal agencies and Federal
Government contractors to identify and
reduce risk in their supply chains.

One way to reduce supply chain risk
is to increase domestic sourcing of
content. In addition, in the context of
iron and steel, many laws already in
place call for more stringent accounting
of domestic sourcing of content. For
example, the Recovery Act required that
all construction material for a project for
the construction, alteration,
maintenance, or repair of a public
building or a public work in the United
States, consisting wholly or
predominantly of iron or steel, had to be
produced in the United States when
using Recovery Act funds, to the extent
consistent with trade agreements (see
FAR 25.602-1, implementing section
1605 of the Recovery Act).

In addition, Federal contractors who
also work on contracts funded under
Federal grants may, in some cases, find
that the steel, iron, and manufactured
goods used in the project must be
produced in the United States, as is the
case for certain funding administered by
the Federal Transit Administration for

public transportation projects (see 49
U.S.C. 5323(j)).

Third, it is anticipated that some
contractors’ products and construction
materials may not meet the definition of
domestic end product and construction
material unless the contractors take
steps to adjust their supply chains to
increase the domestic content. Those
contractors that make a business
decision not to modify their supply
chains will still be able to bid on DoD
contracts but will no longer enjoy a
price preference.

Accordingly, it is likely that the
Federal market for iron and steel has
already completed significant retooling
and could meet the requirements of E.O.
13881 without too much additional
effort.

This rule proposes to amend clauses
that implement the Buy American
statute. There are 4 clauses affected by
the changes in this rule:

(1) 252.225-7001, Buy American and
Balance of Payments Program (Basic and
Alternate I).

(2) 252.225-7036, Buy American—
Free Trade Agreements—Balance of
Payments Program (Basic and Alternates
I-V).

(3) 252.225-7044, Balance of
Payments Program—Construction
Material (Basic and Alternate I).

(4) 252.225-7045, Balance of
Payments Program—Construction
Material (Basic and Alternates I-III).

This rule changes the definitions of
“domestic end product” and “domestic
construction material.” The rule also
adds the definitions of “steel” and
“predominantly of iron or steel or a
combination of both” in the clauses to
conform the DFARS with the FAR
implementation of E.O. 13881.

According to the Federal Procurement
Data System (FPDS) data for fiscal year
(FY) 2017, FY 2018, and FY 2019 for
new awards with a foreign place of
performance for construction valued
over the micro-purchase threshold and
for awards for supplies, DoD awarded
an average of 3,222 construction
contracts with a foreign place of
performance per year. In addition, DoD
awarded an average of 332,607 supply
contracts per year during FY 2017
through FY 2019.

In summary, the rule will strengthen
domestic preferences under the Buy
American statute and provide both large
and small businesses the opportunity
and incentive to deliver U.S.
manufactured products from domestic
suppliers. It is expected that this rule
will benefit large and small U.S.
manufacturers, including those of iron
or steel.

Therefore, it is estimated that any
increase in implementation costs
associated with this rule is de minimis.

V. Executive Orders 12866 and 13563

E.O.s 12866 and 13563 direct agencies
to assess all costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This is a significant
regulatory action and, therefore, was
subject to review under section 6(b) of
E.O. 12866, Regulatory Planning and
Review, dated September 30, 1993.

VI. Congressional Review Act

As required by the Congressional
Review Act (5 U.S.C. 801-808), before
an interim or final rule takes effect, DoD
will submit a copy of the interim or
final rule with the form, Submission of
Federal Rules under the Congressional
Review Act, to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States. A major rule under the
Congressional Review Act cannot take
effect until 60 days after it is published
in the Federal Register. This rule is not
anticipated to be a major rule under 5
U.S.C. 804.

VII. Regulatory Flexibility Act

DoD does not expect this proposed
rule to have a significant economic
impact on a substantial number of small
entities within the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601,
et seq. However, an initial regulatory
flexibility analysis has been performed
and is summarized as follows:

The rule proposes to amend the
Defense Federal Acquisition Regulation
Supplement (DFARS) to implement
section 2(a)(i) of Executive Order (E.O.)
13881, Maximizing Use of American-
Made Goods, Products, and Materials,
and also makes conforming changes to
the applicable clauses as a result of
implementation of this E.O. in the
Federal Acquisition Regulation (FAR).

The objective of this rule is to
strengthen domestic preferences under
the Buy American statute, as required
by E.O. 13881, by changing how a
domestic product and domestic
construction material are defined.

Data was obtained from the Federal
Procurement Data System (FPDS) on
awards valued over the micro-purchase
threshold in fiscal year (FY) 2017, FY
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2018, and FY 2019 that had a foreign
place of performance and were for
construction. DoD awarded an average
of 3,222 construction contracts with a
foreign place of performance per year
during FY 2017 through FY 2019. Of
those construction contracts,
approximately 65 were awarded to 32
unique small entities per year.

Data was also obtained from FPDS for
FY 2017 through FY 2019 on awards
valued over the micro-purchase
threshold for supplies made in the
United States. DoD awarded an average
of 332,607 supply contracts per year
during FY 2017 through FY 2019. Of
those supply contracts, approximately
154,422 supply contracts were awarded
to 13,480 unique small entities per year.

The rule will strengthen domestic
preferences under the Buy American
statute and provide small businesses the
opportunity and incentive to deliver
U.S. manufactured products from
domestic suppliers. It is expected that
this rule generally will benefit U.S.
small business manufacturers, including
those of iron or steel. Small business
manufacturers who do not already meet
the increased domestic content
requirements of this proposed rule may
need to adjust their supply chains. DoD
does not have data on how many small
business manufacturers may decide to
make such adjustments.

This rule does not include any new
reporting, recordkeeping, or other
compliance requirements for small
businesses. This rule only changes the
definitions of “domestic end product”
and ‘“domestic construction material”
and adds the definitions of
“predominantly of iron or steel or a
combination of both” and ““steel” to
conform the DFARS with the FAR
revisions as a result of E.O. 13881
implementation. Overall, the rule does
not impose any additional compliance
requirements on contractors or process
procedures for the Government, other
than to increase the percentages for use
in the domestic content test applied to
offers of manufactured end products.

The rule does not duplicate, overlap,
or conflict with any other Federal rules.

There are no known significant
alternative approaches to the proposed
rule that would meet the requirements
of E.O. 13881.

DoD invites comments from small
business concerns and other interested
parties on the expected impact of this
rule on small entities.

DoD will also consider comments
from small entities concerning the
existing regulations in subparts affected
by this rule in accordance with 5 U.S.C.
610. Interested parties must submit such
comments separately and should cite 5

U.S.C. 610 (DFARS Case 2019-D045), in
correspondence.

VIIL Paperwork Reduction Act

The rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

List of Subjects in 48 CFR Parts 225 and
252

Government procurement.

Jennifer D. Johnson,

Editor/Publisher, Defense Acquisition
Regulations System.

Therefore, 48 CFR parts 225 and 252
are proposed to be amended as follows:

m 1. The authority citation for parts 225
and 252 continues to read as follows:

Authority: 41 U.S.C. 1303 and 48 CFR
chapter 1.

PART 225—FOREIGN ACQUISITION

m 2. Amend section 225.003 by:
m a. Revising the definition of
“Domestic end product”;
m b. Removing the definition
“Qualifying country component and
qualifying country end product”’; and
m c. Adding definitions for “Qualifying
country component” and “Qualifying
country end product” in alphabetical
order.

The revision and additions read as
follows:

225.003 Definitions.

* * * * *

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated

is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a commercially
available off-the-shelf (COTS) item; or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Qualifying country component means
a component mined, produced, or
manufactured in a qualifying country.

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.
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(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

* * * * *

m 3. Revise the subpart 225.1 heading to
read as follows:

SUBPART 225.1—BUY AMERICAN—
SUPPLIES

m 4. Amend section 225.101 by revising
paragraph (a)(ii) to read as follows:

225.101 General.

(a) * Kx %

(ii)(A) Except for an end product that
consists wholly or predominantly of
iron or steel or a combination of both,
the cost of its U.S. and qualifying
country components exceeds 55 percent
of the cost of all its components. This
test is applied to end products only and
not to individual components.

(B) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, the cost of
iron and steel not produced in the
United States or a qualifying country
must constitute less than 5 percent of
the cost of all the components used in
the end product. The cost of iron and
steel not produced in the United States
or a qualifying country includes but is
not limited to the cost of iron or steel
mill products (such as bar, billet, slab,
wire, plate, or sheet), castings, or
forgings, not produced in the United
States or a qualifying country, utilized
in the manufacture of the end product
and a good faith estimate of the cost of
all iron or steel components not
produced in the United States or a
qualifying country, excluding
commercially available off-the-shelf
(COTS) fasteners. The domestic content
test of the Buy American statute has not
been waived for acquisitions of COTS
items in this category, except for COTS

fasteners.
* * * * *

225.502 [Amended]

m 5. Amend section 225.502 by—

m a. In paragraph (c)(ii)(B), removing
“225.504(1)”” and adding “PGI
225.504(1)” in its place;

m b. In paragraph (c)(ii)(D), removing
“225.504(2)” and adding “PGI
225.504(2)” in its place;

m c. In paragraph (c)(ii)(E)(1), removing
“225.504(3)”” and adding “PGI
225.504(3)” in its place; and

m d. In paragraph (c)(ii)(E)(2), removing
225.504(4)” and adding “PGI
225.504(4)” in its place.

PART 252—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 6. Amend section 252.225-7001 by—
m a. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place;
m b. In paragraph (a)—
m i. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)(i), (ii), and (iii), and (2),
respectively;
m ii. Revising the definition of
“Domestic end product”;
m iii. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;
m iv. Revising the definition of
“Qualifying country end product”; and
m v. Adding, in alphabetical order, the
definition of ““Steel”; and
m c. In Alternate [—
m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and
m ii. In paragraph (a)—
m A. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)(i), (ii), and (iii), and (2),
respectively;
m B. Revising the definition of
“Domestic end product”;
m C. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;
m D. Revising the definition of
“Qualifying country end product”;
m E. In the definition of “South
Caucasus/Central and South Asian (SC/
CASA) state end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively; and
m F. Adding, in alphabetical order, the
definition of “‘Steel”.

The revisions and additions read as
follows:

252.225-7001 Buy American and Balance
of Payments Program.
* * * * *

(a] * * %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
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components in paragraph (1)(ii)(A) of
this definition.

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate I. * * *

(a) * % %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,

collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the

cost of iron or steel components
excluding COTS fasteners.
* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.
* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

m 7. Amend section 252.225-7036 by—
m a. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place.

m b. In paragraph (a)—

m i. In the definition of “Bahrainian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2)
respectively;

m ii. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2)
respectively;

m iii. Revising the definition of
“Domestic end product”;

m iv. In the definition of “Free Trade
Agreement country”’, removing the
semicolon and adding a period in its
place;

m v. In the definitions of “Free Trade
Agreement country end product”,
“Moroccan end product”, “‘Panamanian
end product”, and ‘“Peruvian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2)
respectively;

m vi. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;

m vii. Revising the definition of
“Qualifying country end product”’; and
m viii. Adding, in alphabetical order, the
definition of “Steel”.



48376

Federal Register/Vol. 86, No. 165/Monday, August 30, 2021/Proposed Rules

m c. In Alternate I—

m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A.In the definitions of “Bahrainian
end product” and “Canadian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”’,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;

m C. Revising the definition of
“Domestic end product”;

m D. In the definition of “Free Trade
Agreement country”’, removing the
semicolon and adding a period in its
place;

m E. In the definitions of “Free Trade
Agreement country end product”,
“Moroccan end product”, ‘“Panamanian
end product”, and ‘“Peruvian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m F. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”;

m G. Revising the definition of
“Qualifying country end product”; and
m H. Adding, in alphabetical order, the
definition of “Steel”.

m d. In Alternate II—

m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A.In the definition of “Bahrainian
end product”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”’,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;

m C. Revising the definitions of
“Domestic end product”;

m D. In the definition of “Free Trade
Agreement country”, removing the
semicolon and adding a period in its
place;

m E. In the definitions of “‘Free Trade
Agreement country end product”,
“Moroccan end product”, “Panamanian
end product”, and ‘“Peruvian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m F. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;

m G. Revising the definition of
“Qualifying country end product”;

m H. In the definition of “South
Caucasus/Central and South Asian (SC/
CASA) state end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively; and
m . Adding, in alphabetical order, the
definition of ““Steel”.

m e. In Alternate ITI—

m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A. In the definitions of “Bahrainian
end product” and “Canadian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”’,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)(i), (ii), and (iii), and (2),
respectively;

m C. Revising the definition of
“Domestic end product”;

m D. In the definition of “Free Trade
Agreement country”’, removing the
semicolon and adding a period in its
place;

m E. In the definitions of “Free Trade
Agreement country end product”,
“Moroccan end product”, ‘“Panamanian
end product”, and “Peruvian end
product”, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m F. Adding, in alphabetical order, the
definition of ‘“Predominantly of iron or
steel or a combination of both”’;

m G. Revising the definition of
“Qualifying country end product”;

m H. In the definition of “South
Caucasus/Central and South Asian (SC/
CASA) state end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively; and
m . Adding, in alphabetical order, the
definition of ““Steel”.

m f. In Alternate IV—

m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A. In the definition of “Bahrainian
end product”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)(i), (ii), and (iii), and (2),
respectively;

m C. Revising the definition of
“Domestic end product”;

m D. In the definition of “Free Trade
Agreement country”’, removing the
semicolon and adding a period in its
place;
m E. In definitions of “Free Trade
Agreement country end product”,
“Korean end product”, “Moroccan end
product”, “Panamanian end product”,
and ‘“Peruvian end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively;
m F. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;
m G. Revising the definition of
“Qualifying country end product”; and
m H. Adding, in alphabetical order, the
definition of “Steel”.
m g. In Alternate V—
m i. Removing the clause date of “(DEC
2017)” and adding “(DATE)” in its
place; and
m ii. In paragraph (a)—
m A. In the definition of “Bahrainian
end product”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;
m B. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;
m C. Revising the definition of
“Domestic end product”;
m D. In the definition of “Free Trade
Agreement country”’, removing the
semicolon and adding a period in its
place;
m E. In the definitions of “Free Trade
Agreement country end product”,
“Korean end product”, “Moroccan end
product”, “Panamanian end product”,
and “Peruvian end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively;
m F. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”’;
m G. Revising the definition of
“Qualifying country end product”’;
m H. In the definition of “South
Caucasus/Central and South Asian (SC/
CASA) state end product”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively; and
m 1. Adding, in alphabetical order, the
definition of “Steel”.

The revisions and additions read as
follows:

252.225-7036 Buy American—Free Trade
Agreements—Balance of Payments
Program.

* * * * *

(a) * x %
Domestic end product means—
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(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are

treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate I. * * *

(a] R

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation

costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(C) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
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is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate II. * * *

(a) * % %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States

and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate ITI. * * *

(a) * % %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(C) The end product is a COTS item;
or
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(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron and
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and

reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate IV, * * *

(El] * % %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) Tt is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or

steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *
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Alternate V. * * *

(a) * *x %

Domestic end product means—

(1) For an end product that does not
consist wholly or predominantly of iron
or steel or a combination of both—

(i) An unmanufactured end product
mined or produced in the United States;
or

(ii) An end product manufactured in
the United States if—

(A) The cost of its qualifying country
components and its components that are
mined, produced, or manufactured in
the United States exceeds 55 percent of
the cost of all its components. The cost
of components includes transportation
costs to the place of incorporation into
the end product and U.S. duty (whether
or not a duty-free entry certificate is
issued). Components of unknown origin
are treated as foreign. Scrap generated,
collected, and prepared for processing
in the United States is considered
domestic. A component is considered to
have been mined, produced, or
manufactured in the United States
(regardless of its source in fact) if the
end product in which it is incorporated
is manufactured in the United States
and the component is of a class or kind
for which the Government has
determined that—

(1) Sufficient and reasonably available
commercial quantities of a satisfactory
quality are not mined, produced, or
manufactured in the United States; or

(2) It is inconsistent with the public
interest to apply the restrictions of the
Buy American statute; or

(B) The end product is a COTS item;
or

(2) For an end product that consists
wholly or predominantly of iron or steel
or a combination of both, an end
product manufactured in the United
States, if the cost of iron and steel not
produced in the United States or a
qualifying country constitutes less than
5 percent of the cost of all the
components used in the end product
(produced in the United States or a
qualifying country means that all
manufacturing processes of the iron or
steel must take place in the United
States or a qualifying country, except
metallurgical processes involving
refinement of steel additives). The cost
of iron and steel not produced in the
United States or a qualifying country
includes but is not limited to the cost of
iron or steel mill products (such as bar,
billet, slab, wire, plate, or sheet),
castings, or forgings, not produced in
the United States or a qualifying
country, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel

components not produced in the United
States or a qualifying country, excluding
COTS fasteners. Iron or steel
components of unknown origin are
treated as foreign. If the end product
contains multiple components, the cost
of all the materials used in such end
product is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Qualifying country end product
means—

(1) An unmanufactured end product
mined or produced in a qualifying
country; or

(2) An end product manufactured in
a qualifying country if—

(i) The cost of the following types of
components exceeds 50 percent of the
cost of all its components:

(A) Components mined, produced, or
manufactured in a qualifying country.

(B) Components mined, produced, or
manufactured in the United States.

(C) Components of foreign origin of a
class or kind for which the Government
has determined that sufficient and
reasonably available commercial
quantities of a satisfactory quality are
not mined, produced, or manufactured
in the United States. Components of
unknown origin are treated as foreign;
or

(ii) The end product is a COTS item.

* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

m 8. Amend section 252.225-7044 by—
m a. Removing the clause date of “(NOV
2014)” and adding “(DATE)” in its
place.

m b. In paragraph (a)—

m i. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)(i), (ii), and (iii), and (2),
respectively;

m ii. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;
m iii. Revising the definition of
“Domestic construction material”’; and
m iv. Adding, in alphabetical order, the
definitions of ‘“Predominantly of iron or
steel or a combination of both”” and
“Steel”.
m c. In Alternate I—
m i. Removing the clause date of “(NOV
2014)” and adding “(DATE)” in its
place; and
m ii. In paragraph (a)—
m A. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;
m B. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;
m C. Revising the definition of
“Domestic construction material”’;
m D. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”;
m E. In the definition of “SC/CASA state
construction material”’, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively; and
m F. Adding, in alphabetical order, the
definition of “Steel”.

The revisions and additions read as
follows:

§252.225-7044 Balance of Payments
Program—Construction Material.

* * * * *

(a) * % %

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability
determinations have been made are
treated as domestic. Components of
unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material that
consists wholly or predominantly of
iron or steel or a combination of both,
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a construction material manufactured in
the United States if the cost of iron and
steel not produced in the United States
(excluding fasteners) as estimated in
good faith by the contractor, constitutes
less than 5 percent of the cost of all the
components used in such construction
material (produced in the United States
means that all manufacturing processes
of the iron or steel must take place in
the United States, except metallurgical
processes involving refinement of steel
additives). The cost of iron and steel not
produced in the United States includes
but is not limited to the cost of iron or
steel mill products (such as bar, billet,
slab, wire, plate, or sheet), castings, or
forgings, not produced in the United
States, utilized in the manufacture of
the end product and a good faith
estimate of the cost of all iron or steel
components not produced in the United
States, excluding COTS fasteners. Iron
or steel components of unknown origin
are treated as foreign. If the construction
material contains multiple components,
the cost of all the materials used in such
construction material is calculated in
accordance with the explanation of cost
of components in paragraph (1)(ii)(A) of
this definition.

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

Alternate I. * * *

(a) * * %

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability
determinations have been made are
treated as domestic. Components of

unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material that
consists wholly or predominantly of
iron or steel or a combination of both,

a construction material manufactured in
the United States if the cost of iron or
steel not produced in the United States
(excluding fasteners) as estimated in
good faith by the contractor, constitutes
less than 5 percent of the cost of all the
components used in such construction
material (produced in the United States
means that all manufacturing processes
of the iron or steel must take place in
the United States, except metallurgical
processes involving refinement of steel
additives). The cost of iron and steel not
produced in the United States includes
but is not limited to the cost of iron or
steel mill products (such as bar, billet,
slab, wire, plate, or sheet), castings, or
forgings, not produced in the United
States, utilized in the manufacture of
the construction material and a good
faith estimate of the cost of all iron or
steel components not produced in the
United States, excluding COTS
fasteners. Iron or steel components of
unknown origin are treated as foreign. If
the construction material contains
multiple components, the cost of all the
materials used in such construction
material is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other
elements.

* * * * *

m 9. Amend section 252.225-7045 by—
m a. Removing the clause date of “(AUG
2019)” and adding “(DATE)” in its
place.

m b. In paragraph (a)—

m i. In the definition of ““Caribbean
Basin country construction material”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively;

m ii. In the definition of “Commercially
available off-the-shelf (COTS) item”,

redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;

m iii. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m iv. In the definition of “Designated
country”, redesignating paragraphs (i),
(ii), (iii), and (iv) as paragraphs (1), (2),
(3), and (4), respectively;

m v. Revising the definition of
“Domestic construction material”’;

m vi. In the definitions of “Free Trade
Agreement country construction
material” and “Least developed country
construction material”’, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;

m vii. Adding, in alphabetical order, the
definitions of “Predominantly of iron or
steel or a combination of both”” and
“Steel”’; and

m viii. In the definition of “WTO GPA
country construction material”’,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively.

m c. In Alternate [—

m i. Removing the clause date of “(AUG
2019)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A. In the definitions of “Bahrainian or
Mexican construction material” and
“Caribbean Basin country construction
material”’, redesignating paragraphs (i)
and (ii) as paragraphs (1) and (2),
respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)@), (ii), and (iii), and (2),
respectively;

m C. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m D. In the definition of “‘Designated
country”, redesignating paragraphs (i),
(ii), (iii), and (iv) as paragraphs (1), (2),
(3), and (4), respectively;

m E. Revising the definition of
“Domestic construction material”’;

m F. In the definition of “Free Trade
Agreement country construction
material” and “Least developed country
construction material”’, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;

m G. Adding, in alphabetical order, the
definitions of ‘“Predominantly of iron or
steel or a combination of both”” and
“Steel”’; and

m H. In the definition of “WTO GPA
country construction material”,
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redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively.

m d. In Alternate II—

m i. Removing the clause date of “(AUG
2019)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A. In the definition of “Caribbean
Basin country construction material”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)), (ii), and (iii), and (2),
respectively;

m C. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m D. In the definition of “Designated
country”’, redesignating paragraphs (i),
(ii), (iii), and (iv) as paragraphs (1), (2),
(3), and (4), respectively;

m E. Revising the definition of
“Domestic construction material”’;

m F. In the definitions of “‘Free Trade
Agreement country construction
material” and “Least developed country
construction material”’, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;

m G. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both”;

m H. In the definition of “SC/CASA state
construction material”’, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;

m . Adding, in alphabetical order, the
definition of ““Steel”’; and

m J. In the definition of “WTO GPA
country construction material”’,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively.

m e. In Alternate ITI—

m i. Removing the clause date of “(AUG
2019)” and adding “(DATE)” in its
place; and

m ii. In paragraph (a)—

m A. In the definition of “Caribbean
Basin country construction material”,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively;

m B. In the definition of “Commercially
available off-the-shelf (COTS) item”’,
redesignating paragraphs (i)
introductory text, (i)(A), (B), and (C),
and (ii) as paragraphs (1) introductory
text, (1)@d), (ii), and (iii), and (2),
respectively;

m C. In the definition of “Cost of
components”, redesignating paragraphs
(i) and (ii) as paragraphs (1) and (2),
respectively;

m D. In the definition of “‘Designated
country”, redesignating paragraphs (i),

(ii), (iii), and (iv) as paragraphs (1), (2),
(3), and (4), respectively;
m E. Revising the definition of
‘“Domestic construction material”’;
m F. In the definitions of “Free Trade
Agreement country construction
material” and “Least developed country
construction material”, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;
m G. Adding, in alphabetical order, the
definition of “Predominantly of iron or
steel or a combination of both™;
m H. In the definition of “SC/CASA state
construction material”, redesignating
paragraphs (i) and (ii) as paragraphs (1)
and (2), respectively;
m I. Adding, in alphabetical order, the
definition of “Steel”’; and
m J. In the definition of “WTO GPA
country construction material”’,
redesignating paragraphs (i) and (ii) as
paragraphs (1) and (2), respectively.
The revisions and additions read as
follows:

§252.225-7045 Balance of Payments
Program—Construction Material Under
Trade Agreements.

* * * * *

(a] * * %

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability
determinations have been made are
treated as domestic. Components of
unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material that
consists wholly or predominantly of
iron or steel or a combination of both,

a construction material manufactured in
the United States if the cost of iron and
steel not produced in the United States
(excluding fasteners) as estimated in
good faith by the contractor, constitutes
less than 5 percent of the cost of all the
components used in such construction
material (produced in the United States
means that all manufacturing processes
of the iron or steel must take place in
the United States, except metallurgical
processes involving refinement of steel

additives). The cost of iron and steel not
produced in the United States includes
but is not limited to the cost of iron or
steel mill products (such as bar, billet,
slab, wire, plate, or sheet), castings, or
forgings, not produced in the United
States, utilized in the manufacture of
the construction material and a good
faith estimate of the cost of all iron or
steel components not produced in the
United States, excluding COTS
fasteners. Iron or steel components of
unknown origin are treated as foreign. If
the construction material contains
multiple components, the cost of all the
materials used in such construction
material is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other

elements.
* * * * *

AlternateI. * * *

(a) * K* %

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability
determinations have been made are
treated as domestic. Components of
unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material that
consists wholly or predominantly of
iron or steel or a combination of both,

a construction material manufactured in
the United States if the cost of iron and
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steel not produced in the United States
(excluding fasteners) as estimated in
good faith by the contractor, constitutes
less than 5 percent of the cost of all the
components used in such construction
material (produced in the United States
means that all manufacturing processes
of the iron or steel must take place in
the United States, except metallurgical
processes involving refinement of steel
additives). The cost of iron and steel not
produced in the United States includes
but is not limited to the cost of iron or
steel mill products (such as bar, billet,
slab, wire, plate, or sheet), castings, or
forgings, not produced in the United
States, utilized in the manufacture of
the construction material and a good
faith estimate of the cost of all iron or
steel components not produced in the
United States, excluding COTS
fasteners. Iron or steel components of
unknown origin are treated as foreign. If
the construction material contains
multiple components, the cost of all the
materials used in such construction
material is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other

elements.
* * * * *

Alternate I, * * *

(a) * k%

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability

determinations have been made are
treated as domestic. Components of
unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material that
consists wholly or predominantly of
iron or steel or a combination of both,

a construction material manufactured in
the United States if the cost of iron and
steel not produced in the United States
(excluding fasteners) as estimated in
good faith by the contractor, constitutes
less than 5 percent of the cost of all the
components used in such construction
material (produced in the United States
means that all manufacturing processes
of the iron or steel must take place in
the United States, except metallurgical
processes involving refinement of steel
additives). The cost of iron and steel not
produced in the United States includes
but is not limited to the cost of iron or
steel mill products (such as bar, billet,
slab, wire, plate, or sheet), castings, or
forgings, not produced in the United
States, utilized in the manufacture of
the construction material and a good
faith estimate of the cost of all iron or
steel components not produced in the
United States, excluding COTS
fasteners. Iron or steel components of
unknown origin are treated as foreign. If
the construction material contains
multiple components, the cost of all the
materials used in such construction
material is calculated in accordance
with the explanation of cost of
components in paragraph (1)(ii)(A) of
this definition.

* * * * *

Predominantly of iron or steel or a
combination of both means that the cost
of the iron and steel content exceeds 50
percent of the total cost of all its
components. The cost of iron and steel
is the cost of the iron or steel mill
products (such as bar, billet, slab, wire,
plate, or sheet), castings, or forgings
utilized in the manufacture of the
product and a good faith estimate of the
cost of iron or steel components
excluding COTS fasteners.

* * * * *

Steel means an alloy that includes at
least 50 percent iron, between 0.02 and
2 percent carbon, and may include other

elements.
* * * * *

Alternate ITI. * * *

(a] * * *

Domestic construction material
means—

(1) For construction material that does
not consist wholly or predominantly of
iron or steel or a combination of both—

(i) An unmanufactured construction
material mined or produced in the
United States; or

(ii) A construction material
manufactured in the United States, if—

(A) The cost of its components mined,
produced, or manufactured in the
United States exceeds 55 percent of the
cost of all its components. Components
of foreign origin of the same class or
kind for which nonavailability
determinations have been made are
treated as domestic. Components of
unknown origin are treated as foreign;
or

(B) The construction material is a
COTS item; or

(2) For construction material