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

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

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 1000
[Docket No. AMS-DA-18-0096]
Federal Milk Marketing Orders—

Amending the Class | Skim Milk Price
Formula; Correction

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule; correction.

SUMMARY: On March 11, 2019, the
Agricultural Marketing Service (AMS)
published a revision to the Class I skim
milk price formula for milk pooled
under the Federal milk marketing order
(FMMO) as required by the Agriculture
Improvement Act of 2018. This
document explains the May 1, 2019,
effective date and makes two clarifying
corrections to the final regulations.
DATES: Effective May 1, 2019.

FOR FURTHER INFORMATION CONTACT: Erin
Taylor, Acting Director, Order
Formulation and Enforcement Division,
USDA/AMS/Dairy Program, STOP 0231,
Room 2963, 1400 Independence Ave.
SW, Washington, DC 20250-0231;
telephone: (202) 720-7311; or email:
erin.taylor@usda.gov.

SUPPLEMENTARY INFORMATION: On March
11, 2019, AMS published a final rule
amending the Class I skim milk price
formula for milk pooled under the
FMMO program (84 FR 8590). The
amendments will be effective May 1,
2019. For clarification, as a result of this
rule, the amended Class I skim milk
price formula will apply to milk pooled
on and after May 1, 2019. Therefore, the
amended formula will be reflected in
the May Advanced Class I skim milk
price announced April 17, 2019. The
final regulatory text also contained an
incorrect section reference to
§1000.51(b) instead of § 1005.51(b), and
did not include a rounding instruction
in the calculation. This document

provides technical corrections to the
final regulations.

Federal Register Correction

m Effective May 1, 2019, inrule
document 2019-04347 at 84 FR 8590 in
the issue of March 11, 2019, on page
8591, in the third column, in
amendatory instruction 2, paragraph (b)
is corrected to read as follows:

§1000.50 [Corrected]

(b) Class I skim milk price. The Class
I skim milk price per hundredweight
shall be the adjusted Class I differential
specified in § 1000.52, plus the
adjustment to Class I prices specified in
§§1005.51(b), 1006.51(b) and 1007.51(b)
of this chapter, plus the simple average
of the advanced pricing factors
computed in paragraph (q)(1) and (2) of
this section rounded to the nearest cent,
plus $0.74 per hundredweight.

Dated: March 28, 2019.
Bruce Summers,
Administrator.
[FR Doc. 2019-06335 Filed 4-1-19; 8:45 am]
BILLING CODE 3410-02-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Chapter |
[NRC-2018-0113]

Clarification of Export Reporting
Requirements for Nuclear Facilities,
Equipment, and Non-Nuclear Materials

AGENCY: Nuclear Regulatory
Commission.

ACTION: Regulatory issue summary;
issuance.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC) is issuing Regulatory
Issue Summary (RIS) 2019-01,
“Clarification of Export Reporting
Requirements for Nuclear Facilities,
Equipment, and Non-Nuclear
Materials.” This RIS is intended to
clarify the reporting requirements for
certain exports of nuclear facilities,
equipment, and non-nuclear materials.
The NRC’s regulations state, in part, that
licensees exporting nuclear facilities,
equipment, and certain non-nuclear
materials under a general or specific
license during the previous quarter must
submit reports by January 15, April 15,
July 15, and October 15 of each year on

DOG/NRC Forms AP-M or AP 13, and
associated forms. The RIS includes
information relating to this reporting
requirement and clarifies that the
quarterly reporting requirement is in
addition to, and not obviated by, the
separate NRC annual reporting
requirement in its regulations.

DATES: The RIS is available as of April
2,2019.

ADDRESSES: Please refer to Docket ID
NRC-2018-0113 when contacting the
NRC about the availability of
information regarding this document.
You may obtain publicly-available
information related to this document
using any of the following methods:

e Federal Rulemaking Website: Go to
http://www.regulations.gov and search
for Docket ID NRC-2018-0113. Address
questions about Docket IDs in
Regulations.gov to Jennifer Borges;
telephone: 301-287-9127; email:
Jennifer.Borges@nrc.gov. For technical
questions, contact the individual listed
in the FOR FURTHER INFORMATION
CONTACT section of this document.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): You may obtain publicly-
available documents online in the
ADAMS Public Documents collection at
http://www.nrc.gov/reading-rm/
adams.html. To begin the search, select
“Begin Web-based ADAMS Search.” For
problems with ADAMS, please contact
the NRC’s Public Document Room (PDR)
reference staff at 1-800-397—4209, 301—
415-4737, or by email to pdr.resource@
nrc.gov. The ADAMS accession number
for each document referenced (if it is
available in ADAMS) is provided the
first time that it is mentioned in this
document. This RIS is available under
ADAMS Accession No. ML18269A254.

e NRC’s PDR: You may examine and
purchase copies of public documents at
the NRC’s PDR, Room O1-F21, One
White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

¢ This RIS is also available on the
NRC’s public website at http://
www.nrc.gov/reading-rm/doc-
collections/gen-comm/reg-issues/ (select
€“2018” and then select “2019-01"").

FOR FURTHER INFORMATION CONTACT:
Andrea Jones, Office of International
Programs, U.S. Nuclear Regulatory
Commission, Washington DC 20555—
0001; telephone: 301-287-9072; email:
Andrea.Jones2@nrc.gov.


http://www.nrc.gov/reading-rm/doc-collections/gen-comm/reg-issues/
http://www.nrc.gov/reading-rm/doc-collections/gen-comm/reg-issues/
http://www.nrc.gov/reading-rm/doc-collections/gen-comm/reg-issues/
http://www.nrc.gov/reading-rm/adams.html
http://www.nrc.gov/reading-rm/adams.html
http://www.regulations.gov
mailto:Jennifer.Borges@nrc.gov
mailto:pdr.resource@nrc.gov
mailto:pdr.resource@nrc.gov
mailto:Andrea.Jones2@nrc.gov
mailto:erin.taylor@usda.gov
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SUPPLEMENTARY INFORMATION: The NRC
published a notice of opportunity for
public comment on this RIS in the
Federal Register (83 FR 26611) on June
8, 2018. The agency received comments
from one commenter. The staff
considered all comments, which
resulted in changes to the RIS. The
evaluation of these comments and the
resulting changes to the RIS are
discussed in a publicly available
memorandum in ADAMS under
Accession No. ML18269A255. As noted
in 83 FR 20858 (May 8, 2018), this
document is being published in the
Rules section of the Federal Register to
comply with publication requirements
under Title 1 of the Code of Federal
Regulations, Chapter 1.

Dated at Rockville, Maryland, this 28th day
of March 2019.

For the Nuclear Regulatory Commission.
Tara Inverso,
Chief, ROP Support and Generic
Communications Branch, Division of
Inspection and Regional Support, Office of
Nuclear Reactor Regulation.
[FR Doc. 2019-06373 Filed 4—1-19; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2017-0433; Product
Identifier 2016-SW-078—-AD; Amendment
39-19602; AD 2019-06-04]

RIN 2120-AA64

Airworthiness Directives; Bell
Helicopter Textron Canada Limited
Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for Bell
Helicopter Textron Canada Limited
(BHTC) Model 429 helicopters. This AD
requires inspecting each main rotor
pitch link rod end bearing assembly
(bearing) for wear and play. This AD
was prompted by reports of worn
bearings. The actions of this AD are
intended to prevent an unsafe condition
on these products.

DATES: This AD is effective May 7, 2019.
The Director of the Federal Register
approved the incorporation by reference
of a certain document listed in this AD

as of May 7, 2019.

ADDRESSES: For service information
identified in this final rule, contact Bell
Helicopter Textron Canada Limited,

12,800 Rue de I’Avenir, Mirabel, Quebec
J7J1R4; telephone (450) 437—-2862 or
(800) 363—8023; fax (450) 433—0272; or
at http://www.bellcustomer.com/files/.
You may review the referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177. It is also
available on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2017—
0433.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2017—
0433; 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
Transport Canada AD, any incorporated-
by-reference service information, the
economic evaluation, any comments
received, and other information. The
street address for Docket Operations
(phone: 800—647-5527) is U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT:
David Hatfield, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA,
10101 Hillwood Pkwy., Fort Worth, TX
76177; telephone (817) 222-5110; email
david.hatfield@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

On March 8, 2018, at 83 FR 9818, the
Federal Register published our notice of
proposed rulemaking (NPRM), which
proposed to amend 14 CFR part 39 by
adding an AD that would apply to
BHTC Model 429 helicopters, serial
numbers 57001 and larger, with a
bearing part number (P/N) 429-010—
433-101 or 429-010-433-103 installed.
The NPRM proposed to require
inspecting each bearing for wear and
play. The AD was prompted by reports
of worn bearings. The proposed
requirements were intended to prevent
a worn bearing, which could result in
failure of a bearing, which could lead to
reduced helicopter handling, damage to
other components, and subsequent loss
of helicopter control.

The NPRM was prompted by
Canadian AD No. CF-2016-39, dated
December 12, 2016 (Transport Canada
AD CF-2016-39), issued by Transport
Canada, which is the aviation authority

for Canada, to correct an unsafe
condition for BHTC Model 429
helicopters, serial numbers 57001 and
subsequent. Transport Canada advises
of reports of worn bearings adversely
affecting the helicopters’ handling
qualities. Transport Canada states the
scheduled inspection interval of 12
months or 800 hours is not sufficient to
detect and correct a worn bearing under
the current wear rate. Additionally,
according to Transport Canada, the
combination of the blade weight,
positioning of the swashplate, and the
preload of elastomers can make bearing
play difficult to detect during a preflight
exterior check. Transport Canada
determined it necessary to implement
an inspection frequent enough to detect
a worn bearing in order to prevent a
bearing from failing, adversely affecting
handling qualities, and damaging
adjacent components. These conditions
could lead to loss of control of the
helicopter. Transport Canada AD CF—
2016-39 therefore requires inspecting
bearing P/N 429-010-433-101/-103 for
play and potential wear and replacing it
if necessary, within 30 days from the
effective date of its AD and at
subsequent intervals not to exceed 50
hours air time.

Comments

After our NPRM was published, we
received a comment from one
commenter.

Request

The commenter questioned the need
for the proposed AD. The commenter
stated that Bell Helicopter Alert Service
Bulletin 429-11-03, which was issued
in 2011, already requires inspections of
the pitch link bearings.

We disagree. While an operator may
incorporate the procedures in the Bell
Helicopter Alert Service Bulletin into its
maintenance program, not all operators
are required to do so. In order for the
corrective actions in the service
information to become mandatory, and
to correct the unsafe condition
identified in the NPRM, the FAA must
issue an AD.

FAA’s Determination

These helicopters have been approved
by the aviation authority of Canada and
are approved for operation in the United
States. Pursuant to our bilateral
agreement with Canada, Transport
Canada, its technical representative, has
notified us of the unsafe condition
described in the Transport Canada AD.
We are issuing this AD because we
evaluated all information provided by
Transport Canada, reviewed the relevant
information, considered the comments
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received, and determined the unsafe
condition exists and is likely to exist or
develop on other helicopters of these
same type designs and that air safety
and the public interest require adopting
the AD requirements as proposed.

Differences Between This AD and the
EASA AD

This AD requires initially inspecting
the bearing within 20 hours time-in-
service, while the Transport Canada AD
requires the initial inspection within 30
days.

Related Service Information Under 1
CFR Part 51

We reviewed Bell Helicopter Alert
Service Bulletin 429-11-03, Revision A,
dated January 13, 2015 (ASB), which
specifies inspecting bearing P/N 429-
010—433-101 and P/N 429-010-433—
103 within 10 flight hours and every 50
hours thereafter for play and potential
wear.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 64
helicopters of U.S. Registry and that
labor costs average $85 per work-hour.
Based on these estimates, we expect the
following costs:

¢ Inspecting the bearing requires 2
work-hours and no parts for a cost of
$170 per helicopter and $10,880 for the
U.S. fleet per inspection cycle.

e Replacing a —101 bearing requires 1
work-hour and $3,560 for parts for a
cost of $3,645 per bearing. Replacing a
—103 bearing requires 1 work-hour and
$3,365 for parts for a cost of $3,450 per
bearing.

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.

We are 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
helicopters 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;

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

(3) Will not affect intrastate aviation
in Alaska to the extent that it justifies
making a regulatory distinction; and

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

We prepared an economic evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

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

2019-06-04 Bell Helicopter Textron
Canada Limited: Amendment 39-19602;
Docket No. FAA-2017-0433; Product
Identifier 2016—SW-078-AD.

(a) Applicability

This AD applies to Bell Helicopter Textron

Canada Limited Model 429 helicopters, serial

numbers 57001 and larger, with a main rotor

pitch link rod end bearing assembly (bearing)

part number (P/N) 429-010-433-101 or 429—

010-433-103 installed, certificated in any

category.

(b) Unsafe Condition

This AD defines the unsafe condition as a
worn bearing. This condition could

result in failure of a bearing, which could
lead to reduced helicopter handling, damage
to other components, and subsequent loss of
helicopter control.

(c) Effective Date
This AD becomes effective May 7, 2019.

(d) Compliance

You are responsible for performing each
action required by this AD within the
specified compliance time unless it has
already been accomplished prior to that time.

(e) Required Actions

Within 20 hours time-in-service (TIS) and
thereafter at intervals not to exceed 50 hours
TIS:

(1) Inspect the upper and lower pitch link
rod ends for axial and radial bearing play by
rolling the bearings through all angles,
paying particular attention to the areas
depicted in Figure 1 of Bell Helicopter Alert
Service Bulletin 429-11-03, Revision A,
dated January 13, 2015.

(2) If there is any play in a bearing, remove
the pitch link assembly and perform a
dimensional inspection of the axial and
radial bearing play. Measure the play at the
angle that results in the maximum amount of
play. Replace the rod end assembly before
further flight if bearing play exceeds 0.010
inch for axial direction or 0.005 inch for
radial direction.

(f) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Safety Management
Section, Rotorcraft Standards Branch, FAA,
may approve AMOGCs for this AD. Send your
proposal to: David Hatfield, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222—-5110; email 9-ASW-
FTW-AMOC-Requests@faa.gov.

(2) For operations conducted under a 14
CFR part 119 operating certificate or under
14 CFR part 91, subpart K, we suggest that
you notify your principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office or
certificate holding district office, before
operating any aircraft complying with this
AD through an AMOC.

(g) Additional Information

The subject of this AD is addressed in
Transport Canada AD No. CF-2016-39, dated
December 12, 2016. You may view the
Transport Canada AD on the internet at
http://www.regulations.gov in Docket No.
FAA-2017-0433.

(h) Subject

Joint Aircraft Service Component (JASC)
Code: 6200, Main Rotor System.
(i) 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.
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(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) Bell Helicopter Alert Service Bulletin
429-11-03, Revision A, dated January 13,
2015.

(ii) [Reserved]

(3) For Bell Helicopter Textron Canada
service information identified in this AD,
contact Bell Helicopter Textron Canada
Limited, 12,800 Rue de I’Avenir, Mirabel,
Quebec J7J1R4; telephone (450) 437-2862 or
(800) 363—8023; fax (450) 433-0272; or at
http://www.bellcustomer.com/files/.

(4) You may view this service information
at FAA, Office of the Regional Counsel,
Southwest Region, 10101 Hillwood Pkwy.,
Room 6N-321, Fort Worth, TX 76177. For
information on the availability of this
material at the FAA, call (817) 222-5110.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Fort Worth, Texas, on March 15,
2019.
Lance T. Gant,

Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2019-06018 Filed 4-1-19; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2017-1085; Product
Identifier 2016-SW-094—-AD; Amendment
39-19603; AD 2019-06-05]

RIN 2120-AA64

Airworthiness Directives; Airbus
Helicopters Deutschland GmbH
Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for Airbus
Helicopters Deutschland GmbH (Airbus
Helicopters) Model MBB-BK 117 A-1,
MBB-BK 117A-3, MBB-BK 117 A—4,
MBB-BK 117 B—1, MBB-BK 117 B-2,
MBB-BK 117 C-1, and MBB-BK 117 C-
2 helicopters. This AD requires
repetitive inspections of the tail rotor
(T/R) gearbox housing. This AD was
prompted by a report that a crack was
found in a T/R gearbox housing. The
actions of this AD are intended to
correct an unsafe condition on these
products.

DATES: This AD is effective May 7, 2019.

The Director of the Federal Register
approved the incorporation by reference
of certain documents listed in this AD
as of May 7, 2019.

ADDRESSES: For service information
identified in this final rule, contact
Airbus Helicopters, 2701 N Forum
Drive, Grand Prairie, TX 75052;
telephone (972) 641-0000 or (800) 232—
0323; fax (972) 641-3775; or at http://
www.helicopters.airbus.com/website/
en/ref/Technical-Support_73.html. You
may review the referenced service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177. It is also
available on the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2017-
1085.

Examining the AD Docket

You may examine the AD docket on
the internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2017—
1085; 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
European Aviation Safety Agency
(EASA) AD, any incorporated-by-
reference service information, the
economic evaluation, any comments
received, and other information. The
street address for Docket Operations
(phone: 800—647-5527) is U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE, Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT:
David Hatfield, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA,
10101 Hillwood Pkwy., Fort Worth, TX
76177; telephone (817) 222—-5110; email
david.hatfield@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

On September 10, 2018, at 83 FR
45578, the Federal Register published
our notice of proposed rulemaking
(NPRM), which proposed to amend 14
CFR part 39 by adding an AD that
would apply to Airbus Helicopters
Model MBB-BK 117 A-1, MBB-BK
117A-3, MBB-BK 117 A—4, MBB-BK
117 B—1, MBB-BK 117 B-2, MBB-BK
117 C-1, and MBB-BK 117 C-2
helicopters. The NPRM proposed to
require a repetitive cleaning and visual
inspection of the T/R gearbox housing
for a crack, and replacing the T/R
gearbox if there is a crack. The proposed

requirements were intended to detect a
crack in a T/R gearbox housing, which
could result in the loss of the T/R
gearbox and subsequent loss of
helicopter control.

The NPRM was prompted by EASA
AD No. 2016—-0134, dated July 8, 2016,
issued by EASA, which is the Technical
Agent for the Member States of the
European Union, to correct an unsafe
condition for Airbus Helicopters Model
MBB-BK 117 A-1, MBB-BK 117 A-3,
MBB-BK 117 A—4, MBB-BK 117 B-1,
MBB-BK 117 B-2, MBB-BK 117 C-1,
MBB BK 117 C-2, and MBB-BK 117 C-
2e helicopters. EASA advises that a
crack was found in the T/R gearbox
housing of a Model MBB-BK117 C-2
helicopter. According to EASA,
investigations determined high
vibrations caused by T/R imbalance
were a contributing factor to the crack.
EASA states that this condition, if not
detected and corrected, could lead to
the loss of the T/R gearbox and
subsequent loss of control of the
helicopter. As a result, the EASA AD
requires repetitive inspections of the T/
R gearbox housing and replacing the
housing if a crack is found.

Comments

We gave the public the opportunity to
participate in developing this AD, but
we did not receive any comments on the
NPRM.

FAA’s Determination

These helicopters have been approved
by EASA and are approved for operation
in the United States. Pursuant to our
bilateral agreement with the European
Union, EASA has notified us of the
unsafe condition described in the EASA
AD. We are issuing this AD because we
evaluated all information provided by
EASA and determined the unsafe
condition exists and is likely to exist or
develop on other helicopters of these
same type designs and that air safety
and the public interest require adopting
the AD requirements as proposed.

Differences Between This AD and the
EASA AD

The EASA AD applies to Model
MBB-BK117 C-2e helicopters, and this
AD does not because it is not an FAA
type-certificated model. The EASA AD
allows a non-cumulative tolerance of 10
hours time-in-service for the
inspections, and this AD does not. The
EASA AD requires performing the
inspection after a certain maintenance
action and before a T/R gearbox housing
is installed, and this AD does not.
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Related Service Information Under 1
CFR Part 51

We reviewed Airbus Helicopters Alert
Service Bulletin (ASB) MBB-BK117—
30A-119, Revision 0, dated May 24,
2016, for Model MBB-BK 117 A-1,
MBB-BK 117 A-3, MBB-BK 117 A—4,
MBB-BK 117 B-1, MBB-BK 117 B-2,
and MBB-BK 117 G-1 helicopters and
ASB MBB-BK117 C-2-65A-007,
Revision 0, dated May 24, 2016, for
MBB-BK 117 C-2 helicopters. This
service information specifies an initial
and repetitive inspections of the T/R
gearbox housing for cracks.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

We estimate that this AD affects 176
helicopters of U.S. Registry. We estimate
that operators may incur the following
costs in order to comply with this AD.
Labor costs are estimated at $85 per
work-hour.

Inspecting the T/R gearbox requires 1
work-hour for an estimated cost of $85
per helicopter and $14,960 for the U.S.
fleet per inspection cycle. Replacing the
T/R gearbox requires 4.5 work-hours
and parts cost $69,219 for an estimated
cost of $69,602 per helicopter.

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.

We are 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
helicopters 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;

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979);

(3) Will not affect intrastate aviation
in Alaska to the extent that it justifies
making a regulatory distinction; and

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

We prepared an economic evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2019-06-05 Airbus Helicopters
Deutschland GmbH: Amendment 39—
19603; Docket No. FAA—-2017-1085;
Product Identifier 2016—SW—-094—AD.

(a) Applicability

This AD applies to Airbus Helicopters
Deutschland GmbH Model MBB-BK 117 A—
1, MBB-BK 117 A-3, MBB-BK 117 A—4,
MBB-BK 117 B—-1, MBB-BK 117 B-2, MBB-
BK 117 G-1, and MBB-BK 117 G-2
helicopters, certificated in any category.

(b) Unsafe Condition

This AD defines the unsafe condition as a
crack in a tail rotor (T/R) gearbox housing.
This condition could result in the loss of the
T/R gearbox and subsequent loss of
helicopter control.

(c) Effective Date
This AD becomes effective May 7, 2019.
(d) Compliance

You are responsible for performing each
action required by this AD within the
specified compliance time unless it has
already been accomplished prior to that time.

(e) Required Actions

Within 100 hours time-in-service (TIS) and
thereafter at intervals not to exceed 100 hours
TIS, clean and visually inspect the T/R
gearbox housing for a crack in the area
depicted in Figure 1 of Airbus Helicopters
Alert Service Bulletin (ASB) MBB-BK117—
30A-119, Revision 0, dated May 24, 2016, or
ASB MBB-BK117 C-2—-65A—007, Revision 0,
dated May 24, 2016, as applicable to your
model helicopter. If there is a crack, replace
the T/R gearbox before further flight.

(f) Special Flight Permits
Special flight permits are prohibited.

(g) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Safety Management
Section, Rotorcraft Standards Branch, FAA,
may approve AMOCs for this AD. Send your
proposal to: David Hatfield, Aviation Safety
Engineer, Safety Management Section,
Rotorcraft Standards Branch, FAA, 10101
Hillwood Pkwy., Fort Worth, TX 76177;
telephone (817) 222-5110; email 9-ASW-
FTW-AMOC-Requests@faa.gov.

(2) For operations conducted under a 14
CFR part 119 operating certificate or under
14 CFR part 91, subpart K, we suggest that
you notify your principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office or
certificate holding district office, before
operating any aircraft complying with this
AD through an AMOC.

(h) Additional Information

The subject of this AD is addressed in
European Aviation Safety Agency (EASA) AD
No. 2016-0134, dated July 8, 2016. You may
view the EASA AD on the internet at http://
www.regulations.gov in Docket No. FAA-
2017-1085.

(i) Subject

Joint Aircraft Service Component (JASC)
Code: 6520, Tail Rotor Gearbox.

(j) 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 the AD specifies otherwise.

(i) Airbus Helicopters Alert Service
Bulletin (ASB) MBB-BK117-30A-119,
Revision 0, dated May 24, 2016.

(ii) Airbus Helicopters ASB MBB-BK117
C-2-65A-007, Revision 0, dated May 24,
2016.

(3) For Airbus Helicopters service
information identified in this AD, contact
Airbus Helicopters, 2701 N Forum Drive,
Grand Prairie, TX 75052; telephone (972)
641-0000 or (800) 232—-0323; fax (972) 641—
3775; or at http://
www.helicopters.airbus.com/website/en/ref/
Technical-Support_73.html.

(4) You may view this service information
at FAA, Office of the Regional Counsel,
Southwest Region, 10101 Hillwood Pkwy.,
Room 6N-321, Fort Worth, TX 76177. For
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information on the availability of this
material at the FAA, call (817) 222-5110.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Fort Worth, Texas, on March 20,
2019.
Lance T. Gant,

Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2019-06022 Filed 4-1-19; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 95
[Docket No. 31246: Amdt. No. 545]

IFR Altitudes; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts
miscellaneous amendments to the
required IFR (instrument flight rules)
altitudes and changeover points for
certain Federal airways, jet routes, or
direct routes for which a minimum or
maximum en route authorized IFR
altitude is prescribed. This regulatory
action is needed because of changes
occurring in the National Airspace
System. These changes are designed to
provide for the safe and efficient use of
the navigable airspace under instrument
conditions in the affected areas.

DATES: 0901 UTC, April 25, 2019.

FOR FURTHER INFORMATION CONTACT:
Thomas J. Nichols, Flight Procedures

and Airspace Group, Flight
Technologies and Procedures Division,
Flight Standards Service, Federal
Aviation Administration. Mailing
Address: FAA Mike Monroney
Aeronautical Center, Flight Procedures
and Airspace Group, 6500 South
MacArthur Blvd., Registry Bldg 29,
Room 104, Oklahoma City, OK 73125.
Telephone: (405) 954—4164.
SUPPLEMENTARY INFORMATION: This
amendment to part 95 of the Federal
Aviation Regulations (14 CFR part 95)
amends, suspends, or revokes IFR
altitudes governing the operation of all
aircraft in flight over a specified route
or any portion of that route, as well as
the changeover points (COPs) for
Federal airways, jet routes, or direct
routes as prescribed in part 95.

The Rule

The specified IFR altitudes, when
used in conjunction with the prescribed
changeover points for those routes,
ensure navigation aid coverage that is
adequate for safe flight operations and
free of frequency interference. The
reasons and circumstances that create
the need for this amendment involve
matters of flight safety and operational
efficiency in the National Airspace
System, are related to published
aeronautical charts that are essential to
the user, and provide for the safe and
efficient use of the navigable airspace.
In addition, those various reasons or
circumstances require making this
amendment effective before the next
scheduled charting and publication date
of the flight information to assure its
timely availability to the user. The
effective date of this amendment reflects
those considerations. In view of the
close and immediate relationship
between these regulatory changes and
safety in air commerce, I find that notice
and public procedure before adopting
this amendment are impracticable and

contrary to the public interest and that,
good cause exists for making the
amendment effective in less than 30
days.

Conclusion

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and 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 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. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 95

Airspace, Navigation (air).

Issued in Washington, DC, on March 22,
2019.
Rick Domingo,
Executive Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, part 95 of the Federal
Aviation Regulations (14 CFR part 95) is
amended as follows effective at 0901
UTC, April 25, 2019.

m 1. The authority citation for part 95
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40106,
40113, 40114, 40120, 44502, 44514, 44719,
44721.

m 2. Part 95 is amended to read as
follows:

REVISIONS TO IFR ALTITUDES & CHANGEOVER POINT

[Amendment 545 Effective Date April 25, 2019]

From ‘ To MEA MAA
§95.3000 Low Altitude RNAV Routes
§95.3273 RNAV Route T273 Is Amended To Read in Part

AYKID, AK FIX oo TUVVO, AK FIX oo 6400 17500

From ‘ To MEA

§95.6001 Victor Routes-U.S.
§95.6014 VOR Federal Airway V14 Is Amended To Read in Part

CHISUM, NM VORTAC ONSOM, NM FIX ..ottt sreesees | beesieeesseesneans
*BO00—MOGCA ..o W BND ..... *7000
EBND ...coooviieieieeeeeeeen *7500
LUBBOCK, TX VORTAC ..ot CHILDRESS, TX VORTAC ....oiiiiiiiieieeee e 5100



http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html

Federal Register/Vol. 84, No. 63/Tuesday, April 2, 2019/Rules and Regulations 12489
From To MEA
§95.6044 VOR Federal Airway V44 Is Amended To Read in Part
SEA ISLE, NJ VORTAC ..ot *KARRS, NJ FIX oo **6000
*7000—MCA KARRS, NJ FIX, NE BND.
**1800—MOCA.
**2000—GNSS MEA.
KARRS, NUJ FIX e GAMBY, NJ FIX i e *7000
*1300—MOCA.
*2500—GNSS MEA.
GAMBY, NJ FIX et DEER PARK, NY VOR/DME ......cccociiiiiiiieneeeeeee e *5000
*1600—MOCA.
*2500—GNSS MEA.
§95.6063 VOR Federal Airway V63 Is Amended To Read in Part
BURLINGTON, IA VOR/DME MOLINE, IL VOR/DME .....ooiiiiiiiiiiieieeeee e 3100
MOLINE, IL VOR/DME DAVENPORT, IA VORTAC 3100
§95.6068 VOR Federal Airway V68 Is Amended To Read in Part
CHISUM, NM VORTAC ...ttt HAGER, NM FIX.
6000
6500
§95.6078 VOR Federal Airway V78 Is Amended To Read in Part
IRON MOUNTAIN, MI VOR/DME .......cooieiiieeieieeeseeee e VUKFL MEFIX e 3300
VUKFI MEFIX e ESCANABA, Ml VOR/DME .....cceiiiiiiiieieeie e *3000
*2300—MOCA.
§95.6148 VOR Federal Airway V148 Is Amended To Read in Part
IRONWOOD, MI VOR/DME ......ccciiiiiiiieieieeeeseeesee e HOUGHTON, MI VOR/DME .....cccoiiiiiirieieenieeeeeeeese e *3700
*3200—MOCA.
§95.6175 VOR FEDERAL AIRWAY V175 Is Amended To Read in Part
MALDEN, MO VORTAC ....oiiiiiceeceeeeesee ettt BUNKS, MO FIX ..o *4000
*2700—MOCA.
BUNKS, MO FIX ..ottt VICHY, MO VOR/DME 3000
VICHY, MO VOR/DME ZIPUR, MO FIX oottt *3000
*2500—MOCA.
ZIPUR, MO FIX ittt st HALLSVILLE, MO VORTAC ...cooiiiiiiieeieesee e 2700
HALLSVILLE, MO VORTAC ... .... | MACON, MO VOR/DME 3100
*LINDE, TA FIX ettt FMADUP, TA FIX oot ***5500
*5500—MRA.
**5500—MRA.
***3000—MOCA.
*MADUP, IA FIX **WELTE, IA FIX 5500.
*5500—MRA.
**3900—MRA.
FWELTE, TA FIX et SIOUX CITY, IA VORTAC.
W BND ottt eraennne 3000
E BND .ottt e 5500
*3900—MRA.
REDWOOD FALLS, MN VOR/DME .... ALEXANDRIA, MN VOR/DME ..... 3600
ALEXANDRIA, MN VOR/DME ............. PARK RAPIDS, MN VOR/DME .... 3300
ROSEAU, MN VOR/DME .....ooiiiiiiieienieeesiee ettt U.S. CANADIAN BORDER .......oooiiiiiieieiieeseeeseeee e *3600
*2600—MOCA.
§95.6217 VOR Federal Airway V217 Is Amended To Read in Part
GREEN BAY, WI VORTAC ..ottt WISOM, WI FIX oot 2700
WISOM, WI FIX oottt RHINELANDER, WI VOR/DME .......cooiiiiiiieiieeeeeeeeeee e 3600
§95.6276 VOR Federal Airway V276 Is Amended To Read in Part
CASVI, NJ FIX et *GAMBY, NJ FIX o **3000
*6000—MCA GAMBY, NJ FIX, SE BND.
**1500—MOCA.
GAMBY, NJ FIX e *PREPI OA FIX oot **6000
*8000—MRA.
**2000—MOCA.

**3000—GNSS MEA.
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From To MEA
§95.6376 VOR Federal Airway V376 Is Amended To Read in Part
RICHMOND, VA VOR/DME ......ccceeteieitieiesieeiesiesee e neesneeneeens *GRUBY, VA FIX oot 2000
*3000—MCA GRUBY, VA FIX, N BND.
GRUBY, VA FIX oottt nns IRONS, MD FIX oot *4500
*1700—MOCA.
§95.6430 VOR Federal Airway V430 Is Amended To Read in Part
IRONWOOD, Ml VOR/DME ......oooiiiiieiciieeteeeeeeee et DINER, MIFIX oottt 3600
DINER, MI FIX oottt IRON MOUNTAIN, MI VOR/DME ......ccoviieieeieieceecreeeeeee e *5000
*4000—GNSS MEA.
IRON MOUNTAIN, MI VOR/DME VUKFL MEFIX ettt 3300
VUKFL MEFIX et e ESCANABA, Ml VOR/DME *3000
*2300—MOCA.

Airway Segment

Changeover Points

From

‘ To

From

Distance ‘

§95.8003 VOR Federal Airway Changeover Point V376 Is Amended To Add Changeover Point

RICHMOND, VA VOR/DME

‘ WASHINGTON, DC VOR/DME

53 ‘ RICHMOND

[FR Doc. 2019-06394 Filed 4-1-19; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 112,117, and 507

[Docket Nos. FDA-2011-N-0920, FDA-
2011-N-0921, and FDA-2011-N-0922]

RIN 0910-AG10, 0910-AG35, and 0910—
AG36

Implementing the Food and Drug
Administration Food Safety
Modernization Act; Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is correcting with technical
amendments two final rules that
published in the Federal Register of
September 17, 2015, and one final rule
that published in the Federal Register of
November 27, 2015. The final rules
published with editorial and
inadvertent errors. This document
corrects those errors.

DATES: Effective April 2, 2019.

FOR FURTHER INFORMATION CONTACT:
Sylvia Kim, Center for Food Safety and
Applied Nutrition, Food and Drug
Administration, 10903 New Hampshire
Ave., Silver Spring, MD 20993, 301—
796-7599.

SUPPLEMENTARY INFORMATION: In the
Federal Register of September 17, 2015
(80 FR 55908 and 80 FR 56170), FDA
published the final rules “Current Good
Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive
Controls for Human Food” and “Current
Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive
Controls for Food for Animals” with
editorial and inadvertent errors in the
regulatory text. In the Federal Register
of November 27, 2015 (80 FR 74354),
FDA published the final rule “Standards
for the Growing, Harvesting, Packing,
and Holding of Produce for Human
Consumption”” with editorial and
inadvertent errors in the regulatory text.
This action is being taken to correct
those editorial and inadvertent errors.

List of Subjects
21 CFR Part 112

Foods, fruits and vegetables,
Incorporation by reference, Packaging

and containers, Recordkeeping
requirements, Safety.

21 CFR Part 117

Food packaging, Foods.
21 CFR Part 507

Animal foods, Labeling, Packaging
and containers, Reporting and
recordkeeping requirements.

PART 112—STANDARDS FOR THE
GROWING, HARVESTING, PACKING,
AND HOLDING OF PRODUCE FOR
HUMAN CONSUMPTION

m 1. The authority citation for part 112
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 342, 350h,
371; 42 U.S.C. 243, 264, 271.
m 2.In §112.4, revise paragraph (a) to
read as follows:

§112.4 Which farms are subject to the
requirements of this part?

(a) Except as provided in paragraph
(b) of this section, a farm or farm mixed-
type facility with an average annual
monetary value of produce (as
“produce” is defined in § 112.3) sold
during the previous 3-year period of
more than $25,000 (on a rolling basis),
adjusted for inflation using 2011 as the
baseline year for calculating the
adjustment, is a “covered farm”’ subject
to this part. Covered farms subject to
this part must comply with all
applicable requirements of this part
when conducting a covered activity on

covered produce.
* * * * *

m 3.In § 112.5, revise paragraphs (a)(1)
and (2) to read as follows:

§112.5 Which farms are eligible for a
qualified exemption and associated
modified requirements based on average
monetary value of all food sold and direct
farm marketing?

(a) * k%

(1) During the previous 3-year period
preceding the applicable calendar year,
the average annual monetary value of
the food (as defined in § 112.3) the farm
sold directly to qualified end-users (as
defined in § 112.3) during such period
exceeded the average annual monetary
value of the food the farm sold to all
other buyers during that period; and

(2) The average annual monetary
value of all food (as defined in §112.3)
the farm sold during the 3-year period
preceding the applicable calendar year



Federal Register/Vol.

84, No. 63/Tuesday, April 2, 2019/Rules and Regulations

12491

was less than $500,000, adjusted for

inflation.
* * * * *

m 4.In §112.161, revise paragraph (b) to
read as follows:

§112.161 What general requirements
apply to records required under this part?
* * * * *

(b) Records required under
§§112.7(b), 112.30(b), 112.50(b)(2), (4),
and (6), 112.60(b)(2), 112.140(b)(1) and
(2), and 112.150(b)(1), (4), and (6), must
be reviewed, dated, and signed, within
a reasonable time after the records are
made, by a supervisor or responsible

party.

PART 117—CURRENT GOOD
MANUFACTURING PRACTICE,
HAZARD ANALYSIS, AND RISK-
BASED PREVENTIVE CONTROS FOR
HUMAN FOOD

m 5. The authority citation for part 117
continues to read as follows:

Authority: 21 U.S.C. 331, 342, 343, 350d
note, 350g, 350g note, 371, 374; 42 U.S.C.
243, 264, 271.

m 6.In §117.126, revise paragraph (b)(5)
to read as follows:

§117.126 Food safety plan.
* * * * *

(b) L

(5) The written procedures for
monitoring the implementation of the
preventive controls as required by
§117.145(a);

* * * * *

PART 507—CURRENT GOOD
MANUFACTURING PRACTICE,
HAZARD ANALYSIS, AND RISK-
BASED PREVENTIVE CONTROLS FOR
FOOD FOR ANIMALS

m 7. The authority citation for part 507

continues to read as follows:
Authority: 21 U.S.C. 331, 342, 343, 350d

note, 350g, 350g note, 371, 374; 42 U.S.C.

243, 264, 271.

m 8.In §507.31, revise paragraph (c)(5)

to read as follows:

§507.31 Food safety plan.

* * * * *

(C] R

(5) The written procedures for
monitoring the implementation of the
preventive controls as required by
§507.40(a);

* * * * *

m 9.In §507.130, revise paragraph
(c)(2)(ii) to read as follows:

§507.130 Conducting supplier verification
activities for raw materials and other
ingredients.

* * * * *

(C] * * %

(2) * % %

(ii) A statement that the facility is in
compliance with State, local, county,
tribal, or other applicable non-Federal
food safety laws, including relevant
laws and regulations of foreign
countries.

* * * * *

Dated: March 26, 2019.
Lowell J. Schiller,
Acting Associate Commissioner for Policy.
[FR Doc. 2019-06141 Filed 4-1-19; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 510, 520, 522, 524, 528,
556, and 558

[Docket No. FDA-2018-N-0002]

New Animal Drugs; Approval of New
Animal Drug Applications; Changes of
Sponsorship

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendments.

SUMMARY: The Food and Drug
Administration (FDA or we) is
amending the animal drug regulations to
reflect application-related actions for
new animal drug applications (NADAsS)
and abbreviated new animal drug
applications (ANADAs) during October,
November, and December 2018. FDA is
informing the public of the availability

of summaries of the basis of approval
and of environmental review
documents, where applicable. The
animal drug regulations are also being
amended to make technical
amendments to improve the readability
of the regulations.

DATES: This rule is effective April 2,
2019.

FOR FURTHER INFORMATION CONTACT:
George K. Haibel, Center for Veterinary
Medicine (HFV-6), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240—402-5689,
george.haibel@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Approval Actions

FDA is amending the animal drug
regulations to reflect approval actions
for NADAs and ANADAs during
October, November, and December
2018, as listed in table 1. In addition,
FDA is informing the public of the
availability, where applicable, of
documentation of environmental review
required under the National
Environmental Policy Act (NEPA) and,
for actions requiring review of safety or
effectiveness data, summaries of the
basis of approval (FOI Summaries)
under the Freedom of Information Act
(FOIA). These public documents may be
seen in the office of the Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,
between 9 a.m. and 4 p.m., Monday
through Friday. Persons with access to
the internet may obtain these
documents at the CVM FOIA Electronic
Reading Room: https://www.fda.gov/
AboutFDA/CentersOffices/
OfficeofFoods/CVM/CVMFOIAElect
ronicReadingRoom/default.htm.
Marketing exclusivity and patent
information may be accessed in FDA’s
publication, Approved Animal Drug
Products Online (Green Book) at:
https://www.fda.gov/AnimalVeterinary/
Products/ApprovedAnimal
DrugProducts/default.htm.

TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING OCTOBER, NOVEMBER, AND

DECEMBER 2018

Approval date File No. Sponsor Product name Species Effect of the action doELTr?]I(iscnts
October 1, 2018 | 200-490 | Dragon Fire Holding Carprofen, Chewable Dogs .......... Original approval as a generic copy of NADA | FOl Summary.

Co., Inc., 2619 Sky-
way Dr., Grand Prai-
rie, TX 75052.

Tablets. 141-111.
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TABLE 1—ORIGINAL AND SUPPLEMENTAL NADAS AND ANADAS APPROVED DURING OCTOBER, NOVEMBER, AND
DECEMBER 2018—Continued

: ; ; Public
Approval date File No. Sponsor Product name Species Effect of the action documents
October 15, 2018 | 141-485 | Zoetis Inc., 333 Portage | Lincomycin and Chickens ... | Original approval for use of LINCOMIX (linco- | FOI Summary.
St., Kalamazoo, MI clopidol, Type C mycin) and COYDEN (clopidol) Type A medi-
49007. medicated feeds. cated articles in the manufacture of Type C
medicated broiler chicken feeds for the control
of necrotic enteritis caused or complicated by
Clostridium spp. or other organisms suscep-
tible to lincomycin, and for the prevention of
coccidiosis caused by Eimeria tenella, E.
necatrix, E. acervulina, E maxima, E. brunetti,
and E. mivati.
November 1, 200-627 | Putney, Inc., One Cyclosporine Capsules, | Dogs .......... Original approval as a generic copy of NADA | FOl Summary.
2018. Monument Sq., Suite USP MODIFIED. 141-218.
400, Portland, ME
04101.
November 6, 141-508 | Elanco US Inc., 2500 EXPERIOR Cattle ......... Original approval for reduction of ammonia gas | FOl Summary
2018. Innovation Way, (lubabegron) Type A emissions per pound of live weight and hot EA/FONSI.1
Greenfield, IN 46140. medicated article to carcass weight in beef steers and heifers fed
be used in the manu- in confinement for slaughter during the last 14
facture of Type B and to 91 days on feed.
Type C medicated
feeds.
November 9, 141-502 | Zoetis Inc., 333 Portage | REVOLUTION PLUS Cats ........... Original approval for the prevention of heart- | FOl Summary.
2018. St., Kalamazoo, MI (selamectin and worm disease caused by Dirofilaria immitis.
49007. sarolaner topical solu- Kills adult fleas (Ctenocephalides felis) and is
tion). indicated for the treatment and prevention of
flea infestations; the treatment and control of
tick infestations with Ixodes scapularis (black-
legged or deer tick), Amblyomma maculatum
(Gulf Coast tick), and Dermacentor variabilis
(American dog tick); the treatment and control
of ear mite (Otodectes cynotis) infestations;
and the treatment and control of roundworm
(Toxocara cati) and intestinal hookworm
(Ancylostoma tubaeforme) infections in cats
and kittens 8 weeks of age and older, and
weighing 2.8 pounds or greater.
November 21, 038-439 | Phibro Animal Health, TERRAMYCIN (oxytet- | Salmonids Supplemental approval for marking the skeletal | FOl Summary.
2018. Corp., GlenPointe racycline), Type A tissue of freshwater-reared salmonids.
Centre East, 3d medicated article.
Floor, 300 Frank W.
Burr Blvd., Suite 21,
Teaneck, NJ 07666.
December 4, 141-509 | Boehringer Ingelheim PEXION (imepitoin tab- | Dogs .......... Original approval for the treatment of noise | FOl Summary.
2018. Vetmedica, Inc., 2621 lets). aversion in dogs.
North Belt Highway,
St. Joseph, MO
64506-2002.
December 19, 200-629 | Ceva Sante Animale, MILBEGUARD Dogs and Original approval as a generic copy of NADA | FOI Summary.
2018. 10 Avenue de la (milbemycin oxime), cats. 140-915.
Ballastiere, 33500 Flavored Tablets.
Libourne, France.
December 27, 141-511 | LFB USA, Inc., 175 Bc2371 rDNA construct | R69 New Original approval for expression of a gene for | FOl Summary
2018. Crossing Blvd., Fra- in R69 New Zealand Zealand recombinant human Factor VII (rhFVlla) in EA/FONSI.1
mingham, MA 01702. white rabbits. white rab- R69 New Zealand white rabbits.
bits.

1The Agency has carefully considered an environmental assessment (EA) of the potential environmental impact of this action and has made a finding of no signifi-

cant impact (FONSI).

II. Change of Sponsorship

Huvepharma EOOD, 5th Floor, 3A
Nikolay Haytov Str., 1113 Sofia,

Bulgaria, has informed FDA that it has
transferred ownership of, and all rights
and interest in, the following

applications to Elanco US Inc., 2500
Innovation Way, Greenfield, IN 46140.

: 21 CFR
File No. Product name section
140-951 ......... CLINACOX (diclazuril) Type A Medicated Article 558.198
141-153 ......... CLINACOX (diclazuril)/BMD (bacitracin methylenedisalicylate) 558.198
141-158 ........ CLINACOX (diclazuril)/FLAVOMYCIN (bambermycins) 558.198
141-194 ... CLINACOX (diclazuril)/BMD (bacitracin methylenedisalicylate) 558.198
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As provided in the regulatory text of
this document, the animal drug
regulations are amended to reflect these
changes of sponsorship.

II1. Technical Amendments

We are reformatting the regulations in
subpart B of part 558 for certain
medicated feeds to present their
approved conditions of use in the
current tabular format. In addition, we
are removing cross-referencing citations
for indications for use of combination
drug medicated feeds wherever they
have been used and in their place are
adding the full text of the indications.
These actions are being taken to
improve the consistency and readability
of the regulations.

IV. Legal Authority

This final rule is issued under section
512(i) of the Federal Food, Drug, and
Cosmetic Act (FD&C Act) (21 U.S.C.
360b(i)), which requires Federal
Register publication of “notice[s] . . .
effective as a regulation,” of the
conditions of use of approved new

the regulations, and as such does not
impose any burden on regulated
entities.

Although denominated a rule
pursuant to the FD&C Act, this
document does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a “rule of particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808. Likewise, this is not a
rule subject to Executive Order 12866,
which defines a rule as “an agency
statement of general applicability and
future effect, which the agency intends
to have the force and effect of law, that
is designed to implement, interpret, or
prescribe law or policy or to describe
the procedure or practice requirements
of an agency.”

List of Subjects

21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

21 CFR Parts 520, 522, 524, and 528

21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 510,
520, 522, 524, 528, 556, and 558 are
amended as follows:

PART 510—NEW ANIMAL DRUGS

m 1. The authority citation for part 510
continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e.

m 2.In §510.600, in the table in
paragraph (c)(1), revise the entry for
“AquaBounty Technologies, Inc.” and
alphabetically add an entry for “Dragon
Fire Holding Co., Inc.”’; and in the table
in paragraph (c)(2), numerically add an
entry for “076033” and revise the entry
for 086053 to read as follows:

§510.600 Names, addresses, and drug
labeler codes of sponsors of approved

animal drugs. This rule sets forth applications.
technical amendments to the regulations Animal drugs. * * * * *
to codify recent actions on approved % w
new animal drug applications and 21 CFR Part 556 (c)
corrections to improve the accuracy of Animal drugs, Foods. (1) * * =
) Drug labeler
Firm name and address code

AgquaBounty Technologies, Inc., 2 Mill and Main PI., Suite 395, Maynard, MA 01754 ........ccoiiiiiiiiie e 086053
Dragon Fire Holding Co., Inc., 2619 Skyway Dr., Grand Prairi@, TX 75052 ........cccceiiiriiiiieeiee it eieesiie et see e 076033

(2) * X %

Drug labeler )

code Firm name and address

076033 ............ Dragon Fire Holding Co., Inc., 2619 Skyway Dr., Grand Prairie, TX 75052.
086053 ............ AquaBounty Technologies, Inc., 2 Mill and Main PI., Suite 395, Maynard, MA 01754.

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

m 3. The authority citation for part 520
continues to read as follows:

Authority: 21 U.S.C. 360b.

§520.304 [Amended]

m 4.In §520.304, in paragraph (b)(1),

remove ‘054771, 026637, 055529, and
062250 and in its place add “026637,
054771, 055529, 062250, and 076033”".

m 5.In §520.522, revise paragraph (b) to
read as follows:

§520.522 Cyclosporine.

* * * * *

(b) Sponsors. See sponsors in
§510.600(c) of this chapter.

(1) No. 058198 for use of products
described in paragraph (a) as in
paragraph (d) of this section.
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(2) No. 026637 for use of product
described in paragraph (a)(1) as in
paragraph (d)(1) of this section.

* * * *

m 6. Add §520.1150 to read as follows:

§520.1150 Imepitoin.

(a) Specifications. Each tablet
contains 100 or 400 milligrams (mg)
imepitoin.

(b) Sponsor. See No. 000010 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount.
Administer orally twice daily,
approximately 12 hours apart, at a dose
of 13.6 mg per pound (30 mg/kg) of
body weight. Initiate therapy starting 2
days prior to the day of the expected
noise event and continuing through the
noise event.

(2) Indications for use. For the
treatment of noise aversion in dogs.

(3) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

m 7. Revise § 520.1441 toread as
follows:

§520.1441 Milbemycin.

(a) Specifications. Each flavored tablet
contains 2.3, 5.75, 11.5, or 23.0
milligrams (mg) of milbemycin oxime.

(b) Sponsors. See Nos. 013744 and
058198 in §510.600(c) of this chapter.

(c) Conditions of use—(1) Dogs—I(i)
Amount. For hookworm, roundworm,
and whipworm, administer 0.23 mg per
pound (mg/1b) of body weight (0.5 mg
per kilogram (mg/kg)). For heartworm,
administer 0.05 mg/lb of body weight
(0.1 mg/kg). Administer once a month.

(ii) Indications for use. For prevention
of heartworm disease caused by
Dirofilaria immitis, control of
hookworm infections caused by
Ancylostoma caninum, and removal and
control of adult roundworm infections
caused by Toxocara canis and
Toxascaris leonina and whipworm
infections caused by Trichuris vulpis in
dogs and puppies 4 weeks of age or
greater and 2 pounds body weight or
greater.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

(2) Cats—(i) Amount. Administer 0.91
mg/lb of body weight (2.0 mg/kg) once
a month.

(ii) Indications for use. For prevention
of heartworm disease caused by
Dirofilaria immitis and the removal of
adult Toxocara cati (roundworm) and
Ancylostoma tubaeforme (hookworm)
infections in cats 6 weeks of age or
greater and 1.5 pounds body weight or
greater.

(iii) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

m 8. The authority citation for part 522
continues to read as follows:

Authority: 21 U.S.C. 360b.

m 9. Amend § 522.1662a by adding two
sentences at the end of paragraph
(h)(3)(iii) to read as follows:

§522.1662a Oxytetracycline hydrochloride
injection.
* * * * *

(h) EE

(3) EE

(iii) * * * A withdrawal period has
not been established for this product in
preruminating calves. Do not use in

calves to be processed for veal.
* * * * *

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

m 10. The authority citation for part 524
continues to read as follows:

Authority: 21 U.S.C. 360b.
m 11. Add §524.2099 to read as follows:

§524.2099 Selamectin and sarolaner.

(a) Specifications. Each milliliter (mL)
of solution contains 60 milligrams (mg)
selamectin and 10 mg sarolaner. The
drug is provided in single dose tubes
containing 0.25, 0.5, or 1 mL of solution.

(b) Sponsor. See No. 054771 in
§510.600(c) of this chapter.

(c) Conditions of use in cats—(1)
Amount. Administer 2.7 mg selamectin
per pound (/1b) (6 mg per kilogram (/kg))
of body weight and 0.45 mg/lb sarolaner
(1 mg/kg) by emptying the contents of
the tube on the back of the animal at the
base of the neck in front of the shoulder
blades.

(2) Indications for use. For the
prevention of heartworm disease caused
by Dirofilaria immitis. Kills adult fleas
(Ctenocephalides felis) and is indicated
for the treatment and prevention of flea
infestations; the treatment and control
of tick infestations with Ixodes
scapularis (black-legged or deer tick),
Amblyomma maculatum (Gulf Coast
tick), and Dermacentor variabilis
(American dog tick); the treatment and
control of ear mite (Otodectes cynotis)
infestations; and the treatment and
control of roundworm (Toxocara cati)
and intestinal hookworm (Ancylostoma

tubaeforme) infections in cats and
kittens 8 weeks of age and older, and
weighing 2.8 pounds or greater.

(3) Limitations. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

PART 528—NEW ANIMAL DRUGS IN
GENETICALLY ENGINEERED
ANIMALS

m 12. The authority citation for part 528
continues to read as follows:

Authority: 21 U.S.C. 360b.
m 13. Add §528.1080 to read as follows:

§528.1080 Bc2371 recombinant
deoxyribonucleic acid construct.

(a) Specifications and intended use. A
single copy of Bc2371, a human Factor
VII recombinant deoxyribonucleic acid
(rDNA) gene construct, located on
chromosome 3p1.1-2 in a diploid line
(R69) of hemizygous and homozygous
New Zealand white rabbits (Oryctolagus
cuniculus).

(b) Sponsor. See No. 086047 in
§510.600 of this chapter.

(c) Conditions of use—(1) Intended
use. The construct directs gene
expression of recombinant human
Factor VII (hFVII) in the mammary
gland such that recombinant hFVII
zymogen is present in the rabbit milk,
enabling purification and activation of
recombinant hFVIla intended for the
treatment of hemophilia A or B in
humans with inhibitors to Factors VIII
and IX.

(2) Limitations. Food or feed from R69
rabbits is not permitted in the food or
feed supply.

PART 556—TOLERANCES FOR
RESIDUES OF NEW ANIMAL DRUGS
IN FOOD

m 14. The authority citation for part 556
continues to read as follows:

Authority: 21 U.S.C. 342, 360b, 371.

m 15. Add §556.370 to subpart B to read
as follows:

§556.370 Lubabegron.

(a) Acceptable daily intake (ADI). The
ADI for total residues of lubabegron is
3 micrograms per kilogram of body
weight per day.

(b) Tolerance in cattle. The tolerance
for lubabegron (marker residue) is:

(1) Cattle—Liver (target tissue): 10
ppb.

(2) [Reserved]

(c) Related conditions of use. See
§558.330 of this chapter.
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PART 558—NEW ANIMAL DRUGS FOR

USE IN ANIMAL FEEDS

m 16. The authority citation for part 558
continues to read as follows:

Authority: 21 U.S.C. 354, 360b, 360ccc,
360ccc-1, 371. mill license.
m 17.In § 558.4, in paragraph (d), inthe = * * * *
“Category I”” table, alphabetically add an

entry for “Lubabegron” to read as

(d)* N

§558.4 Requirement of a medicated feed

follows:
CATEGORY |
- : Assay limits
Assay limits Type B maximum
Drug percent Type A (200x) perceBr}tc; 2Type

Lubabegron ..o 87—107 908 G/ON ..oeeiiiriieei e 85-115/80-120
* * * * * §558.140 Chlortetracycline and (e) * * =

m 18.In § 558.140, revise paragraphs sulfamethazine. (1) Cattle—

(e)(1) and (2) to read as follows:

* * * * *

Chlortetracycline and sulfamethazine amount Indications for use Limitations Sponsors

(i) To provide 350 milligrams per head per day | Beef cattle: For aid in the maintenance of | Feed for 28 days; withdraw 7 days prior to 054771

each, chlortetracycline and sulfamethazine. weight gains in the presence of respiratory slaughter. A withdrawal period has not been 069254
disease such as shipping fever. established for this product in pre-ruminating
calves. Do not use in calves to be processed
for veal.
(i) [Reserved]
(2) Swine—
Chlortetracycline and sulfamethazine amount Indications for use Limitations Sponsors
(i) 100 gf/ton of feed each, chlortetracycline and | Swine: For reduction of the incidence of cervical | Feed as the sole ration. Withdraw 15 days prior 054771
sulfamethazine. abscesses; treatment of bacterial swine enter- to slaughter. 069254
itis (salmonellosis or necrotic enteritis caused
by Salmonella choleraesuis and vibrionic dys-
entery); prevention of these diseases during
times of stress; and maintenance of weight
gains in the presence of atrophic rhinitis.

(i) [Reserved]

* * * * * §558.175 Clopidol.

m 19.In § 558.175, revise paragraph (d) * * * * *

to read as follows: (d) Conditions of use—(1) Chickens—

grgmglgglr Itnon Comblngg:)?olr? grams Indications for use Limitations Sponsors

() 1135 it | e Broiler chickens and re-placement chickens in- | Do not feed to chickens over 16 weeks of age .... 016592
tended for use as caged layers: As an aid in
the prevention of coccidiosis caused by
Eimeria tenella, E. necatrix, E. acervulina, E.
maxima, E. brunetti, and E. mivati.

(i) 113.5 o Bacitracin Broiler chickens: As an aid in the prevention of | Feed continuously as the sole ration from the 016592

methylenedisalicylate, coccidiosis caused by Eimeria tenella, E. time chicks are placed in floor pens until
4 to 50. necatrix, E. acervulina, E. maxima, E. brunetti, slaughter. Do not feed to chickens over 16
and E. mivati, and for increased rate of weight weeks of age; bacitracin methylenedisalicylate
gain. as provided by No. 054771 in §510.600(c) of

this chapter.

(iii)) 113.5 .o Bacitracin zinc, 5 to 25 .. | Broiler chickens: As an aid in the prevention of | Feed continuously as sole ration; bacitracin zinc 054771
coccidiosis caused by Eimeria tenella, E. as provided by No. 054771 in §510.600(c) of 016592
necatrix, E. acervulina, E. maxima, E. brunetti, this chapter.
and E. mivati, and for increased rate of weight
gain and improved feed efficiency.

(iv) 113.5 oo Bambermycins, 1 to 2 ... | Broiler chickens: As an aid in prevention of coc- | Feed continuously as the sole ration. Do not feed 016592
cidiosis caused by Eimeria tenella, E. necatrix, to chickens over 16 weeks of age.

E. acervulina, E. maxima, E. brunetti, and E.
mivati; and for increased rate of weight gain
and improved feed efficiency.
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Clopidol in Combination in grams — PR
grams per ton per ton Indications for use Limitations Sponsors
(V) 227 i | e Broiler and replacement chickens intended for | Feed continuously as the sole ration; feed up to 016592
use as caged layers: As an aid in the preven- 16 weeks of age if intended for use as caged
tion of coccidiosis caused by Eimeria tenella, layers; withdraw 5 days before slaughter if
E. necatrix, E. acervulina, E. maxima, E. given at the level of 0.025 percent in feed or
brunetti, and E. mivati. reduce level to 0.0125 percent 5 days before
slaughter.
(Vi) 227 o Bambermycins, 1 to 2 ... | Broiler chickens: As an aid in prevention of coc- | Feed continuously as sole ration until 5 days be- 016592
cidiosis caused by Eimeria tenella, E. necatrix, fore slaughter. Withdraw 5 days before slaugh-
E. acervulina, E. maxima, E. brunetti, and E. ter or feed 113.5 g/ton clopidol and 1 to 2 g/ton
mivati; and for increased rate of weight gain bambermycins during those 5 days before
and improved feed efficiency. slaughter. Do not feed to chickens over 16
weeks of age.
(2) Turkeys—
Clopidol in Combination in grams - RN
grams per ton per ton Indications for use Limitations Sponsors
(i) 113.5 or 227 ..... Turkeys: As an aid in the prevention of | For turkeys grown for meat purposes only; feed 016592
leucocytozoonosis caused by Leucocytozoon continuously as the sole ration at 0.0125 or
smithi. 0.025 percent clopidol depending on manage-
ment practices, degree of exposure, and
amount of feed eaten; withdraw 5 days before
slaughter.
(i) [Reserved]
(3) Clopidol may also be used in (iv) Lincomycin as in § 558.325. §558.195 Decoquinate.
combination with: . * * * * *
o res m 20.In § 558.195, revise paragraphs r x %
(i)(ii) [Reserved] (e)(1) through (3) to read as follows: (e)
(iii) Chlortetracycline as in § 558.128. ) (1) Chickens—
Decoquinate in Combination in grams/ At S
grams/ton ton Indications for use Limitations Sponsor
Broiler chickens: For prevention of coccidiosis | Do not feed to laying hens producing eggs for 054771
caused by Eimeria tenella, E. necatrix, E. human consumption.
mivati, E. acervulina, E. maxima, and E.
brunetti.
(i) 27.2 oo, Bacitracin Broiler chickens: For prevention of coccidiosis | Feed continuously as sole ration; do not feed to 054771
methylenedisalicylate, caused by Eimeria tenella, E. necatrix, E. laying chickens. Bacitracin
4 to 50. mivati, E. acervulina, E. maxima, and E. methylenedisalicylate as provided by No.
brunetti; and for increased rate of weight gain 054771 in §510.600(c) of this chapter.
and improved feed efficiency.
(iii)) 27.2 oo Bacitracin zinc, 10 to 50 | Broiler chickens: For prevention of coccidiosis | Feed continuously as sole ration; do not feed to 054771
caused by Eimeria tenella, E. necatrix, E. laying chickens. Bacitracin zinc as provided by
mivati, E. acervulina, E. maxima, and E. No. 054771 in §510.600(c) of this chapter.
brunetti.
(2) Cattle—
Decoquinate in Combination in grams/ ot -
grams/ton ton Indications for use Limitations Sponsor
(i) 12.9t0 90.8 ...... Cattle (including ruminating and nonruminating | Feed Type C feed or milk replacer to provide 054771
calves and veal calves): For prevention of coc- 22.7 miligrams (mg) per 100 pounds (Ib) of
cidiosis caused by Eimeria bovis and E. body weight (0.5 mg/kg) per day. Feed at least
zuernii. 28 days during periods of exposure to coccidi-
osis or when it is likely to be a hazard. Do not
feed to cows producing milk for human con-
sumption. See paragraph (d)(3) of this section.
(i) 12.9 to 90.8 Monensin, 5 to 30 Cattle fed in confinement for slaughter: For pre- | Feed only to cattle fed in confinement for slaugh- 054771

vention of coccidiosis caused by Eimeria bovis
and E. zuernii; and for improved feed effi-
ciency.

ter. Feed continuously as the sole ration to pro-
vide 22.7 mg of decoquinate per 100 Ib of body
weight per day and 50 to 360 mg of monensin
per head per day. Feed at least 28 days during
period of exposure to coccidiosis or when it is
likely to be a hazard. Do not feed to animals
producing milk for food. Do not feed to lac-
tating dairy cattle. Also see paragraph (d)(1) of
this section and §558.355(d)(9)(i). Monensin
as provided by No. 058198 in §510.600(c) of
this chapter.
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Deg?aqrglsr}taotﬁ " Combma“t%% in grams/ Indications for use Limitations Sponsor
(iii) 90.9 to 535.7 ... Cattle (including ruminating and nonruminating | Feed Type C medicated feed supplements as a 054771
calves and veal calves): For prevention of coc- top dress or mix into the daily ration to provide
cidiosis caused by Eimeria bovis and E. 22.7 mg per 100 Ib of body weight (0.5 mg/kg)
zuernii. per day. Feed at least 28 days during periods
of exposure to coccidiosis or when it is likely to
be a hazard. Do not feed to cows producing
milk for food. See paragraph (d)(3) of this sec-
tion.
(3) Minor species—
Deé:?aqnzjlsr}tagﬁ in Comblnatlt%r:] in grams/ Indications for use Limitations Sponsor
(1) 12.910 90.8 ..o | oo 1. Young sheep: For the prevention of coccidiosis | Feed Type C feed or milk replacer at a rate to 054771
caused by Eimeria ovinoidalis, E. crandallis, E. provide 22.7 mg per 100 Ib of body weight (0.5
parva, and E. bakuensis. mg per kg) per day; feed for at least 28 days
during periods of exposure to coccidiosis or
when it is likely to be a hazard. Do not feed to
sheep producing milk for human consumption.
....................................................................... 2. Young goats: For the prevention of coccidiosis | Feed Type C feed or milk replacer at a rate t0 | .......cccooueueeee.
caused by Eimeria christenseni and E. provide 22.7 mg per 100 Ib of body weight (0.5
ninakohlyakimovae. mg per kg) per day; feed for at least 28 days
during periods of exposure to coccidiosis or
when it is likely to be a hazard. Do not feed to
goats producing milk for human consumption.
(i) 90.9 10 535.7 ... | iioeiiiii 1. Young sheep: For the prevention of coccidiosis | Feed Type C medicated feed supplements as a 054771

caused by Eimeria ovinoidalis, E. crandallis, E.
parva, and E. bakuensis.

2. Young goats: For the prevention of coccidiosis
caused by Eimeria christenseni
ninakohlyakimovae.

and E.

top dress or mix into the daily ration to provide
22.7 mg per 100 Ib of body weight (0.5 mg per
kg) per day; feed for at least 28 days during
periods of exposure to coccidiosis or when it is
likely to be a hazard. Do not feed to sheep pro-
ducing milk for human consumption.

Feed Type C medicated feed supplements as a
top dress or mix into the daily ration to provide
22.7 mg per 100 Ib of body weight (0.5 mg per
kg) per day; feed for at least 28 days during
periods of exposure to coccidiosis or when it is
likely to be a hazard. Do not feed to goats pro-
ducing milk for human consumption.

§§558.198 and 558.205 [Redesignated as
§§558.205 and 558.198]

m 21. Redesignate §§ 558.198 and
558.205 as §§558.205 and 558.198,
respectively.

m 22. Revise newly redesignated
§558.198 to read as follows:

§558.198 Dichlorvos.

(a) Specifications. Each pound of
Type A medicated article containing 3.1
or 9.6 percent dichlorvos.

(b) Sponsor. See No. 054628 in
§510.600(c) of this chapter.

(c) Related tolerances. See § 556.180
of this chapter.

(d) Special considerations—(1)
Dichlorvos is to be included in meal or
mash or mixed with feed in crumble
form only after the crumble feed has
been manufactured. Do not mix in feeds
to be pelleted nor with pelleted feed. Do
not soak the feed or administer as wet
mash. Feed must be dry when
administered. Do not use in animals
other than swine. Do not allow fowl
access to feed containing this
preparation or to feces from treated
animals.

(2) Dichlorvos is a cholinesterase
inhibitor. Do not use this product in

animals simultaneously or within a few
days before or after treatment with or
exposure to cholinesterase-inhibiting
drugs, pesticides, or chemicals. If
human or animal poisoning should
occur, immediately consult a physician
or a veterinarian. Atropine is antidotal.

(3) Labeling for Type A articles and
Type B feeds must include a statement
that containers or materials used in
packaging such Type A articles and
Type B feeds are not to be reused and
all such packaging materials must be
destroyed after the product has been
used.

(e) Conditions of use. It is used in
swine feed as follows:

Dichlorvos Combination in grams/ P L
grams/ton ton Indications for use Limitations Sponsor
(1) 348 ..o Swine up to 70 pounds body weight: For the re- | Feed as sole ration for 2 consecutive days. For 054628

moval and control of mature, immature, and/or
fourth-stage larvae of the whipworm (Trichuris
suis), nodular worm (Oesophagostomum sp.),
large roundworm (Ascaris suum) and the thick
stomach worm (Ascarops strongylina) of the
gastrointestinal tract.

days.

swine from 70 pounds to market weight, feed
as sole ration at the rate of 8.4 pounds of feed
per head until the medicated feed has been
consumed. For boars, open or bred gilts, and
sows, feed as sole ration at the rate of 4.2
pounds per head per day for 2 consecutive
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glrgm%;\tlgr? Combma“t%% in grams/ Indications for use Limitations Sponsor
(i) 479 v, Boars, open or bred gilts, and sows: For the re- | Feed as sole ration at the rate of 6 pounds per 054628
moval and control of mature, immature, and/or head for one feeding.
fourth-stage larvae of the whipworm (Trichuris
suis), nodular worm (Oesophagostomum sp.),
large roundworm (Ascaris suum) and the thick
stomach worm (Ascarops strongylina) of the
gastrointestinal tract.
(iii) 334 to 500 ....... Pregnant swine: An aid in improving litter produc- | Mix into a gestation feed to provide 1,000 milli- 054628

tion efficiency by increasing pigs born alive,
birth weights, survival to market, and rate of
weight gain. Treatment also removes and con-
trols mature, immature and/or fourth stage lar-
vae of whipworm (Trichuris suis), nodular worm
(Oesophagostomum spp.) large roundworm
(Ascaris suum), and the thick stomach worm
(Ascarops strongylina) occurring in the gastro-
intestinal tract of the sow or gilt.

grams per head daily during last 30 days of
gestation.

m 23. In newly redesignated § 558.205,

§558.205 Diclazuril.

revise paragraphs (b) and (d)(1) and (2) * * * * *
to read as follows:

(d)* E

(1) Chickens. For chickens it is used

(b) Sponsor. See No. 058198 in as follows:
§510.600(c) of this chapter.
* * * * *
gDr;:t!r?sZ/lthrlw Comblnant%r:] In grams/ Indications for use Limitations Sponsor
(i) 0.91 i Broiler chickens: For the prevention of coccidiosis | Feed continuously. Not for use in hens producing 058198
caused by Eimeria tenella, E. necatrix, E. eggs for human food. Because diclazuril is ef-
acervulina, E. brunetti, E. mitis (mivati), and E. fective against E. maxima later in its life cycle,
maxima. subclinical intestinal lesions may be present for
a short time after infection. Diclazuril was
shown in studies to reduce lesion scores and
improve performance and health of birds chal-
lenged with E. maxima.
(i) 0.91 ..o Bacitracin Broiler chickens: For the prevention of coccidiosis | Feed continuously. Not for use in hens producing 058198
methylenedisalicylate, caused by Eimeria tenella, E. necatrix, E. eggs for human food. Because diclazuril is ef-
4 to 50. acervulina, E. brunetti, E. mitis (mivati), and E. fective against E. maxima later in its life cycle,
maxima, and for increased rate of weight gain subclinical intestinal lesions may be present for
and improved feed efficiency. a short time after infection. Diclazuril was
shown in studies to reduce lesion scores and
improve performance and health of birds chal-
lenged with E. maxima. Bacitracin
methylenedisalicylate as provided by No.
054771 in §510.600(c) of this chapter.
(iii)) 0.91 .o Bambermycins, 1 to 2 ... | Broiler chickens: For the prevention of coccidiosis | Feed continuously. Not for use in hens producing 058198
caused by Eimeria tenella, E. necatrix, E. eggs for human food. Because diclazuril is ef-
acervulina, E. brunetti, E. mitis (mivati), and E. fective against E. maxima later in its life cycle,
maxima, and for increased rate of weight gain subclinical intestinal lesions may be present for
and improved feed efficiency. a short time after infection. Diclazuril was
shown in studies to reduce lesion scores and
improve performance and health of birds chal-
lenged with E. maxima. Bambermycins as pro-
vided by No. 016592 in §510.600(c) of this
chapter.
(2) Turkeys. For turkeys it is used as
follows:
;g:r:qasz/%lqu Combmaht%r:] in grams/ Indications for use Limitations Sponsor
Growing turkeys: For the prevention of coccidi- | Feed continuously as the sole ration. Do not feed 058198
osis caused by Eimeria adenoeides, E. to breeding turkeys. Not for use in hens pro-
gallopavonis and E. meleagrimitis. ducing eggs for human consumption.
Bacitracin Growing turkeys: For the prevention of coccidi- | Feed continuously as the sole ration. Do not feed 058198
methylenedisalicylate, osis caused by Eimeria adenoeides, E. to breeding turkeys. Not for use in hens pro-
4 to 50. gallopavonis and E. meleagrimitis, and for in- ducing eggs for human consumption. Bacitracin
creased rate of weight gain and improved feed methylenedisalicylate as provided by No.
efficiency. 054771 in §510.600(c) of this chapter.
(iii)) 0.91 .o Bambermycins, 1to 2 ... | Growing turkeys: For the prevention of coccidi- | Feed continuously as the sole ration. Do not feed 058198

osis caused by Eimeria adenoeides, E.
gallopavonis and E. meleagrimitis, and for im-
proved feed efficiency.

to breeding turkeys. Not for use in hens pro-
ducing eggs for human consumption.
Bambermycins as provided by No. 016592 in
§510.600(c) of this chapter.
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ggrlr?szlltjg# Combma“t%% in grams/ Indications for use Limitations Sponsor
(iv) 0.91 i, Bambermycins, 2 ........... Growing turkeys: For the prevention of coccidi- | Feed continuously as the sole ration. Do not feed 058198
osis caused by Eimeria adenoeides, E. to breeding turkeys. Not for use in hens pro-
gallopavonis and E. meleagrimitis, and for in- ducing eggs for human consumption.
creased rate of weight gain and improved feed Bambermycins as provided by No. 016592 in
efficiency. §510.600(c) of this chapter.
* * * * * §558.258 Fenbendazole. (2) Swine.
m 24.In § 558.258, revise paragraph * * * * *
(e)(2) to read as follows: (e)* * *
ngﬁggd;ezrotlgr:n Comblngg;)?olr:l grams Indications for use Limitations Sponsors
(i) 10 to 300 (to For the removal and control of adult stage | Feed as the sole ration 000061
provide 9 milli- lungworms  (Metastrongylus apri and M.
grams per kilo- pudendotectus); adult and larvae (L3, 4
gram (mg/kg) of stages—Iliver, lung, intestinal forms) large
body weight) roundworms (Ascaris suum); adult stage nod-
given over a 3- ular worms (Oesophagostomum dentatum, O.
to 12-day period.. quadrispinulatum); adult stage small stomach
worms (Hyostrongylus rubidus); adult and lar-
vae (L2, 3, 4 stages—intestinal mucosal forms)
whipworms (Trichuris suis); adult and larvae
kidney worms (Stephanurus dentatus).
(i) 10 to 300 (to Bacitracin Growing/finishing swine: For the removal and | Feed as the sole ration. Under conditions of con- 054771
provide 9 mg/kg methylenedisalicylate, control of adult stage lungworms tinued exposure to parasites, retreatment may
of body weight).. 10 to 30. (Metastrongylus apri and M. pudendotectus); be needed after 4 to 6 weeks. Bacitracin
adult and larvae (L3, 4 stages—liver, lung, in- methylenedisalicylate as provided by No.
testinal forms) large roundworms (Ascaris 054771 in §510.600(c) of this chapter
suumy; adult  stage nodular  worms
(Oesophagostomum dentatum, O.
quadrispinulatum); adult stage small stomach
worms (Hyostrongylus rubidus); adult and lar-
vae (L2, 3, 4 stages—intestinal mucosal forms)
whipworms (Trichuris suis); adult and larvae
kidney worms (Stephanurus dentatus); and for
increased rate of weight gain and improved
feed efficiency.
(i) 10 to 300 (to Bacitracin 1. Growing/finishing swine: For the removal and | 1. Growing/finishing swine: Feed as sole ration. 054771

provide 9 mg/kg
of body weight)..

methylenedisalicylate,
250.

control of adult stage lungworms
(Metastrongylus apri and M. pudendotectus);
adult and larvae (L3, 4 stages—liver, lung, in-

testinal forms) large roundworms (Ascaris
suumy; adult stage nodular worms
(Oesophagostomum dentatum, 0.

quadrispinulatum); adult stage small stomach
worms (Hyostrongylus rubidus); adult and lar-
vae (L2, 3, 4 stages—intestinal mucosal forms)
whipworms (Trichuris suis); adult and larvae
kidney worms (Stephanurus dentatus); and for
control of swine dysentery associated with
Treponema hyodysenteriae on premises with a
history of swine dysentery, but where signs of
disease have not yet occurred; or following an
approved treatment of the disease condition.

2. Pregnant sows: For the removal and control of
adult stage lungworms (Metastrongylus apri
and M. pudendotectus); adult and larvae (L3, 4
stages—Iliver, lung, intestinal forms) large
roundworms (Ascaris suum); adult stage nod-
ular worms (Oesophagostomum dentatum, O.
quadrispinulatum); adult stage small stomach
worms (Hyostrongylus rubidus); adult and lar-
vae (L2, 3, 4 stages—intestinal mucosal forms)
whipworms (Trichuris suis); adult and larvae
kidney worms (Stephanurus dentatus); for con-
trol of clostridial enteritis in suckling pigs
caused by Clostridium perfringens.

Not for use in growing and finishing swine that
weigh more than 250 Ibs. Diagnosis of swine
dysentery should be confirmed by a veteri-
narian when results are not satisfactory. Under
conditions of continued exposure to parasites,
retreatment may be needed after 4 to 6 weeks.
Bacitracin methylenedisalicylate as provided by
No. 054771 in §510.600(c) of this chapter

2. Pregnant sows: Feed as sole ration. Diagnosis
of clostridial enteritis should be confirmed by a
veterinarian when results are not satisfactory.
Under conditions of continued exposure to
parasites, retreatment may be needed after 4
to 6 weeks. Bacitracin methylenedisalicylate as
provided by No. 054771 in §510.600(c) of this
chapter.

* * *

* *

§558.300 Ivermectin.

m 25.In § 558.300, revise paragraph (e) * * * * *
to read as follows:

(e) Conditions of use in swine. It is

used in feed as follows:
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Ivermectin in
grams/ton

Combination in grams/
ton

Indications for use

Limitations

Sponsor

(4)1.8t011.8 ......

(5)1.8t0 1.8 ...

Bacitracin
methylenedisalicylate,
10 to 30.

Bacitracin
methylenedisalicylate,
250.

Bacitracin
methylenedisalicylate,
250.

Weaned, growing-finishing swine: For treatment
and control of gastrointestinal roundworms
(Ascaris suum, adults and fourth-stage larvae;
Ascarops strongylina, adults; Hyostrongylus
rubidus, adults and fourth-stage larvae;
Oesophagostomum spp., adults and fourth-
stage larvae); kidneyworms (Stephanurus
dentatus, adults and fourth-stage larvae);
lungworms  (Metastrongylus  spp., adults);
threadworms  (Strongyloides ransomi, adults
and somatic larvae); lice (Haematopinus suis);
and mange mites (Sarcoptes scabiei var. suis).

Weaned, growing-finishing swine: For treatment
and control of gastrointestinal roundworms
(Ascaris suum, adults and fourth-stage larvae;
Ascarops strongylina, adults; Hyostrongylus
rubidus, adults and fourth-stage larvae;
Oesophagostomum spp., adults and fourth-
stage larvae); kidneyworms (Stephanurus
dentatus, adults and fourth-stage larvae);
lungworms  (Metastrongylus spp., adults);
threadworms (Strongyloides ransomi, adults
and somatic larvae); lice (Haematopinus suis);
and mange mites (Sarcoptes scabiei var. suis);
and for increased rate of weight gain and im-
proved feed efficiency.

Weaned, growing-finishing swine: For treatment
and control of gastrointestinal roundworms
(Ascaris suum, adults and fourth-stage larvae;
Ascarops strongylina, adults; Hyostrongylus
rubidus, adults and fourth-stage larvae;
Oesophagostomum spp., adults and fourth-
stage larvae); kidneyworms (Stephanurus
dentatus, adults and fourth-stage larvae);
lungworms  (Metastrongylus spp., adults);
threadworms (Strongyloides ransomi, adults
and somatic larvae); lice (Haematopinus suis);
and mange mites (Sarcoptes scabiei var. suis);
and for control of swine dysentery associated
with Treponema hyodysenteriae on premises
with a history of swine dysentery, but where
symptoms have not yet occurred, or following
an approved treatment of disease condition.

Adult and breeding swine: For treatment and con-
trol of gastrointestinal roundworms (Ascaris
suum, adults and fourth-stage larvae; Ascarops
strongylina, adults; Hyostrongylus rubidus,
adults and fourth-stage larvae;
Oesophagostomum spp., adults and fourth-
stage larvae); kidneyworms (Stephanurus
dentatus, adults and fourth-stage larvae);
lungworms  (Metastrongylus spp., adults);
threadworms (Strongyloides ransomi, adults
and somatic larvae, and prevention of trans-
mission of infective larvae to piglets, via the co-
lostrum or milk, when fed during gestation); lice
(Haematopinus  suis); and mange mites
(Sarcoptes scabiei var. suis).

Pregnant sows: For treatment and control of gas-
trointestinal roundworms (Ascaris suum, adults
and fourth-stage larvae; Ascarops strongylina,
adults; Hyostrongylus rubidus, adults and
fourth-stage larvae; Oesophagostomum spp.,
adults and fourth-stage larvae); kidneyworms
(Stephanurus dentatus, adults and fourth-stage
larvae); lungworms (Metastrongylus spp.,
adults); threadworms (Strongyloides ransomi,
adults and somatic larvae, and prevention of
transmission of infective larvae to piglets, via
the colostrum or milk, when fed during gesta-
tion); lice (Haematopinus suis); and mange
mites (Sarcoptes scabiei var. suis); and for
control of clostridial enteritis caused by Clos-
tridium perfringens in suckling piglets.

Feed as the only feed for 7 consecutive days to
provide 0.1 milligrams per kilograms (mg/kg) of
body weight per day. Withdraw 5 days before
slaughter.

Feed as the only feed for 7 consecutive days to
provide 0.1 mg/kg of body weight per day.
Withdraw 5 days before slaughter.

Feed as the only feed for 7 consecutive days to
provide 0.1 mg/kg of body weight per day.
Withdraw 5 days before slaughter.

Feed as the only feed for 7 consecutive days to
provide 0.1 mg/kg of body weight per day.
Withdraw 5 days before slaughter.

Feed as the only feed for 7 consecutive days to
provide 0.1 mg/kg of body weight per day.
Withdraw 5 days before slaughter. Feed baci-
tracin methylenedisalicylate Type C medicated
feed to sows from 14 days before through 21
days after farrowing on premises with a history
of clostridial scours.

050604

050604

050604

050604

050604
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Ivermectin in Combination in grams/ Indications for use Limitations Sponsor
grams/ton ton
(6) 18.2to 120 ...... Adult and breeding swine: For treatment and con- | Top dress on daily ration for individual treatment 050604
trol of gastrointestinal roundworms (Ascaris for 7 consecutive days to provide 0.1 mg/kg of
suum, adults and fourth-stage larvae; Ascarops body weight per day. Withdraw 5 days before
strongylina, adults; Hyostrongylus rubidus, slaughter.
adults and fourth-stage larvae;
Oesophagostomum spp., adults and fourth-
stage larvae); kidneyworms (Stephanurus
dentatus, adults and fourth-stage larvae);
lungworms  (Metastrongylus  spp., adults);
threadworms (Strongyloides ransomi, adults
and somatic larvae, and prevention of trans-
mission of infective larvae to piglets, via the co-
lostrum or milk, when fed during gestation); lice
(Haematopinus suis); and mange mites
(Sarcoptes scabiei var. suis).
* * * * * §558.325 Lincomycin. () * * =
m 26.In § 558.325, add paragraph * * * * *
(e)(1)(iii) to read as follows: (e)* * *
Lincomycin Combination in grams/ Indications for use Limitations Sponsors
grams/ton ton
(i) 2 oo Clopidol, 113.5 .............. Broiler chickens: For the control of necrotic enter- Feed as the sole ration to broiler chickens. Do 054771
itis caused or complicated by Clostridium spp. not feed to chickens over 16 weeks of age. Not
or other organisms susceptible to lincomycin, for use in laying hens, breeding chickens, or
and as an aid in the prevention of cecal and in- turkeys. Do not allow rabbits, hamsters, guinea
testinal coccidiosis caused by Eimeria tenella, pigs, horses, or ruminants access to feeds
E. necatrix, E. acervulina, E. maxima, E. containing lincomycin. Ingestion by these spe-
brunetti, and E. mivati. cies may result in severe gastrointestinal ef-
fects. Clopidol as provided by No. 016592 in
§510.600 of this chapter.
* * * * *

grams (10 grams per kilogram) of
m 27. Add §558.330 to read as follows:

(b) Sponsor. See No. 058198 in
§558.330 Lubabegron. §510.600(c) of this chapter.
(a) Specifications. Each pound of

Type A medicated article contains 4.54  of this chapter.

lubabegron as lubabegron fumarate.

(d) Conditions of use. It is used in
cattle feed as follows:

(c) Related tolerances. See § 556.370

Lubabegron Combination in grams/ ot R
grams/ton ton Indications for use Limitations Sponsors
(1) 1.25t0 4.54 ...... Beef steers and heifers fed in confinement for Feed 1.25 to 4.54 g/ton (1.39 to 5 ppm) of com- 058198

slaughter: For reduction of ammonia gas emis-
sions per pound of live weight and hot carcass
weight during the last 14 to 91 days on feed.

(i) [Reserved]

plete feed (90% dry matter basis) to provide 13
to 90 milligrams lubabegron/head/day continu-
ously. Do not allow horses or other equines ac-
cess to feed containing lubabegron. Not ap-
proved for use in breeding animals because
safety and effectiveness have not been evalu-
ated in these animals.

m 28.In § 558.415, revise paragraph (d) §558.415 Novobiocin.
to read as follows: * * * * *

(d) Conditions of use. It is used in
animal feeds as follows:
(1) Chickens—
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Novobiocin amount Indications for use Limitations Sponsor
(i) To provide 6 to 7 milligrams | Chickens: As an aid in the treatment of breast blisters | Administer feed which contains not less than 200 grams 054771
per pound (mg/lb) of body associated with staphylococcal infections susceptible of novobiocin activity per ton of feed as the sole ra-
weight per day. to novobiocin. tion for 5 to 7 days. Not for laying chickens. Withdraw
4 days before slaughter.
(i) To provide 10 to 14 mg/lb of | Chickens: For the treatment of staphylococcal synovitis | Administer feed which contains not less than 350 grams 054771
body weight per day. and generalized staphylococcal infections susceptible of novobiocin activity per ton of feed as the sole ra-
to novobiocin. tion for 5 to 7 days. Not for laying chickens. Withdraw
4 days before slaughter.
(2) Turkeys—
Novobiocin amount Indications for use Limitations Sponsor
(i) To provide 4 to 5 mg/lb of | Turkeys: As an aid in the treatment of breast blisters | Administer feed which contains not less than 200 grams 054771
body weight per day. associated with staphylococcal infections susceptible of novobiocin activity per ton of feed as the sole ra-
to novobiocin. tion for 5 to 7 days. Not for laying turkeys. Withdraw
4 days before slaughter.
(i) To provide 5 to 8 mg/lb of | Turkeys: As an aid in the control of recurring outbreaks | Administer feed which contains not less than 200 grams 054771
body weight per day. of fowl cholera caused by strains of Pasteurella of novobiocin activity per ton of feed as the sole ra-
multocida susceptible to novobiocin following initial tion for 5 to 7 days. Not for laying turkeys. Withdraw
treatment with 7 to 8 mg/Ib of body weight per day. 4 days before slaughter.
(i) To provide 7 to 8 mg/lb of | Turkeys: For the treatment of staphylococcal synovitis | Administer feed which contains not less than 350 grams 054771
body weight per day. and generalized staphylococcal infections susceptible of novobiocin activity per ton of feed as the sole ra-
to novobiocin; and treatment of acute outbreaks of tion for 5 to 7 days. Not for laying turkeys. Withdraw
fowl cholera caused by strains of Pasteurella 4 days before slaughter.
multocida susceptible to novobiocin.
(3) Minor species—
Novobiocin amount Indications for use Limitations Sponsor
(i) 350 grams per ton. Ducks: For the control of infectious serositis and fowl | Administer as the sole ration for 5 to 7 days. Continue 054771
cholera in ducks caused by Pasteurella anatipestifer medication for 14 days if necessary. Repeat if rein-
and P. multocida, susceptible to novobiocin. fection occurs. Discontinue use at least 3 days before
slaughter. Not for use in laying ducks.
(i) To provide 20 mg/lb of body | Mink: For the treatment of generalized infections, ab- | Administer feed which contains not less than 200 grams 054771
weight per day. scesses, or urinary infections caused by staphy- of novobiocin activity per ton of feed as the sole ra-
lococcal or other novobiocin sensitive organisms. tion for 7 days.
m 29. In § 558.450, redesignate redesignated paragraphs (e)(5)(iv) and §558.450 Oxytetracycline.
paragraphs (e)(5)(iii), (iv), and (v) as (v) to read as follows: * * * * *
paragraphs (e)(v), (iii), and (iv) () * * *
respectively; and revise newly (5)* * *
Oxytetracycline P -
amount Indications for use Limitations Sponsor
(iv) 3.75 g/100 Ib of fish/day. e e 066104
3. Freshwater-reared salmonids weighing up to 55 | Feed for 10 days. Immediate release is permitted fol-
grams: For marking the skeletal tissue. lowing the last feeding of medicated feed.
(v) 11.35 g/100 Ib of fish/day. Pacific salmon not over 30 grams body weight: For | Administer medicated feed as the sole ration for 4 con- 066104

marking of skeletal tissue.

secutive days. Do not liberate for at least 7 days fol-
lowing last feeding of medicated feed.

* * *

* * * * *

m 30.In § 558.575, revise paragraphs (b)

and (e) to read as follows:

§558.575 Sulfadimethoxine and

ormetoprim.
* * * * *

(b) Sponsors. See sponsors in
§510.600(c) of this chapter for use as in

paragraph (d) of this section:

(1) No. 054771 for use of the product
described in paragraph (a)(1) as in
paragraphs (e)(1), (e)(2)(i), and (e)(3)(i)

through (iii) of this section.

(2) No. 015331 for use of the product
described in paragraph (a)(2) as in

paragraphs (e)(3)(iv) and (v) of this

section.
* * * *

animal feeds as follows:
(1) Chickens—

(e) Conditions of use. It is used in



Federal Register/Vol. 84, No. 63/Tuesday, April 2, 2019/Rules and Regulations 12503
Sulfadimethoxine
and ormetoprim Indications for use Limitations Sponsors
grams/ton
(i) Sulfadimethoxine, 113.5; | Broiler chickens: As an aid in the prevention of coccidi- | Feed as sole ration. Withdraw 5 days before slaughter. 054771
ormetoprim, 68.1. osis caused by all Eimeria species known to be path-
ogenic to chickens, namely, E. tenella, E. necatrix, E.
acervulina, E. brunetti, E. mivati, and E. maxima, and
bacterial infections due to Heterakis gallinarum (infec-
tious coryza), Escherichia coli (colibacillosis) and
Pasteurella multocida (fowl cholera).
(i) Sulfadimethoxine, 113.5; | Replacement chickens: As an aid in the prevention of | Feed as sole ration. Do not feed to chickens over 16 054771
ormetoprim, 68.1. coccidiosis caused by all Eimeria species known to weeks (112 days) of age. Withdraw 5 days before
be pathogenic to chickens, namely, E. tenella, E. slaughter.
necatrix, E. acervulina, E. brunetti, E. mivati, and E.
maxima, and bacterial infections due to Heterakis
gallinarum  (infectious coryza), Escherichia coli
(colibacillosis) and Pasteurella multocida (fowl chol-
era).
(2) Turkeys—
Sulfadimethoxine
and ormetoprim Indications for use Limitations Sponsors
grams/ton
(i) Sulfadimethoxine, 56.75; | Turkeys: As an aid in the prevention of coccidiosis | Do not feed to turkeys producing eggs for food. With- 054771
ormetoprim, 34.05. caused by all Eimeria species known to be patho- draw 5 days before slaughter.
genic to turkeys, namely, E. adenoeides, E.
gallopavonis, and E. meleagrimitis and bacterial infec-
tion due to Pasteurella multocida (fowl cholera).
(i) [Reserved]
(3) Minor species—
an dsgrlﬁgt'gqp?}gog';%um Indications for use Limitations Sponsors
(i) Sulfadimethoxine, 227; | Ducks, including breeding ducks: As an aid in the con- | Feed as sole ration for 7 days. Medication should be 054771
ormetoprim, 136.2 grams/ton of trol of bacterial infections due to Pasteurella started at the first signs of infection. Do not feed to
feed. multocida (fowl cholera). ducks producing eggs for food. Withdraw 5 days be-
fore slaughter.
(i) Sulfadimethoxine, 454; | Ducks: As an aid in the control of bacterial infections | Feed as a sole ration for 7 days. Medication should be
ormetoprim, 272.4 grams/ton of due to Escherichia coli, Riemerella anatipestifer, and started at the first signs of infection. Not for breeding
feed. severe challenge of Pasteurella multocida (fowl chol- ducks. Do not feed to ducks producing eggs for food.
era). Withdraw 5 days before slaughter.
(i) Sulfadimethoxine,  113.5; | Chukar partridges: For prevention of coccidiosis caused | Feed continuously to young birds up to 8 weeks of age 054771
ormetoprim, 68.1 grams/ton of by Eimeria kofoidi and E. legionensis. as sole ration.
feed.
(iv) 50 milligrams (mg) of active | Salmonids: For the control of furunculosis in salmonids | Administer for 5 consecutive days. Withdraw 42 days 015331
ingredients per kilogram of (trout and salmon) caused by Aeromonas salmonicida before release as stocker fish or slaughter.
body weight per day. strains  susceptible to  sulfadimethoxine  and
ormetoprim combination.
(v) 50 mg of active ingredients | Catfish: For control of enteric septicemia of catfish | Administer for 5 consecutive days. Withdraw 3 days be- 015331

per kilogram of body weight per
day.

caused by Edwardsiella ictaluri strains susceptible to
sulfadimethoxine and ormetoprim combination.

fore slaughter or release as stocker fish.

m 30. Revise § 558.600 to read as

follows:

§558.600 Thiabendazole.

(a) Specifications. Type A medicated
articles containing 22, 44.1, 66.1, and
88.2 percent thiabendazole. The 66.1

feed.

manufacture of cane molasses liquid
Type B feed which is mixed in dry
feeds. The 88.2 percent Type A is used
solely for the manufacture of an aqueous
slurry for adding to a Type C dry cattle

(b) Sponsor. See No. 050604 in

of this chapter.

containing bentonite.

(c) Related tolerances. See § 556.730

(d) Special considerations. Do not use
in Type B or Type C medicated feed

(e) Conditions of use. It is used in

medicated feed as follows:

percent Type A is solely for the §510.600(c) of this chapter. (1) Cattle—
Thiabendazole ok -
amount Indications for use Limitations Sponsor
(i) To provide 3 grams per 100 Ib | Cattle: For control of infections of gastrointestinal | Use 3 grams per 100 Ib of body weight as a single 050604

of body weight.

roundworms  (Trichostrongylus spp., Haemonchus
spp., Ostertagia spp., Nematodirus  spp.,
Oesophagostomum radiatum).

dose. May repeat once in 2 to 3 weeks. Do not treat
animals within 3 days of slaughter. Milk taken from
treated animals within 96 hours (8 milkings) after the
latest treatment must not be used for food.
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Thiabendazole

amount Indications for use Limitations Sponsor
(i) To provide 5 grams per 100 Ib | Cattle: For control of severe infections of gastro- | Administer 5 grams per 100 Ib of body weight at a sin- 050604
of body weight. intestinal  roundworms  (Trichostrongylus  spp., gle dose or divided into 3 equal doses, administered
Haemonchus spp., Ostertagia spp., Nematodirus 1 dose each day, on succeeding days. May repeat
spp., Oesophagostomum radiatum); control of infec- once in 2 to 3 weeks. Do not treat animals within 3
tions of Cooperia spp. days of slaughter. Milk taken from treated animals
within 96 hours (8 milkings) after the latest treatment
must not be used for food.
(2) Swine—
Thiabendazole in grams/ton Indications for use Limitations Sponsor
(i) 45.4 to 908 Swine: As an aid in the prevention of infections of large | Administer continuously feed containing 0.05 to 0.1 per- 050604
roundworms (genus Ascaris). cent thiabendazole per ton for 2 weeks followed by
feed containing 0.005 to 0.02 percent thiabendazole
per ton for 8 to 14 weeks. Do not treat animals within
30 days of slaughter.
(i) [Reserved]
(3) Minor species—
Thlzbnelgsr?tzole Indications for use Limitations Sponsor
(i) To provide 2 grams per 100 Ib of body weight. | Sheep and goats: For control of infections of | Use 2 grams per 100 Ib of body weight at a sin- 050604
gastrointestinal roundworms (Trichostrongylus gle dose. Do not treat animals within 30 days
spp., Haemonchus spp., Ostertagia spp., of slaughter. Milk taken from treated animals
Cooperia spp.; Nematodirus spp., within 96 hours (8 milkings) after the latest
Bunostomum  spp.,  Strongyloides  spp., treatment must not be used for food.
Chabertia spp., and Oesophagostomum spp.);
also active against ova and larvae passed by
sheep from 3 hours to 3 days after the feed is
consumed (good activity against ova and lar-
vae of T. colubriformis and axei, Ostertagia
spp., Nematodirus spp., Strongyloides spp.;
less effective against those of Haemonchus
contortus and Oesophagostomum spp.).
(i) To provide 3 grams per 100 Ib of body | Goats: For control of severe infections of gastro- | Administer 3 grams per 100 Ib of body weight at 050604
weight.. intestinal roundworms (Trichostrongylus spp., a single dose. Do not treat animals within 30
Haemonchus spp., Ostertagia spp., Cooperia days of slaughter. Milk taken from treated ani-
spp., Nematodirus spp., Bunostomum spp., mals within 96 hours (8 milkings) after the lat-
Strongyloides spp., Chabertia spp., and est treatment must not be used for food.
Oesophagostomum spp.).
(iii) 454 grams/ton of feed .... Pheasants: For the treatment of gapeworms | Feed continuously for 2 weeks (14 days). Do 050604
(Syngamus trachea). not use treated pheasants for food for 21
days after last day of treatment. Fertility,
hatchability, and other reproductive data are
not available on use in breeding animals.
m 31.In § 558.633, revise paragraph (e) §558.633 Tylvalosin. (e) Conditions of use.
to read as follows: * * * * *
Té’:_‘;anl]osﬂgn'“ Indications for use Limitations Sponsor
(1) B8.6 e Swine: For the control of porcine proliferative | Feed continuously as the sole ration for 14 con- 066916

(i) [Reserved]

enteropathy (PPE) associated with Lawsonia
intracellularis infection in groups of swine in
buildings experiencing an outbreak of PPE.

secutive days.

Dated: March 26, 2019.
Lowell J. Schiller,
Acting Associate Commissioner for Policy.
[FR Doc. 2019-06136 Filed 4-1-19; 8:45 am]
BILLING CODE 4164-01-P
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RIN 0910-AH49

Removal of Certain Time of Inspection
and Duties of Inspector Regulations
for Biological Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is issuing a final rule amending the
general biologics regulations relating to
time of inspection requirements and
also removing duties of inspector
requirements. FDA is taking this action
to remove outdated requirements and
accommodate new approaches, such as
a risk-based inspection frequency for
drug and device establishments, thereby
providing flexibility without
diminishing public health protections.
This action is part of FDA’s
implementation of Executive Orders
(E.O.s) 13771 and 13777. Under these
E.O.s, FDA is comprehensively
reviewing existing regulations to
identify opportunities for repeal,
replacement, or modification that will
result in meaningful burden reduction,
while allowing the Agency to achieve
our public health mission and fulfill
statutory obligations.

DATES: This rule is effective May 2,
2019.

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

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

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Executive Summary
A. Purpose of the Final Rule
B. Summary of the Major Provisions of the
Final Rule

C. Legal Authority
D. Costs and Benefits
II. Background
A. Need for This Regulation
B. Summary of Comments to the Proposed
Rule
C. General Overview of the Final Rule
III. Legal Authority
IV. Comments on the Proposed Rule and FDA
Response
A. Introduction
B. Description of Comments Regarding
Proposed Revisions to §§ 600.21 and
600.22
C. Description of Comments Outside the
Scope of This Rulemaking
V. Economic Analysis of Impacts
VI. Analysis of Environmental Impact
VII. Paperwork Reduction Act of 1995
VIII. Federalism
IX. Consultation and Coordination With
Indian Tribal Governments

I. Executive Summary
A. Purpose of the Final Rule

FDA is issuing this final rule to
amend the general biologics regulations
relating to time of inspection
requirements and to remove duties of
inspector requirements. FDA is taking
this action to remove outdated
requirements and accommodate new
approaches, such as a risk-based
inspection frequency for drug and
device establishments, thereby
providing flexibility without
diminishing public health protections.

B. Summary of the Major Provisions of
the Final Rule

This final rule revises the time of
inspection requirements contained in
§ 600.21 (21 CFR 600.21) and also
removes the duties of inspector
requirements contained in § 600.22 (21
CFR 600.22). These changes to the
biological product regulations eliminate
outdated requirements and
accommodate new approaches, such as
a risk-based inspection frequency for
drug and device establishments, thereby
providing flexibility without
diminishing public health protections.
Revision and removal of these
regulations does not change the
biological product establishment
inspection requirements and duties of
an investigator requirements that apply
under sections 704 and 510(h) of the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) (21 U.S.C. 374 and 360(h))
and section 351(c) of the Public Health
Service Act (PHS Act) (42 U.S.C.
262(c)).

C. Legal Authority

FDA is taking this action under the
biological product provisions of the PHS
Act, and the drugs and general
administrative provisions of the FD&C

Act, including sections 704 and 510(h)
of the FD&C Act and section 351(c) of
the PHS Act.

D. Costs and Benefits

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

II. Background
A. Need for This Rulemaking

In the Federal Register on January 26,
2018, FDA published a proposed rule
entitled “Removal of Certain Time of
Inspection and Duties of Inspector
Regulations for Biological Products;
Companion to Direct Final Rule” (83 FR
3631), as well as a companion direct
final rule entitled ‘““Removal of Certain
Time of Inspection and Duties of
Inspector Regulations for Biological
Products” (83 FR 3586). To allow for
consideration of the issues raised in the
comments to the proposed rule, FDA
withdrew the direct final rule in the
Federal Register of May 7, 2018 (83 FR
19936). After careful consideration of
these issues, FDA is issuing this final
rule to revise the time of inspection
requirements contained in § 600.21 and
to remove the duties of inspector
requirements contained in § 600.22. As
discussed in the proposed rule, on
February 24, 2017, President Donald
Trump issued E.O. 13777, “Enforcing
the Regulatory Reform Agenda” (82 FR
12285, March 1, 2017). One of the
provisions in the E.O. requires Agencies
to evaluate existing regulations and
make recommendations to the Agency
head regarding their repeal,
replacement, or modification, consistent
with applicable law. As one step in
implementing the E.O., FDA published
a notice in the Federal Register of
September 8, 2017 (82 FR 42492)
entitled ‘“Review of Existing Center for
Biologics Evaluation and Research
Regulatory and Information Collection
Requirements.” In that notice, FDA
announced that it was conducting a
review of existing regulations to
determine, in part, whether they can be
made more effective in light of current
public health needs and to take
advantage of, and support, advances in
innovation that have occurred since
those regulations took effect. As part of
this initiative, FDA is updating outdated
regulations as specified in this rule.
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FDA'’s general biological products
regulations in part 600 (21 CFR part
600) are intended to help ensure the
safety, purity, and potency of biological
products administered to humans. The
revision and removal of certain general
biological products regulations are
designed to eliminate outdated
requirements and accommodate new
approaches, such as a risk-based
inspection frequency for drug and
device establishments, and provide
flexibility without diminishing public
health protections. Specifically, this
final rule revises § 600.21 and removes
§600.22.

B. Summary of Comments to the
Proposed Rule

We received five comments on the
proposed rule from individual
submitters. We received comments both
in support of the proposed rule and
comments raising concerns over the
proposed revisions to §§ 600.21 and
600.22. These comments are further
summarized in section IV.

C. General Overview of the Final Rule

As discussed in the proposed rule (83
FR 3631 at 3633), FDA’s authority to
conduct establishment inspections is
included in both the FD&C Act and the
PHS Act. Specifically, section 704 of the
FD&C Act and section 351(c) of the PHS
Act authorize the Agency to inspect
establishments that manufacture
biological products. Following
enactment of the Food and Drug
Administration Safety and Innovation
Act (FDASIA) (Pub. L. 112—144) on July
9, 2012, and as provided under the
provisions in E.O. 13777, FDA is
revising § 600.21 and removing
§ 600.22.

FDA is revising § 600.21 to remove
the biennial inspection requirement for
biological product establishments that
are registered as drug establishments
and for those that are registered as
device establishments. Before FDASIA
was signed into law, section 510(h) of
the FD&C Act provided, among other
things, that drug and device
establishments registered with FDA
must be inspected on a biennial basis.
Section 510(h) of the FD&C Act applies
to biological product establishments
because all biological products are
subject to regulation under the drug or
device provisions of the FD&C Act (in
addition to the biological product
provisions of the PHS Act). Since 1983,
FDA'’s biological product regulation at
§600.21 has also included a biennial
inspection requirement, which was
consistent with the pre-FDASIA
biennial inspection requirement in
section 510(h) of the FD&C Act.

With the enactment of FDASIA,
however, the biennial inspection
requirement for drug establishments in
section 510(h) of the FD&C Act was
replaced with a requirement that FDA
inspect drug establishments in
accordance with a risk-based schedule
established by FDA. Additionally, the
FDA Reauthorization Act of 2017
(FDARA) was signed into law on August
18, 2017, and substantively amended
the FD&C Act to, among other things,
revise section 510(h)(2) such that the
biennial inspection schedule for device
establishments was also replaced by a
risk-based schedule. FDA has
determined that the biennial inspection
requirement in § 600.21 regarding the
frequency of inspections is outdated and
no longer consistent with the FD&C Act
(e.g., the risk-based inspection schedule
for drug and device establishments may
result in scheduling inspections at
intervals of greater or less than 2 years
for certain biological product
establishments).

FDA is also removing provisions in
§ 600.21 concerning inspectional notice
and the timing of pre-licensure
reinspections of biological product
establishments, as these provisions are
outdated and unnecessary. As discussed
in the proposed rule (83 FR 3631 at
3634), inspectional notice is addressed
in the Agency’s practices for inspections
in its Standard Operating Procedures
and Policies and in the Investigations
Operations Manual (IOM). With respect
to the timing of a reinspection of a
biological product establishment
following the denial of a biologics
license application, the general
biologics licensing provision at 21 CFR
601.4, which was issued subsequent to
§600.21, sets forth the administrative
procedures following the denial of a
license; accordingly, the specific
provision in § 600.21 regarding timing
of a reinspection following denial of a
license is unnecessary.

FDA has further decided that current
§ 600.22, which requires specific duties
of an FDA inspector, is unnecessary
because the requirements in § 600.22(a)
through (h) are duplicative of statutory
requirements that apply to biological
product inspections under section 704
of the FD&C Act. Specifically, the
inspection requirements in section 704
of the FD&C Act encompass all of the
requirements outlined in § 600.22.
Thus, we are removing § 600.22(a)
through (h).

The removal of these regulations,
however, does not change the
establishment inspection requirements
and duties of investigator requirements
specified in sections 704 and 510(h) of
the FD&C Act, section 351(c) of the PHS

Act, or the procedures described in the
IOM. Additionally, it does not change
the established process for risk-based
inspection planning and work planning.

III. Legal Authority

FDA is issuing this rule under the
biological products provisions of the
PHS Act (42 U.S.C. 216, 262, 263, 263a,
and 264) and the drugs and general
administrative provisions of the FD&C
Act (21 U.S.C. 321, 351, 352, 353, 355,
356¢, 356€, 360, 3601, 371, 374, and
379k-1). Under these provisions of the
PHS Act and the FD&C Act, we have the
authority to issue and enforce
regulations designed to ensure that
biological products are safe, pure, and
potent, and to prevent the introduction,
transmission, and spread of
communicable disease.

IV. Comments on the Proposed Rule
and FDA Response

A. Introduction

We received five comments on the
proposed rule from individual
submitters. We describe and respond to
the comments in sections IV. B through
IV. C. We have numbered each comment
to help distinguish between different
comments. We have grouped similar
comments together under the same
number and, in some cases, we have
separated different issues discussed in
the same comment and designated them
as distinct comments for purposes of
our responses. The number assigned to
each comment or comment topic is
purely for organizational purposes and
does not signify the comment’s value or
importance, or the order in which
comments were received.

B. Description of Comments Regarding
Revisions to §§ 600.21 and 600.22

(Comment 1) One comment supported
the proposed rule.

(Response 1) We acknowledge and
appreciate the supportive comment.

(Comment 2) One comment expressed
concern that the risk-based inspection
frequency will not be without negative
health consequences. The comment also
stated that “[R]isk Management is an
identified known weak element to a
majority of biological and medical
device companies” and that the
management and mitigation of risk
without FDA oversight for a number of
years is going to be a high-risk endeavor.

(Response 2) We disagree that the
risk-based inspection frequency will
have negative health consequences. The
purpose of this rule is to remove
outdated requirements and
accommodate new approaches, such as
a risk-based inspection frequency for
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device and drug establishments. We
believe this final rule will provide
flexibility without diminishing public
health protections. Furthermore, as
discussed in the preamble to the
proposed rule (83 FR 3633), establishing
a risk-based schedule for inspections of
drug establishments registered with
FDA was mandated with the enactment
of the FDASIA that was signed into law
on July 9, 2012. In August 2017, FDARA
mandated a risk-based schedule for
inspections of device establishments
registered with FDA. As a result of these
amendments to the FD&C Act, sections
510(h)(2) and (3) of the FD&C Act now
include requirements to establish a risk-
based schedule for the inspection of
drug and device establishments. In
accordance with section 510(h)(4) of the
FD&C Act, the risk-based schedule must
consider, among other things, the
known safety risks of such
establishments, including the
compliance history of the establishment;
the record, history, and nature of recalls
linked to the establishment; the inherent
risk of the drug or device manufactured,
prepared, propagated, compounded, or
processed at the establishment; the
inspection frequency and history of the
establishment; and any other criteria
deemed necessary and appropriate by
FDA. While we agree that application of
the risk-based inspection frequency may
result in some establishments being
inspected less frequently than every 2
years, these establishments will have
been determined to be at a lower risk
based on the Agency’s evaluation of the
above factors. In addition, the resources
saved by performing less frequent
inspections at lower risk establishments
will allow FDA to inspect those
establishments deemed higher risk more
frequently if needed. Therefore, we
believe the comment’s concerns about
negative health consequences are
addressed during FDA’s review of the
known safety risks of drug and device
establishments. The known safety risks
that FDA must consider in establishing
a risk-based schedule are outlined in
section 510(h)(4) of the FD&C Act. With
regard to “[R]isk Management,” we note
that any such discussion is outside the
scope of this rule.

(Comment 3) One comment expressed
concern with FDA’s implementation
and process for the review of existing
regulations under E.O. 13771.

(Response 3) We reiterate that the
purpose of this rule is to remove
outdated requirements and
accommodate new approaches, such as
the risk-based inspection frequency for
drug and device establishments required
by the FD&C Act, and to provide
flexibility without diminishing public

health protections. With regard to FDA’s
implementation and process for the
review of existing regulations under
E.O. 13771, we note that any such
discussion is outside the scope of this
rule.

(Comment 4) One comment expressed
concern with respect to determining the
frequency of inspections and asserted
that any revised risk-based inspection
schedule should provide for “both more
relaxed and more frequent forms of
inspection, if indicated by the
conditions and risks that are assessed.”
The comment also asserted that FDA
must “‘recognize that for products or
processes for which quality is important
and significant failures of quality are
unacceptable, there may be a need for
inspection more frequently than every
two years, and with the degree of
inspection and discussion now
contained in the inspector duties under
600.20.”

(Response 4) As discussed in the
preamble to the proposed rule (83 FR
3633), the risk-based inspection
schedule for drug and device
establishments may result in scheduling
inspections at intervals of greater than 2
years for certain biological product
establishments. However, those
establishments will have been
determined to be at a lower risk based
on evaluation of the factors included in
section 510(h)(4) of the FD&C Act. In
addition, the resources saved by
performing less frequent inspections at
lower risk establishments will allow
FDA to inspect those establishments
deemed higher risk more frequently
when needed. We reiterate that the
removal of these regulations will not
change the establishment inspection
requirements and duties of an
investigator requirements specified in
sections 704 and 510(h) of the FD&C Act
and section 351(c) of the PHS Act.
Additionally, it will not change the
established process for risk-based
inspection planning and work planning.
Furthermore, this revision will not
change FDA'’s authority to inspect an
establishment for special cause, such as
when FDA becomes aware of consumer
complaints or adverse event reports,
signaling a possible product quality
issue for which a prompt inspection
may be useful in investigating the
matter. Therefore, while we agree, in
part, with the comment, we believe the
concerns expressed in the comment are
addressed through FDA’s review of the
known safety risks of drug and device
establishments and by FDA'’s ability to
inspect as needed in the interest of
patient safety. The known safety risks
that FDA must consider in establishing

a risk-based schedule are outlined in
section 510(h)(4) of the FD&C Act.

C. Description of Comments Outside the
Scope of This Rulemaking

(Comment 5) One comment requested
an exemption to newly created
Occupational Safety and Health
Administration (OSHA) requirements.

(Response 5) We decline to respond
because the request is outside the scope
of this rule.

V. Economic Analysis of Impacts

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

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

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before issuing “any
rule that includes any Federal mandate
that may result in the expenditure by
State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.”
The current threshold after adjustment
for inflation is $150 million, using the
most current (2017) Implicit Price
Deflator for the Gross Domestic Product.
This final rule would not result in an
expenditure in any year that meets or
exceeds this amount.

This rule is being issued to amend the
general biologics regulations by
removing certain time of inspection
requirements and the duties of inspector
requirements. This action is being taken
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to remove outdated requirements,
accommodate new approaches, and
provide flexibility without diminishing
public health protections. Because this
rulemaking would remove regulations to
be consistent with updated practice and
does not impose any additional
regulatory burdens, this rulemaking is
not anticipated to result in any
compliance costs and the economic
impact is expected to be minimal.

VI. Analysis of Environmental Impact

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

VII. Paperwork Reduction Act of 1995

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

VIII. Federalism

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

IX. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this rule in
accordance with the principles set forth
in E.O. 13175. We have determined that
the rule does not contain policies that
have substantial direct effects on one or
more Indian Tribes, on the relationship
between the Federal Government and
Indian Tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian Tribes.
Accordingly, we conclude that the rule
does not contain policies that have
tribal implications as defined in the
Executive Order and, consequently, a
tribal summary impact statement is not
required.

List of Subjects in 21 CFR Part 600

Biologics, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 600 is amended
as follows:

PART 600—BIOLOGICAL PRODUCTS:
GENERAL

m 1. The authority citation for part 600
is revised to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 356¢, 3566, 360, 360i, 371, 374, 379k—
;42 U.S.C. 216, 262, 263, 263a, 264.

§ 600.21 [Amended]

m 2. Amend § 600.21 by removing the
last three sentences.

§ 600.22 [Removed and Reserved]

m 3. Remove and reserve § 600.22.

Dated: March 25, 2019.
Scott Gottlieb,
Commissioner of Food and Drugs.
[FR Doc. 2019-06187 Filed 4-1-19; 8:45 am]
BILLING CODE 4164-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R03-OAR-2018-0153; FRL-9990-86-
Region 3]

Approval and Promulgation of Air
Quality Implementation Plans;
Maryland; Amendment To Control of
Emissions of Volatile Organic
Compounds From Consumer Products

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

SUMMARY: The Environmental Protection
Agency (EPA) is approving a revision to
the State of Maryland’s state
implementation plan (SIP). The State of
Maryland’s SIP revision pertains to
Code of Maryland Regulations (COMAR)
26.11.32—Control of Emissions of
Volatile Organic Compounds (VOCs)
from Consumer Products. This action is
being taken under the Clean Air Act
(CAA).

DATES: This final rule is effective on
May 2, 2019.

ADDRESSES: EPA has established a
docket for this action under Docket ID
Number EPA-R03—-OAR-2018-0153. All
documents in the docket are listed on
the www.regulations.gov website.
Although listed in the index, some
information is not publicly available,
e.g., confidential business information
(CBI) or other information whose

disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available through www.regulations.gov,
or please contact the person identified
in the For FURTHER INFORMATION
CONTACT section for additional
availability information.

FOR FURTHER INFORMATION CONTACT: Mr.
Gregory Becoat, Office of Air Program
Planning (3AP30), Air Protection
Division, U.S. Environmental Protection
Agency, Region 3, 1650 Arch Street,
Philadelphia, Pennsylvania 19103. The
telephone number is (215) 814—2036.
Mr. Becoat can also be reached via
electronic mail at becoat.gregory@
epa.gov.

SUPPLEMENTARY INFORMATION: On
November 16, 2017, the Maryland
Department of Environment (MDE)
submitted a revision to its SIP for
COMAR 26.11.32—Control of Emissions
of Volatile Organic Compounds from
Consumer Products. The amendment is
part of Maryland’s strategy to achieve
and maintain the 8-hour ozone national
ambient air quality standards (NAAQS)
throughout the State.

I. Background

EPA has designated certain areas
within Maryland as nonattainment for
the 2008 ozone NAAQS. See 40 CFR
81.321. Also, all of Maryland is
included in the Ozone Transport Region
(OTR) and is therefore treated as a
moderate nonattainment area for ozone.
See CAA section 184(a), (b)(2), 42 U.S.C.
7511c(a), (b)(2). Therefore, Maryland
must continue to enact regulations to
gain further reductions of the emissions
of VOCs, a class of compounds that are
precursors to ground-level ozone. Ozone
is formed in the atmosphere by
photochemical reactions between VOCs
and oxides of nitrogen (NOx) in the
presence of sunlight. In order to reduce
ozone concentrations, the CAA requires
control of VOC and NOx emission
sources to achieve VOC and/or NOx
emission reductions in nonattainment
areas.

In December 1999, EPA identified
emission reduction shortfalls in several
severe 1-hour ozone nonattainment
areas, including those located in the
OTR. The Ozone Transport Commission
(OTC) developed model rules for a
number of source categories. One of the
model rules was to reduce VOC
emissions from consumer products. The
OTC model rules are based on existing
rules developed by the California Air
Resources Board (CARB). The OTC
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Model Rule for Consumer Products was
first issued in March 28, 2001, revised
November 29, 2001, and April 23, 2002.
Additional amendments followed in
2006, 2010, and 2014. Maryland
adopted the 2001 OTC model rule for
consumer products under COMAR
26.11.32—Control of Emissions of
Volatile Organic Compounds from
Consumer Products, on August 18,
2003. EPA approved Maryland’s
adopted regulation COMAR 26.11.32 as
part of the SIP on December 8, 2004 (69
FR 70895). Maryland adopted the
amended 2006 OTC model rule for
consumer products under COMAR
26.11.32—Control of Emissions of
Volatile Organic Compounds from
Consumer Products, on June 8, 2007.
EPA approved Maryland’s amended
regulation into the SIP on December 10,
2007 (72 FR 69621). Maryland again
amended its consumer products
regulation and on October 18, 2010 (75
FR 63717), EPA approved Maryland’s
SIP revision to COMAR 26.11.32—
Control of Emissions of Volatile Organic
Compounds from Consumer Products.

II. Summary of SIP Revision and EPA
Analysis

On November 16, 2017, Maryland
submitted a SIP revision to amend
COMAR 26.11.32—Control of Emissions
of Volatile Organic Compounds from
Consumer Products, in order to institute
the requirements of the 2010 and 2014
OTC model rules for consumer
products. The 2010 and 2014 model
rules were developed as part of a
regional effort to attain and maintain the
8-hour ozone NAAQS and reduce 8-
hour ozone levels. The 2010 OTC model
rule reflected changes made by the 2006
CARB rule. The 2014 OTC model rule
reflected changes made by the 2009
CARB rule. The OTC model rules
further enhance VOC standards for
specific consumer products and
introduces VOC standards for new
products. Generally, the amendments to
COMAR 26.11.32—Control of Emissions
of Volatile Organic Compounds from
Consumer Products regulations,
established or amended VOC content
limits and standards for a variety of
consumer product categories, including
personal care products, household
products, automotive cleaners, and
adhesives, in order to be consistent with
the CARB and OTC model rules. More
detailed information on these
provisions, as well as a detailed
summary of EPA’s review and rationale
for approving these SIP revisions, can be
found in the notice of proposed
rulemaking (NPR) for this action which
is available on line at

www.regulations.gov, Docket number
EPA-R03-OAR-2018-0153.

After evaluating the SIP revision
submittal, EPA concluded that the
revisions made to COMAR 26.11.32—
Control of Emissions of VOCs from
Consumer Products, meet the SIP
revision requirements of the CAA. The
revision will continue to help Maryland
attain and maintain the eight-hour
ozone standard for the 2008 NAAQS.
On August 8, 2018 (83 FR 39009), EPA
published a NPR for the State of
Maryland SIP revision. EPA received
two comments, one which was a
relevant adverse comment on the NPR,
noting that the CARB and the OTC
model rules referenced in the NPR were
not in the docket on
www.regulations.gov. As a result, EPA
placed the missing CARB and OTC
model rules into the docket for this
action on August 16, 2018, and then
published a supplemental NPR on
November 26, 2018 (83 FR 57704),
reopening the comment period for this
action for thirty days. EPA received two
additional comments during the
supplemental NPR comment period. All
comments received during the initial
public comment period and the
supplemental NPR comment period are
addressed in Section III. Response to
Comments of this rulemaking action.

III. Response to Comments

During the two comment periods,
EPA received four anonymous
comments on the proposed rulemaking
action. One comment generally
discussed air quality in China and India.
EPA believes this comment is not
germane to this rulemaking and
therefore no further response is
provided. Two comments were
supportive of EPA’s approval of the
State of Maryland’s SIP revision and
noted the air quality benefits of
approving the CARB and OTC model
rules into Maryland’s SIP. EPA thanks
those commenters and agrees that this
SIP revision will have air quality
benefits in Maryland. The fourth
comment, received during the first
public comment period, pointed out
that the CARB and OTC regulations
were not in the docket for the rule,
which EPA corrected by issuing the
supplemental NPR and, also, raised the
comment discussed below.

Comment #1: The anonymous
commenter stated: ‘“‘Are you or are you
not proposing to approve the hair
styling gel category? The “Proposed
Action” section makes it sound like you
are approving everything except the hair
styling gel category.”

Response #1: EPA is approving the
“hair styling product—all other forms”

category—which includes “hair styling
gel”—into the Maryland SIP. As noted
in the NPR published on August 8, 2018
(83 FR 39009), the 2006 CARB rule
eliminated the ‘“hair styling gel”
category and now considers gels to fall
under “hair styling product—all other
forms” category. Considering hair
styling gels to be part of the “hair
styling product—all other forms”
category resulted in a reduction of the
hair styling gels VOC limit from 6 to 2
percent VOC by weight. The 2014 OTC
model rule did not address the 2006
CARB rule amendment for hair styling
gels. However, MDE rectified this
omission in the 2014 OTC model rules
when amending COMAR 26.11.32—
Control of Emissions of VOCs from
Consumer Products, by moving the
“hair styling gel” category into the “hair
styling product—all other forms”
category. Placing hair styling gels into
the “hair styling product—all other
forms” category reduces the VOC
content to 2 percent VOC by weight and
makes the Maryland regulations
consistent with the 2006 CARB rules.

IV. Final Action

EPA is approving the State of
Maryland’s November 16, 2017 SIP
revision submittal that adopts the VOC
limits established in the 2010 and 2014
OTC model rules for consumer
products.

V. Incorporation by Reference

In this document, EPA is finalizing
regulatory text that includes
incorporation by reference. In
accordance with requirements of 1 CFR
51.5, EPA is finalizing the incorporation
by reference of the Maryland rule
discussed in section II of this preamble.
EPA has made, and will continue to
make, these materials generally
available through http://
www.regulations.gov and at the EPA
Region IIT Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).
Therefore, these materials have been
approved by EPA for inclusion in the
SIP, have been incorporated by
reference by EPA into that plan, are
fully Federally enforceable under
sections 110 and 113 of the CAA as of
the effective date of the final rulemaking
of EPA’s approval, and will be
incorporated by reference in the next
update to the SIP compilation.?

162 FR 27968 (May 22, 1997).
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VI. Statutory and Executive Order
Reviews

A. General Requirements

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

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

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

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

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

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

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

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

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

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

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

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

B. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2).

C. Petitions for Judicial Review

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by June 3, 2019. Filing a petition
for reconsideration by the Administrator
of this final rule does not affect the

finality of this action for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action, which approves
the State of Maryland’s COMAR
26.11.32—Control of Emissions of
Volatile Organic Compounds from
Consumer Products, may not be
challenged later in proceedings to
enforce its requirements (See section
307(b)(2)).

List of Subjects in 40 CFR Part 52

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

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

Dated: March 4, 2019.
Cecil Rodrigues,
Acting Regional Administrator, Region III.

40 CFR part 52 is amended as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

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

Authority: 42 U.S.C. 7401 et seq.
Subpart V—Maryland

m 2.In §52.1070, the table in paragraph
(c) is amended by:
m a. Revising entries for “26.11.32.01”,
€26.11.32.02°°, “26.11.32.03”,
€26.11.32.04”, and 26.11.32.05"’;
m b. Adding an entry in numerical order
for €“26.11.32.05-1""; and
m c. Revising entries for ““26.11.32.06”,
£26.11.32.08”, “26.11.32.12"7,
€26.11.32.14”, and “26.11.32.16”.

The revisions and addition read as
follows:

§52.1070 Identification of plan.
* * * * *
(C) * % %

EPA-APPROVED REGULATIONS, TECHNICAL MEMORANDA, AND STATUTES IN THE MARYLAND SIP

Code of
Maryland State
Administrative . : . Additional explanation/

Regulations Title/subject effective EPA approval date citation at 40 CFR 52.1100
(COMAR)

citation

26.11.32 Control of Emissions of Volatile Organic Compounds From Consumer Products
26.11.32.01 ...... Applicability and Exemptions ........ 10/09/2017 4/2/2019, Insert Federal Register Revised.

citation].
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EPA-APPROVED REGULATIONS, TECHNICAL MEMORANDA, AND STATUTES IN THE MARYLAND SIP—Continued

Code of
Maryland State
Administrative . . ) Additional explanation/
Regulations Title/subject effective EPA approval date citation at 40 CFR 52.1100
(COMAR)
citation
26.11.32.02 ....... Incorporation by Reference .......... 10/09/2017 4/2/2019, Insert Federal Register Revised.
citation].
26.11.32.03 ....... Definitions ........cccovviiiiiiiiis 10/09/2017 4/2/2019, Insert Federal Register Revised. Previous Approval dated
citation]. 12/10/2007.
26.11.32.04 ....... Standards—General ..........cc.coe.e. 10/09/2017 4/2/2019, Insert Federal Register Revised.
citation].
26.11.32.05 ....... Standards—Requirements for 10/09/2017 4/2/2019, Insert Federal Register Revised.
Charcoal Lighter Materials. citation].
26.11.32.05-1 ... Requirements for Flammable and 10/09/2017 4/2/2019, Insert Federal Register New Regulation.
Extremely Flammable Multi-Pur- citation].
pose Solvent and Paint Thinner.
26.11.32.06 ....... Standards—Requirements for Aer- 10/09/2017 4/2/2019, Insert Federal Register Revised.
osol Adhesives. citation].
26.11.32.08 ....... Requirements for Contact Adhe- 10/09/2017 4/2/2019, Insert Federal Register Revised.
sives, Electronic  Cleaners, citation].
Footwear, or Leather Care
Products, and General Purpose
Cleaners.
26.11.32.12 ...... Innovative Products—Department 10/09/2017 4/2/2019, Insert Federal Register Revised.
Exemption. citation].
26.11.32.14 ...... Reporting Requirements ............... 10/09/2017 4/2/2019, Insert Federal Register Revised.
citation].
26.11.32.16 ....... Test Methods .........ccecviiiiiiinen, 10/09/2017 4/2/2019, Insert Federal Register Revised.
citation].
* * * * *

[FR Doc. 2019-04779 Filed 4-1-19; 8:45 am]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R02-OAR-2017-0094; FRL-9991-50-
Region 2]

Approval and Promulgation of
Implementation Plans: New York
Ozone Section 185

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

SUMMARY: The Environmental Protection
Agency is finalizing approval of the
State of New York’s Low Emissions
Vehicle program as an alternative
program to fulfill the Clean Air Act
section 185 requirement for the New
York portion of the New York-Northern
New Jersey-Long Island, NY-NJ-CT

nonattainment area for the revoked 1979
1-hour ozone National Ambient Air
Quality Standard. Clean Air Act section
185 requires fees to be paid by major
sources located in ozone nonattainment
areas classified as Severe or Extreme
that have failed to attain the National
Ambient Air Quality Standard by the
required attainment date. The State of
New York’s Low Emissions Vehicle
program is being approved as an
alternate program because the
reductions achieved by the program are
at least equivalent to the reductions
associated with the Clean Air Act
section 185 fee program required for the
New York portion of the NY-NJ-CT
nonattainment area.

DATES: This rule is effective on May 2,
2019.

ADDRESSES: The EPA has established a
docket for this action under Docket ID
No. EPA-R02-0OAR-2017-0094. All
documents in the docket are listed on
the www.regulations.gov website.
Although listed in the index, some
information is not publicly available,

e.g., confidential business information
or other information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available through
www.regulations.gov, or please contact
the person identified in the FOR FURTHER
INFORMATION CONTACT section for
additional availability information.

FOR FURTHER INFORMATION CONTACT:
Gavin Lau, Environmental Protection
Agency, Air Programs Branch, 290
Broadway, 25th Floor, New York, NY
10007-1866, (212) 637-3708, or by
email at Lau.Gavin@epa.gov.

SUPPLEMENTARY INFORMATION:

I. What action is the EPA taking?

II. What comments were received in response
to the EPA’s proposed action?

III. What is the EPA’s conclusion?

IV. Statutory and Executive Order Reviews
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I. What action is the EPA taking?

The Environmental Protection Agency
(EPA) is approving the State of New
York’s Low Emissions Vehicle (LEV II)
program as an alternative program to
fulfill the Clean Air Act (CAA) section
185 requirement for the New York
portion of the New York-Northern New
Jersey-Long Island, NY-NJ-CT
nonattainment area for the revoked 1979
1-hour ozone National Ambient Air
Quality Standard (NAAQS). The LEV II
program will be incorporated into the
federally enforceable SIP as an
alternative CAA section 185 program.
The reader is referred to the proposed
rulemaking on this action published in
the Federal Register (FR) on December
6, 2018 (83 FR 62771) for additional
details.

II. What comments were received in
response to the EPA’s proposed action?

The EPA received two comments in
response to the EPA’s December 6, 2018
proposed action. After reviewing the
comments, the EPA has determined that
the comments are generally in support
of the EPA’s proposed action. The
comments also raise issues that are not
germane to the EPA’s proposed action
and do not explain or provide a legal
basis for how the proposed action
should differ in any way. For this
reason, the EPA will not provide a
specific response to the comments and
we are finalizing the action as proposed.
The comments may be viewed under
Docket ID Number EPA-R02-OAR-
2017-0094 on the http://
www.regulations.gov website.

II1. What is the EPA’s conclusion?

The EPA has determined that New
York’s LEV II program is an approvable
alternative program no less stringent
than the program required by CAA
section 185, consistent with the
principles of CAA section 172(e). CAA
section 172(e) provides that when the
Administrator relaxes a NAAQS, the
EPA must ensure that all areas which
have not attained that NAAQS maintain
“controls which are not less stringent
than the controls applicable to areas
designated nonattainment before such
relaxation.” CAA section 185 fee
program requirements apply to ozone
nonattainment areas classified as Severe
or Extreme that fail to attain by the
required attainment date. The
requirements of CAA section 185 were
applicable to the NY-NJ-CT
nonattainment area for 2008 and 2009
since the area failed to attain the 1-hour
ozone NAAQS by its attainment data.
The NY-NJ-CT area later was
determined to attain the 1-hour ozone

NAAQS for 2008-2010 (77 FR 36163).
Consistent with the principles of CAA
section 172(e), a state can meet the 1-
hour ozone section 185 obligation
through either the fee program
prescribed in section 185 of the CAA or
an equivalent alternative program, if the
state demonstrates that the alternative is
not less stringent than the otherwise
applicable section 185 fee program. The
EPA has determined that the New York
State Department of Environmental
Conservation, on behalf of the State of
New York, demonstrated that New
York’s LEV II program provided
emission reductions no less stringent
than a CAA section 185 fee program for
2008 and 2009 and that it is an
approvable equivalent alternative
program to fulfill the Clean Air Act
section 185 requirement for the New
York portion of the New York-Northern
New Jersey-Long Island, NY-NJ-CT
nonattainment area for the revoked 1979
1-hour ozone NAAQS. New York’s LEV
II emission standards continue to be in
place and achieve reductions in VOC
and NOx emissions.

IV. Statutory and Executive Order
Reviews

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

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

e Is not an Executive Order 13771 (82
FR 9339, February 2, 2017) regulatory
action because SIP approvals are
exempted under Executive Order 12866;

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

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

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described

in the Unfunded Mandates Reform Act
0f 1995 (Pub. L. 104—4);

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

¢ 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

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

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

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““‘major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by June 3, 2019.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed
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and shall not postpone the effectiveness
of such rule or action. This action may
not be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).
List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Volatile
organic compounds.

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

Dated: March 18, 2019.
Peter D. Lopez,
Regional Administrator, Region 2.
Part 52 chapter I, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

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

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

Subpart HH—New York

m 2.In §52.1670, the table in paragraph
(e) is amended by adding the entry
“Section 185 fee program” at the end of
the table to read as follows:

§52.1670 Identification of plan.

* * * * *

(e)* EE

EPA-APPROVED NEW YORK NONREGULATORY AND QUASI-REGULATORY PROVISIONS

Applicable
Action/SIP geographic : EPA :
element of nonattain-  New York submittal date approval date Explanation
ment area
Section 185 State-wide ... 1/31/2014, supplemented 4/2/2019, [insert Federal Approval of the Low Emissions Vehicle Program (LEV
fee pro- on 4/7/2014, 10/13/ Register citation]. Il) as an alternative section 185 fee program
gram. 2016, and 4/3/2018.

m 3.In §52.1683, add paragraph (r) to
read as follows:

§52.1683 Control strategy: Ozone.
* * * * *

(r) New York’s Section 185
Equivalency Demonstration State
Implementation Plan revision submittal
on January 31, 2014, and supplemented
on April 7, 2014, October 13, 2016, and
April 3, 2018, for the use of the State of
New York’s Low Emissions Vehicle
(LEV II) program as an alternative
program to fulfill the Clean Air Act
section 185 requirement for the New
York portion of the New York-Northern
New Jersey-Long Island, NY-NJ-CT
nonattainment area for the revoked 1979
1-hour ozone National Ambient Air
Quality Standard is approved.

[FR Doc. 2019-06294 Filed 4-1-19; 8:45 a.m.]
BILLING CODE 6560-50—-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2018-0058; FRL-9988-62]

2-methyl-2-[(1-0x0-2-propenyl)amino]-
1-propanesulfonic acid monosodium
salt polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters; Tolerance
Exemption

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

SUMMARY: This regulation establishes an
exemption from the requirement of a

tolerance for residues of 2-methyl-2-[(1-
oxo0-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters; when used
as an inert ingredient in a pesticide
chemical formulation. Lamberti USA,
Incorporated submitted a petition to
EPA under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of 2-
methyl-2-[(1-oxo-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters on food or
feed commodities.

DATES: This regulation is effective April
2, 2019. Objections and requests for
hearings must be received on or before
June 3, 2019, 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-2018-0058, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the

Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

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

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

¢ Crop production (NAICS code 111).

e 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 40 CFR part 180
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through the Government Printing
Office’s e-CFR site at http://www.ecfr.
gov/cgi-bin/text-idx?&c=ecfr&tpl=/
ecfrbrowse/Title40/40tab_02.tpl.

C. 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-2018-0058 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 June 3, 2019. 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—
2018-0058, 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. Background and Statutory Findings

In the Federal Register of May 18,
2018 (83 FR 23247) (FRL-9976-87),
EPA issued a document pursuant to
FFDCA section 408, 21 U.S.C. 3464,
announcing the receipt of a pesticide
petition (PP IN-11111) filed by Lamberti

USA, Incorporated, P.O. Box 1000,
Hungerford TX 77448. The petition
requested that 40 CFR 180.960 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of 2-methyl-2-[(1-ox0-2-
propenyl)amino]-1-propanesulfonic acid
monosodium salt polymer with 2-
propenoic acid, 2-methyl-, C12-16 alkyl
esters; CAS Reg. No. 2115702—24-2.
That document included a summary of
the petition prepared by the petitioner
and solicited comments on the
petitioner’s request. The Agency did not
receive any comments.

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is ‘“‘safe.”
Section 408(c)(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
use 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 an
exemption from the requirement of 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 . . .” and specifies
factors EPA is to consider in
establishing an exemption.

III. Risk Assessment and Statutory
Findings

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be shown that the
risks from aggregate exposure to
pesticide chemical residues under
reasonably foreseeable circumstances
will pose no appreciable risks to human
health. In order to determine the risks
from aggregate exposure to pesticide
inert ingredients, the Agency considers
the toxicity of the inert in conjunction
with possible exposure to residues of
the inert ingredient through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings. If
EPA is able to determine that a finite
tolerance is not necessary to ensure that
there is a reasonable certainty that no
harm will result from aggregate
exposure to the inert ingredient, an

exemption from the requirement of a
tolerance may be established.

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information 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. In the
case of certain chemical substances that
are defined as polymers, the Agency has
established a set of criteria to identify
categories of polymers expected to
present minimal or no risk. The
definition of a polymer is given in 40
CFR 723.250(b) and the exclusion
criteria for identifying these low-risk
polymers are described in 40 CFR
723.250(d). 2-Methyl-2-[(1-ox0-2-
propenyl)amino]-1-propanesulfonic acid
monosodium salt polymer with 2-
propenoic acid, 2-methyl-, C12-16 alkyl
esters conforms to the definition of a
polymer given in 40 CFR 723.250(b) and
meets the following criteria that are
used to identify low-risk polymers.

1. The polymer is not a cationic
polymer nor is it reasonably anticipated
to become a cationic polymer in a
natural aquatic environment.

2. The polymer does contain as an
integral part of its composition at least
two of the atomic elements carbon,
hydrogen, nitrogen, oxygen, silicon, and
sulfur.

3. The polymer does not contain as an
integral part of its composition, except
as impurities, any element other than
those listed in 40 CFR 723.250(d)(2)(ii).

4. The polymer is neither designed
nor can it be reasonably anticipated to
substantially degrade, decompose, or
depolymerize.

5. The polymer is manufactured or
imported from monomers and/or
reactants that are already included on
the TSCA Chemical Substance
Inventory or manufactured under an
applicable TSCA section 5 exemption.

6. The polymer is not a water
absorbing polymer with a number
average molecular weight (MW) greater
than or equal to 10,000 daltons.

7. The polymer does not contain
certain perfluoroalkyl moieties
consisting of a CF3- or longer chain
length as listed in 40 CFR 723.250(d)(6).
Additionally, the polymer also meets as
required the following exemption
criteria specified in 40 CFR 723.250(e).

8. The polymer’s number average MW
of 10,000 is greater than or equal to
10,000 daltons. The polymer contains
less than 2% oligomeric material below
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MW 500 and less than 5% oligomeric
material below MW 1,000.

Thus, 2-methyl-2-[(1-0x0-2-
propenyl)amino]-1-propanesulfonic acid
monosodium salt polymer with 2-
propenoic acid, 2-methyl-, C12-16 alkyl
esters meets the criteria for a polymer to
be considered low risk under 40 CFR
723.250. Based on its conformance to
the criteria in this unit, no mammalian
toxicity is anticipated from dietary,
inhalation, or dermal exposure to 2-
methyl-2-[(1-oxo-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters.

IV. Aggregate Exposures

For the purposes of assessing
potential exposure under this
exemption, EPA considered that 2-
methyl-2-[(1-oxo0-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters could be
present in all raw and processed
agricultural commodities and drinking
water, and that non-occupational non-
dietary exposure was possible. The
number average MW of 2-methyl-2-[(1-
oxo-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters is 10,000
daltons. Generally, a polymer of this
size would be poorly absorbed through
the intact gastrointestinal tract or
through intact human skin. Since 2-
methyl-2-[(1-ox0-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters conform to
the criteria that identify a low-risk
polymer, there are no concerns for risks
associated with any potential exposure
scenarios that are reasonably
foreseeable. The Agency has determined
that a tolerance is not necessary to
protect the public health.

V. 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.”

EPA has not found 2-methyl-2-[(1-
oxo-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters to share a
common mechanism of toxicity with
any other substances, and 2-methyl-2-
[(1-ox0-2-propenyl)amino]-1-

propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that 2-
methyl-2-[(1-ox0-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-
methyl-, C12-16 alkyl esters does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

VI. Additional Safety Factor for the
Protection of Infants and Children

Section 408(b)(2)(C) of FFDCA
provides that EPA shall apply an
additional tenfold 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 data base unless
EPA concludes that a different margin of
safety will be safe for infants and
children. Due to the expected low
toxicity of 2-methyl-2-[(1-oxo0-2-
propenyl)amino]-1-propanesulfonic acid
monosodium salt polymer with 2-
propenoic acid, 2-methyl-, C12-16 alkyl
esters, EPA has not used a safety factor
analysis to assess the risk. For the same
reasons the additional tenfold safety
factor is unnecessary.

VII. Determination of Safety

Based on the conformance to the
criteria used to identify a low-risk
polymer, EPA concludes that there is a
reasonable certainty of no harm to the
U.S. population, including infants and
children, from aggregate exposure to
residues of 2-methyl-2-[(1-oxo0-2-
propenyl)amino]-1-propanesulfonic acid
monosodium salt polymer with 2-
propenoic acid, 2-methyl-, C12-16 alkyl
esters.

VIII. Other Considerations
Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

IX. Conclusion

Accordingly, EPA finds that
exempting residues of 2-methyl-2-[(1-
ox0-2-propenyl)amino]-1-
propanesulfonic acid monosodium salt
polymer with 2-propenoic acid, 2-

methyl-, C12-16 alkyl esters from the
requirement of a tolerance will be safe.

X. Statutory and Executive Order
Reviews

This action establishes a tolerance
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 tolerance 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
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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).

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.

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 § 180.960, add alphanumerically
the polymer to the table to read as
follows:

§180.960 Polymers; exemptions from the
requirement of a tolerance.

XI. Congressional Review Act Dated: February 26, 2019. * * * * *
Pursuant to the Congressional Review Michael Goodis,
Act (5 U.S.C. 801 et seq.), EPA will Director, Registration Division, Office of
submit a report containing this rule and ~ Pesticide Programs.
other required information to the U.S. Therefore, 40 CFR chapter I is
Senate, the U.S. House of amended as follows:
Polymer CAS No.

2-methyl-2-[(1-0x0-2-propenyl)amino]-1-propanesulfonic acid monosodium salt polymer with 2-propenoic acid, 2-methyl-, C12-16

alkyl esters, minimum number average molecular weight (in amu), 10,000

* *

* * *

2115702-24-2

* *

[FR Doc. 2019-06383 Filed 4-1-19; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0616; FRL-9987-14]
Metrafenone; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of metrafenone
in or on mushroom. BASF Corporation
requested these tolerances under the
Federal Food, Drug, and Cosmetic Act
(FFDCA).

DATES: This regulation is effective April
2, 2019. Objections and requests for
hearings must be received on or before
June 3, 2019 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-2017-0616, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301

Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

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

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. The following
list of North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

e 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-2017-0616 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 June
3, 2019. 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
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(CBD)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2017-0616, 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 February
27,2018 (83 FR 8408) (FRL-9972-17),
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 7F8624) by BASF
Corporation, 26 Davis Drive, P.O. Box
13528, Research Triangle Park, NC
27709-3528. The petition requested that
40 CFR 180.624 be amended by
establishing a tolerance for residues of
the fungicide metrafenone, (3-bromo-6-
methoxy-2-methylphenyl) (2,3,4-
trimethoxy-6-methylphenyl)methanone,
in or on mushroom at 0.5 parts per
million (ppm). That document
referenced a summary of the petition
prepared by BASF Corporation, the
registrant, which is available in the
docket, http://www.regulations.gov.
Comments were received on the notice
of filing. EPA’s response to these
comments is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA is
establishing the tolerance for residues of
metrafenone at 0.50 ppm to be
consistent with EPA rounding class
practices. Additionally, the tolerance is
established for the commodity “White
button mushroom” to reflect the
mushroom variety tested in the
supporting crop field trial studies.

III. Aggregate Risk Assessment and
Determination of Safety

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

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

The liver is the primary target organ
for metrafenone in mice, rabbits and
rats. Effects on the liver were seen in
multiple studies throughout the
database, including subchronic rat
studies, the rabbit developmental
toxicity study, and chronic studies in
mice and rats. Liver effects observed in
subchronic studies included increased
liver weights, periportal cytoplasmic
vacuolation, increased cholesterol, and
hepatocellular hypertrophy. Liver
effects observed in chronic studies
included those from the subchronic
studies as well as increased serum
gamma glutamyl transferase,

eosinophilic alterations, necrosis,
polyploid hepatocytes, bile duct
hyperplasia, liver masses, and
hepatocellular adenomas. The
additional effects in the chronic studies
indicate a progression of toxicity with
time. The effects on the liver are
consistent with the results of the
absorption, distribution, metabolism,
and excretion (ADME) studies
indicating that the highest tissue
concentrations of metrafenone were
found in the liver and gastrointestinal
tract and that bile is the primary route
of excretion.

Additionally, nephrotoxicity was
observed following chronic exposure to
metrafenone in mice and rats. The
kidney effects observed in the chronic
studies included subacute/chronic
interstitial inflammation and chronic/
progressive nephropathy, cysts, brown
pigment in renal cells, increased urinary
volume, and increased urinary protein.

In a 28-day dermal toxicity study in
rats, there were no dermal or systemic
effects observed up to the highest dose
tested of 1,000 mg/kg/day, the limit
dose. In a 28-day immunotoxicity study
in female rats, no effect on the immune
system was observed up to the highest
dose tested of 1,000 mg/kg/day, the
limit dose. This is consistent with the
rest of the database where no effects on
the immune system were observed in
any study.

There was no evidence of qualitative
or quantitative susceptibility in the
developmental and reproduction
toxicity studies. In the developmental
rat study, no effects were observed in
dams or fetuses up to the limit dose of
1,000 mg/kg/day. In the rabbit study,
liver toxicity (increased liver weights,
hypertrophy, and hepatocyte
vacuolation) was observed in the dams
but no developmental effects were
observed up to the limit dose of 1,000
mg/kg/day.

In the rat reproduction toxicity study,
there was no evidence of reproductive
toxicity. Effects in the offspring
(decreased pup weight) occurred at
doses similar to those that cause toxicity
in the parental animals (decreased body
weight).

The required battery of mutagenicity
studies was submitted, including
bacterial reverse mutation assay,
mammalian cell mutation (CHO cells),
in vitro chromosome aberration (CHO
cells), micronucleus assay and
unscheduled DNA synthesis in
mammalian cells in culture. There is no
evidence that metrafenone is genotoxic.

In the mouse carcinogenicity study,
liver tumors (increased incidence of
hepatocellular adenomas and adenomas
plus carcinomas) were observed in male
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mice at the highest dose of 1,109 mg/kg/
day. In the rat chronic/carcinogenicity
study, there was an increased incidence
in hepatocellular adenomas in females
at the high dose of 1,419 mg/kg/day.
However, the tumors in the rat females
were not considered in the weight-of-
evidence finding because they were
associated with excessive toxicity to the
females, leading to a reduction of the
dose during the study. The registrant
submitted mechanistic studies to
support a mode of action (MOA) for the
liver tumors, but the studies were
conducted in rats. Although the MOA
was considered plausible, the Agency
concluded the data on rats could not be
used to support a MOA finding in mice.
The Agency concluded that
quantification of cancer risk using a
non-linear approach would adequately
account for all chronic toxicity
(including carcinogenicity) that could
result from exposure to metrafenone.
The use of the chronic point of
departure is protective based on the
following reasons:

¢ A treatment-related increase in
benign liver tumors was seen only in
male CD-1 mice at doses that were
adequate to assess the carcinogenicity.

e The liver tumors were observed at
doses significantly higher (44x) than
those currently used for risk assessment.

¢ No treatment-related tumors were
seen in female mice.

¢ No treatment-related tumors were
seen in male rats and liver tumors in
female rats were seen only at the Limit
Dose which was excessively toxic to
females; no tumors were seen at the next
dose of 5,000 ppm, which was
considered adequate to assess
carcinogenicity.

e There is no mutagenicity concern
for metrafenone.

Specific information on the studies
received and the nature of the adverse
effects caused by metrafenone as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Metrafenone. Human Health Risk
Assessment for the Section 3
Registration for Use on Mushrooms” at
pages 26—-36 in docket ID number EPA—
HQ-OPP-2017-0616.

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 https://
www.epa.gov/pesticide-science-and-
assessing-pesticide-risks/assessing-
human-health-risk-pesticides.

A summary of the toxicological
endpoints for metrafenone used for
human risk assessment is discussed in
Unit IIL.B. of the final rule published in
the Federal Register of October 22, 2014
(79 FR 63047) (FRL-9917-56).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to metrafenone, EPA
considered exposure under the
petitioned-for tolerance as well as all
existing metrafenone tolerances in 40
CFR 180.624. EPA assessed dietary
exposures from metrafenone 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.

No such effects were identified in the
toxicological studies for metrafenone;
therefore, a quantitative acute dietary
exposure assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA National Health and
Nutrition Examination Survey, What We
Eat in America, NHANES/WWEIA;
2003—-2008). As to residue levels in
food, EPA assumed 100 percent crop
treated (PCT), tolerance-level residues
(using a 2X metabolism adjustment
factor), and EPA’s 2018 default
processing factors (with the exception of

chemical-specific processing factors
where available).

iii. Cancer. Based on the data
summarized in Unit III.A., EPA has
concluded that the use of the chronic
point of departure is appropriate for
assessing cancer risk to metrafenone.
Therefore, a separate dietary exposure
assessment for the purpose of assessing
cancer risk is unnecessary.

iv. Anticipated residue and PCT
information. EPA did not use
anticipated residue and/or PCT
information in the dietary assessment
for metrafenone. Tolerance level
residues (using a 2X metabolism
adjustment factor), default processing
factors (with the exception of chemical-
specific processing factors where
available), and 100 PCT were 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 metrafenone in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
metrafenone. 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 Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Pesticide
Root Zone Model Ground Water (PRZM
GW), the estimated drinking water
concentrations (EDWCs) of metrafenone
total toxic residues for chronic
exposures are estimated to be 14.52 ppb
for surface water and 12.3 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 14.52 ppb
was used to assess the contribution to
drinking water.

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).
Metrafenone is not registered for any
specific use patterns that would result
in residential exposure.

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
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“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found metrafenone to
share a common mechanism of toxicity
with any other substances, and
metrafenone does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that metrafenone does not have
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at https://
www.epa.gov/pesticide-science-and-
assessing-pesticide-risks/guidance-
identifying-pesticide-chemicals-and-
other.

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.
There was no evidence of qualitative or
quantitative susceptibility in the
developmental and reproduction
toxicity studies. In the developmental
rat study, no effects were observed in
dams or fetuses up to the limit dose of
1,000 mg/kg/day. In the rabbit study,
liver toxicity (increased liver weights,
hypertrophy, and hepatocyte
vacuolation) was observed in the dams
but no developmental effects were
observed up to the limit dose of 1,000
mg/kg/day. In the rat reproduction
toxicity study, there was no evidence of
reproductive toxicity. Effects in the
offspring (decreased pup weight)
occurred at doses similar to those which
cause toxicity in the parental animals
(decreased body weight).

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF

were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
metrafenone is complete.

ii. There is no indication that
metrafenone is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. There is no evidence that
metrafenone results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT,
tolerance-level residues (using a 2X
metabolism adjustment factor), and
EPA’s 2017 default processing factors
(with the exception of chemical-specific
processing factors where available). EPA
made conservative (protective)
assumptions in the ground and surface
water modeling used to assess exposure
to metrafenone in drinking water. These
assessments will not underestimate the
exposure and risks posed by
metrafenone.

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. No adverse effect resulting from
a single oral exposure was identified
and no acute dietary endpoint was
selected. Therefore, metrafenone is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to metrafenone
from food and water will utilize 16% of
the cPAD for children 1-2 years old, the
population group receiving the greatest
exposure. There are no residential uses
for metrafenone.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate

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

A short- and intermediate-term
adverse effect was identified; however,
metrafenone is not registered for any use
patterns that would result in short- and/
or intermediate-term residential
exposure. Short- and intermediate-term
risk is assessed based on short-term
residential exposure plus chronic
dietary exposure. Because there is no
short- and/or 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 short-term risk),
no further assessment of short-term risk
is necessary, and EPA relies on the
chronic dietary risk assessment for
evaluating short- and intermediate-term
risk for metrafenone.

4. Aggregate cancer risk for U.S.
population. EPA considers the chronic
aggregate risk assessment to be
protective of any aggregate cancer risk.

5. 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 metrafenone
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(Method FAMS 105—01)) is available to
enforce the tolerance expression.
Additionally, BASF has proposed the
QuEChERS LC-MS/MS method as a
new enforcement method for
metrafenone.

The method for Method FAMS 105—
01 may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address: residuemethods@
epa.gov.

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
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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.

The Codex has established an MRL for
metrafenone in or on mushrooms at 0.5
ppm. The Codex MRL is for
“Mushrooms”” defined as VF 0450 to
include button mushroom, Rodman’s
agaricus mushroom and Hime-
Matsutake, edible fungi. This MRL
matches the tolerance established for
metrafenone in or on white button
mushroom in the United States, with
the exception of the number of
significant digits.

C. Response to Comments

Two comments were received in
response to the Notice of Filing
associated with this action, requesting
that the Agency deny approval of the
product due to impacts on the
environment. Because the Agency’s role
is to assess the safety of the tolerance,
these comments are outside the scope of
this rulemaking.

V. Conclusion

Therefore, tolerances are established
for residues of metrafenone, (3-bromo-6-
methoxy-2-methylphenyl) (2,3,4-
trimethoxy-6-methylphenyl)
methanone, in or on white button
mushroom at 0.50 ppm.

VI. Statutory and Executive Order
Reviews

This action establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), nor is it considered a
regulatory action under Executive Order
13771, entitled ‘“Reducing Regulations
and Controlling Regulatory Costs” (82
FR 9339, February 3, 2017). This action

does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA) (44 U.S.C. 3501 et seq.), nor does
it require any special considerations
under Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the tolerance 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: March 15, 2019.
Donna Davis,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

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

m 2.In § 180.624, add alphabetically the
entry “White button mushroom” to the
table in paragraph (a) to read as follows:

§180.624 Metrafenone; tolerances for
residues.

(a) * *x %
Commodity P?nritlﬁ or?]er
White button mushroom ....... 0.50

* * * * *
[FR Doc. 2019-06334 Filed 4—1-19; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2017-0665; FRL-9987-27]
Zoxamide; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of zoxamide in or
on Pepper/Eggplant Subgroup 8—10B.
Gowan Company requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective April
2, 2019. Objections and requests for
hearings must be received on or before
June 3, 2019, 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)
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number EPA-HQ-OPP-2017-0665, is
available at http://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the OPP
Docket is (703) 305-5805. Please review
the visitor instructions and additional
information about the docket available
at http://www.epa.gov/dockets.

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

SUPPLEMENTARY INFORMATION:
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).

e 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 Printing 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-2017-0665 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 June 3, 2019. 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—
2017-0665, 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/
DQ), (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 February
27,2018 (83 FR 8408) (FRL-9972-17),
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 7F8615) by
Gowan Company, 370 South Main
Street, P.O. Box 5569, Yuma, AZ 85364.
The petition requested that 40 CFR
180.567 be amended by establishing
tolerances for residues of the fungicide
zoxamide (3,5-dichloro-N-(3-chloro-1-
ethyl-1-methyl-2-oxopropyl)-4-
methylbenzamide) in or on Pepper/
Eggplant Subgroup 8-10B at 1.0 parts
per million (ppm). That document
referenced a summary of the petition
prepared by Gowan Company, the
registrant, which is available in the

docket, http://www.regulations.gov.
That notice of filing document relied on
the tolerance level referred to in the
referenced summary, which requested a
tolerance level as 0.9 ppm; however, the
full submitted petition requested a
tolerance level of 1.0 ppm, which the
Agency used for the tolerance level and
its safety assessment. One comment was
received on the notice of filing; EPA’s
response is discussed in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

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

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

The toxicity data of zoxamide indicate
that the primary target organ is the liver.
Following zoxamide exposures, liver
and thyroid weights increased along
with liver histopathological changes and
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increases in alkaline phosphatase.
Systemic toxicity was not seen in the
28-day rat dermal toxicity study up to
the limit dose. There are no concerns for
neurotoxicity, immunotoxicity,
developmental toxicity, or reproductive
toxicity. There was no evidence of
increased susceptibility (qualitative or
quantitative) for the offspring in the
reproduction studies or for fetuses
following in utero exposure in the
developmental studies. Zoxamide is
classified as “not likely to be
carcinogenic to humans’” based on
results from carcinogenicity studies in
rats and mice.

Specific information on the studies
received and the nature of the adverse
effects caused by zoxamide as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
Zoxamide. Human Health Aggregate
Risk Assessment for the Proposed New
Uses on Pepper/Eggplant Subgroup 8-
10B at page 19 in docket ID number
EPA-HQ-OPP-2017-0665.

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-pesticides.

A summary of the toxicological
endpoints for zoxamide used for human
risk assessment is discussed in Unit
IIL.B. of the final rule published in the
Federal Register of 18 July 2014 (79 FR
41911) (FRL-9913-35).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to zoxamide, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
zoxamide tolerances in 40 CFR 180.567.
EPA assessed dietary exposures from
zoxamide 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. No such effects were
identified in the toxicological studies
for zoxamide; therefore, a quantitative
acute dietary exposure assessment is
unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA National Health and
Nutrition Examination Survey, What We
Eat in America (NHANES/WWEIA)
database. As to residue levels in food,
EPA assumed tolerance level residues,
100% crop treated (CT), and default
processing factors for all established and
proposed commodities.

iii. Cancer. Based on the data
summarized in Unit IIL.A., EPA has
concluded that zoxamide does not pose
a cancer risk to humans. Therefore, a
dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for zoxamide. Tolerance level residues
and/or 100% CT were 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 zoxamide in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of zoxamide.
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 Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Pesticide

Root Zone Model Ground Water (PRZM
GW), the estimated drinking water
concentrations (EDWCs) of zoxamide for
chronic exposures are estimated to be
22.84 parts per billion (ppb) for surface
water and 65.8 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 65.8 ppb
was used to assess the contribution to
drinking water.

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 a