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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration
14 CFR Part 39

[Docket No. FAA-2015-3985; Directorate
Identifier 2014-NM-182-AD; Amendment
39-18708; AD 2016-23-01]

RIN 2120-AA64

Airworthiness Directives; Airbus
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding
Airworthiness Directive (AD) 2010-04—
03 for all Airbus Model A310 series
airplanes. AD 2010-04—-03 required
accomplishing repetitive detailed
inspections for cracking around the
fastener holes in certain wing top skin
panels between the front and rear spars
on the left- and right-hand sides of the
fuselage, and repair if necessary. This
new AD continues to require the
repetitive detailed inspections, and also
requires supplemental repetitive
ultrasonic inspections for cracking
around the fastener holes in wing top
skin panels 1 and 2 at ribs 2 and 3, and
repair if necessary. This AD was
prompted by development of an
ultrasonic inspection program to allow
for earlier crack detection and extended
repetitive inspection intervals. We are
issuing this AD to detect and correct
fatigue cracking around the fastener
holes, which could result in reduced
structural integrity of the airplane.
DATES: This AD is effective December
15, 2016.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of December 15, 2016.

ADDRESSES: For service information
identified in this final rule, contact
Airbus SAS, Airworthiness Office—
EAW, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone
+33 561 93 36 96; fax +33 5 61 93 44
51; email account.airworth-eas@
airbus.com; Internet http://
www.airbus.com. You may view this
referenced service information at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue SW., Renton, WA.
For information on the availability of
this material at the FAA, call 425-227—
1221. It is also available on the Internet
at http://www.regulations.gov by
searching for and locating Docket No.
FAA-2015-3985.

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-2015—
3985; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (telephone 800-647-5527)
is Docket Management Facility, 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: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057-3356; telephone 425-227-2125;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a supplemental notice of
proposed rulemaking (SNPRM) to
amend 14 CFR part 39 to supersede AD
2010-04-03, Amendment 39-16196 (75
FR 6852, February 12, 2010) (“AD 2010-
04-03""). AD 2010-04-03 applied to all
Airbus Model A310 series airplanes.
The SNPRM published in the Federal
Register on July 11, 2016 (81 FR 44812)
(“the SNPRM”’). We preceded the
SNPRM with a notice of proposed
rulemaking (NPRM) that published in
the Federal Register on October 13,
2015 (80 FR 61327) (“the NPRM”). The

NPRM was prompted by development of
an ultrasonic inspection program to
allow for earlier crack detection and
extended repetitive inspection intervals.
The NPRM proposed to retain the
requirements of AD 2010-04-03, and
proposed to require supplemental
repetitive ultrasonic inspections for
cracking around the fastener holes in
wing top skin panels 1 and 2 at rib 2,
and repair if necessary. The SNPRM
proposed to expand the inspection area
to include rib 3 due to widespread
fatigue damage. We are issuing this AD
to detect and correct fatigue cracking
around the fastener holes, which could
result in reduced structural integrity of
the airplane.

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Union, has issued EASA Airworthiness
Directive 2016—-0005, dated January 7,
2016 (referred to after this as the
Mandatory Continuing Airworthiness
Information, or ‘“the MCAI”), to correct
an unsafe condition on all Airbus Model
A310 series airplanes. The MCAI states:

Following scheduled maintenance, cracks
were found around the wing top skin panels
fastener holes at Rib 2, between Stringer
(STG) 2 and STG14.

This condition, if not detected and
corrected, could affect the structural integrity
of the aeroplane. The General Visual
Inspection required by the existing
applicable Airworthiness Limitation Items
(ALI) tasks may not be adequate to detect
these cracks.

To address this issue, Airbus developed an
inspection programme based on repetitive
detailed inspections (DET) to ensure that any
visible cracks in the wing top skin panels 1
and 2 along Rib 2 are detected in time and
repaired appropriately. EASA issued AD
2008-0211 to require implementation of this
inspection programme.

After that [EASA] AD was issued, Airbus
improved the inspection programme with an
ultrasonic inspection to allow earlier crack
detection, to subsequently reduce the scope
of potential repair action, and to extend the
intervals of the repetitive inspections.

Consequently, EASA issued AD 2014-0200
(later revised), superseding [EASA] AD 2008—
0211, retaining its requirements, and to
require supplementary repetitive ultrasonic
inspections [for cracking] of the wing top
skin panel 1 and 2 between STG2 and STG10
at Rib 2 [and repair if needed].

Since EASA AD 2014—0020R1 was issued,
a widespread fatigue damage analysis
concluded that the inspection programme
has to be extended to include the wing top
skin panels at Rib 3 attachments. For the
reasons described above, this [EASA] AD
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retains the requirements of EASA AD 2014—
0200R1, which is superseded, and extends
the inspection area to include Rib 3.

You may examine the MCAI in the
AD docket on the Internet at http://
www.regulations.gov by searching for
and locating Docket No. FAA-2015—
3985.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the SNPRM or
on the determination of the cost to the
public.

Clarification of Requirements

We have clarified the terminating
action sentence in paragraph (k) of this
AD by adding a reference to paragraph
(g) of this AD.

We have clarified the average flight
time in paragraph (1)(3) of this AD for
subsequent inspections after the second
inspection interval.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting this AD
with the changes described previously
and minor editorial changes. We have
determined that these minor changes:

e Are consistent with the intent that
was proposed in the SNPRM for
correcting the unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the SNPRM.

Related Service Information Under 1
CFR part 51

Airbus has issued Service Bulletin
A310-57-2096, Revision 03, dated June
30, 2015. This service information
describes procedures for detailed and
ultrasonic inspections for cracking
around the fastener holes of wing top
skin panels 1 and 2, at ribs 2 and 3, on
the left- and right-hand sides of the
fuselage. 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 28
airplanes of U.S. registry.

We also estimate that it takes about 8
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of this AD on U.S. operators to be
$19,040, or $680 per product.

We estimate that it takes about 15
work-hours per product to do any

necessary on-condition actions that are
required based on the results of the
inspections. Required parts will cost
about $10,000 per product. We have no
way of determining the number of
aircraft that might need these actions.

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
products identified in this rulemaking
action.

Regulatory Findings

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

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

1. Is not a “significant regulatory
action” under Executive Order 12866;

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

3. Will not affect intrastate aviation in
Alaska; 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.

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
removing Airworthiness Directive (AD)
2010-04-03, Amendment 39-16196 (75
FR 6852, February 12, 2010), and adding
the following new AD:

2016-23-01 Airbus: Amendment 39-18708;
Docket No. FAA-2015-3985; Directorate
Identifier 2014—-NM-182—AD.

(a) Effective Date
This AD is effective December 15, 2016.

(b) Affected ADs

This AD replaces AD 2010-04-03,
Amendment 39-16196 (75 FR 6852, February
12, 2010) (“AD 2010-04—03").

(c) Applicability

This AD applies to all Airbus Model A310-
203, -204, —221, —222, -304, —322, —324, and
—325 airplanes, certificated in any category,
all manufacturer serial numbers.

(d) Subject

Air Transport Association (ATA) of
America Code 57, Wings.

(e) Reason

This AD was prompted by the
development of an ultrasonic inspection
program to allow for earlier crack detection
and extended repetitive inspection intervals.
We are issuing this AD to detect and correct
fatigue cracking around the fastener holes in
certain wing top skin panels between the
front and rear spars on the left- and right-
hand sides of the fuselage, which could
result in reduced structural integrity of the
airplane.

(f) Compliance

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

(g) Repetitive Inspections

Except as required by paragraph (i) of this
AD: Within the initial compliance time and
thereafter at the repetitive intervals specified
in paragraphs (h)(1) through (h)(3) of this AD,
as applicable, accomplish the actions
specified in paragraphs (g)(1) and (g)(2) of
this AD concurrently and in sequence, in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A310—
57—2096, Revision 03, dated June 30, 2015,
except as provided by paragraph (j) of this
AD.

(1) Accomplish a detailed inspection for
cracking around the fastener holes in the
wing top skin panels 1 and 2, along ribs 2
and 3, between the front and rear spars on
the left- and right-hand sides of the fuselage.

(2) Accomplish an ultrasonic inspection for
cracking around the fastener holes in the
wing top skin panels 1 and 2, along ribs 2
and 3, between stringer (STG) 2 and STG10
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on the left- and right-hand sides of the
fuselage.

(h) Compliance Times for Airplanes Not
Previously Inspected

(1) For Model A310-203, —204, —221, and
—222 airplanes: Do the actions required by
paragraphs (g)(1) and (g)(2) of this AD at the
later of the times specified in paragraphs
(h)(1)(3) and (h)(1)(ii) of this AD. Repeat the
inspections specified in paragraphs (g)(1) and
(g)(2) of this AD thereafter at intervals not to
exceed 2,000 flight cycles or 4,100 flight
hours, whichever occurs first.

(i) Prior to the accumulation of 18,700
flight cycles or 37,400 flight hours since first
flight of the airplane, whichever occurs first.

(ii) Within 30 days after the effective date
of this AD.

(2) For Model A310-304, —322, =324, and
—325 airplanes having an average flight time
(AFT) of less than 4 hours: Do the actions
required by paragraphs (g)(1) and (g)(2) of
this AD at the later of the times specified in
paragraphs (h)(2)(i) and (h)(2)(ii) of this AD.
Repeat the inspections specified in
paragraphs (g)(1) and (g)(2) of this AD
thereafter at intervals not to exceed 2,000
flight cycles or 5,600 flight hours, whichever
occurs first.

(i) Prior to the accumulation of 17,300
flight cycles or 48,400 flight hours since first
flight of the airplane, whichever occurs first.

(ii) Within 30 days after the effective date
of this AD.

(3) For Model A310-304, —322, —324, and
—325 airplanes having an AFT of equal to or
more than 4 hours: Do the actions required
by paragraphs (g)(1) and (g)(2) of this AD at
the later of the times specified in paragraphs
(h)(3)() and (h)(3)(ii) of this AD. Repeat the
inspections specified in paragraphs (g)(1) and
(g)(2) of this AD thereafter at intervals not to
exceed 1,500 flight cycles or 7,500 flight
hours, whichever occurs first.

(i) Prior to the accumulation of 12,800
flight cycles or 64,300 flight hours since first
flight of the airplane, whichever occurs first.

(ii) Within 30 days after the effective date
of this AD.

(i) Compliance Times for Airplanes
Previously Inspected

For airplanes previously inspected before
the effective date of this AD using Airbus
Service Bulletin A310-57—-2096, dated May
6, 2008; Airbus Service Bulletin A310-57—
2096, Revision 01, dated August 5, 2010; or
Airbus Service Bulletin A310-57-2096,
Revision 02, dated March 5, 2014: At the
applicable compliance times specified in
paragraphs (i)(1), (i)(2), and (i)(3) of this AD,
accomplish the actions specified in
paragraphs (g)(1) and (g)(2) concurrently and
in sequence, in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A310-57—2096, Revision 03,
dated June 30, 2015. Repeat the inspections
specified in paragraphs (g)(1) and (g)(2) of
this AD thereafter at the repetitive intervals
specified in paragraphs (h)(1), (h)(2), and
(h)(3) of this AD, as applicable.

(1) For Model A310-203, =204, —221, and
—222 airplanes: Do the actions required by
paragraphs (g)(1) and (g)(2) of this AD within
3,500 flight hours or 1,700 flight cycles,

whichever occurs first since the most recent
inspection.

(2) For Model A310-304, —322, —324, and
—325 airplanes having an AFT of less than 4
hours: Do the actions required by paragraphs
(g)(1) and (g)(2) of this AD within 4,600 flight
hours or 1,600 flight cycles, whichever
occurs first since the most recent inspection.

(3) For Model A310-304, —322, —324, and
—325 airplanes having an AFT of equal to or
more than 4 hours: Do the actions required
by paragraphs (g)(1) and (g)(2) of this AD
within 6,100 flight hours or 1,200 flight
cycles, whichever occurs first since the most
recent inspection.

(j) Compliance Times if No Ultrasonic
Equipment is Available

If no ultrasonic equipment is available for
the initial or second inspection required by
paragraph (g) or (h) of this AD, accomplish
the detailed inspection specified in
paragraph (g)(1) of this AD within the
applicable compliance times specified in
paragraphs (j)(1) and (j)(2) of this AD. After
accomplishing the detailed inspection, do the
inspections specified in paragraphs (g)(1) and
(g)(2) of this AD at the applicable compliance
times specified by paragraphs (i)(1), (i)(2),
and (i)(3) of this AD. Subsequently, repeat
the inspections specified in paragraphs (g)(1)
and (g)(2) of this AD thereafter at the
applicable repetitive intervals specified in
paragraphs (h)(1), (h)(2), and (h)(3) of this
AD

(1) For airplanes not previously inspected
before the effective date of this AD using the
service information identified in paragraph
(G)(2)(@), ()(2)(1i), or (j)(2)(iii) of this AD: Do
the actions required by paragraph (g)(1) of
this AD within the initial compliance time
specified by paragraphs (h)(1), (h)(2), and
(h)(3) of this AD, as applicable.

(2) For airplanes previously inspected
before the effective date of this AD using the
service information identified in paragraph
(G)(2)(3), ()(2)(1i), or (j)(2)(iii) of this AD: Do
the actions required by paragraph (g)(1) of
this AD within the applicable compliance
times specified in paragraphs (i)(1), (i)(2),
and (i)(3) of this AD.

(i) Airbus Service Bulletin A310-57—-2096,
dated May 6, 2008.

(ii) Airbus Service Bulletin A310-57—2096,
Revision 01, dated August 5, 2010.

(iii) Airbus Service Bulletin A310-57—
2096, Revision 02, dated March 5, 2014.

(k) Repair of Cracking

If any cracking is found during any
inspection required by paragraph (g), (h), (i),
or (j) of this AD, before further flight, repair
the cracking using a method approved by the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA; or the
European Aviation Safety Agency (EASA); or
Airbus’s EASA Design Organization
Approval (DOA). Accomplishing the repair
specified in this paragraph terminates the
repetitive inspections required by paragraph
(g), (h), (i), or (j) of this AD, as applicable, for
the repaired area only.

(1) Definition of Average Flight Time (AFT)

For the purposes of this AD, the AFT
should be established as specified in
paragraphs (1)(1), (1)(2), and (1)(3) of this AD

for the determination of the compliance
times.

(1) The inspection threshold is defined as
the total flight hours accumulated (counted
from take-off to touch-down), divided by the
total number of flight cycles accumulated at
the effective date of this AD.

(2) The initial inspection interval is
defined as the total flight hours accumulated
divided by the total number of flight cycles
accumulated at the time of the initial
inspection threshold.

(3) The second inspection interval is
defined as the total flight hours accumulated
divided by the total number of flight cycles
accumulated between the initial and second
inspection threshold. For all inspection
intervals onwards, the average flight time is
the flight hours divided by the flight cycles
accumulated between the last two
inspections.

(m) Credit for Previous Actions

This paragraph provides credit for the
actions required by paragraph (g)(1) of this
AD, if those actions were performed before
the effective date of this AD using the
applicable service information identified in
paragraph (m)(1), (m)(2), or (m)(3) of this AD.

(1) Airbus Service Bulletin A310-57-2096,
dated May 6, 2008, which was incorporated
by reference in AD 2010-04-03.

(2) Airbus Service Bulletin A310-57—-2096,
Revision 01, dated August 5, 2010, which is
not incorporated by reference in this AD.

(3) Airbus Service Bulletin A310-57—2096,
Revision 02, dated March 5, 2014, which is
not incorporated by reference in this AD.

(n) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Dan Rodina, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue SW., Renton, WA 98057-3356;
telephone 425-227-2125; fax 425-227-1149.
Information may be emailed to: 9-ANM-116-
AMOC-REQUESTS@faa.gov. Before using
any approved AMOG, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOG approval letter
must specifically reference this AD.

(2) Contacting the Manufacturer: As of the
effective date of this AD, for any requirement
in this AD to obtain corrective actions from
a manufacturer, the action must be
accomplished using a method approved by
the Manager, International Branch, ANM-
116, Transport Airplane Directorate, FAA; or
the EASA; or Airbus’s EASA DOA. If
approved by the DOA, the approval must
include the DOA-authorized signature.
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(3) Required for Compliance (RC): Except
as required by paragraph (k) of this AD, if any
service information contains procedures or
tests that are identified as RC, those
procedures and tests must be done to comply
with this AD; any procedures or tests that are
not identified as RC are recommended. Those
procedures and tests that are not identified
as RC may be deviated from using accepted
methods in accordance with the operator’s
maintenance or inspection program without
obtaining approval of an AMOC, provided
the procedures and tests identified as RC can
be done and the airplane can be put back in
an airworthy condition. Any substitutions or
changes to procedures or tests identified as
RC require approval of an AMOC.

(o) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) EASA
Airworthiness Directive 2016—0005, dated
January 7, 2016, for related information. This
MCAI may be found in the AD docket on the
Internet at http://www.regulations.gov by
searching for and locating Docket No. FAA—
2015-3985.

(2) Service information identified in this
AD that is not incorporated by reference is
available at the addresses specified in
paragraphs (p)(4) and (p)(5) of this AD.

(p) Material Incorporated by Reference

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

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

(3) The following service information was
approved for IBR on December 15, 2016.

(i) Airbus Service Bulletin A310-57—2096,
Revision 03, dated June 30, 2015.

(ii) Reserved.

(4) For service information identified in
this AD, contact Airbus SAS, Airworthiness
Office—EAW, 1 Rond Point Maurice
Bellonte, 31707 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5 61
93 44 51; email account.airworth-eas@
airbus.com; Internet http://www.airbus.com.

(5) You may view this service information
at the FAA, Transport Airplane Directorate,
1601 Lind Avenue SW., Renton, WA. For
information on the availability of this
material at the FAA, call 425-227-1221.

(6) 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 Renton, Washington, on October
28, 2016.
Dionne Palermo,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2016-26810 Filed 11-9-16; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2016-6985; Airspace
Docket No. 16-AGL-16]

Amendment of Class E Airspace for
the Following lllinois Towns; Carmi, IL;
De Kalb, IL; Harrisburg, IL; Kewanee,
IL; Litchfield, IL; Paris, IL; and
Taylorville, IL

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action modifies Class E
airspace extending upward from 700
feet above the surface at Carmi
Municipal Airport, Carmi, IL; De Kalb
Taylor Municipal Airport, De Kalb, IL;
Harrisburg-Raleigh Airport, Harrisburg,
IL; Kewanne Municipal Airport,
Kewanne, IL; Litchfield Municipal
Airport, Litchfield, IL; Edgar County
Airport, Paris, IL; and Taylorville
Municipal Airport, Taylorville, IL.
Decommissioning of non-directional
radio beacons (NDB), cancellation of
NDB approaches, or implementation of
area navigation (RNAV) procedures
have made this action necessary for the
safety and management of Instrument
Flight Rules (IFR) operations at the
above airports. This action also updates
the geographic coordinates of Carmi
Municipal Airport, De Kalb Taylor
Municipal Airport, Harrisburg-Raleigh
Airport, Litchfield Municipal Airport,
Edgar County Airport, and Taylorville
Municipal Airport to coincide with the
FAA’s aeronautical database.

DATES: Effective 0901 UTC, March 2,
2017. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11A,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC 20591;
telephone: 202-267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11A at NARA, call 202-741—
6030, or go to http://www.archives.gov/

federal register/code of federal-
regulations/ibr locations.html.

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

FOR FURTHER INFORMATION CONTACT:
Jeffrey Claypool, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX,
76177; telephone (817) 222-5711.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it amends
Class E airspace at Carmi Municipal
Airport, Carmi, IL; De Kalb Taylor
Municipal Airport, De Kalb, IL;
Harrisburg-Raleigh Airport, Harrisburg,
IL; Kewanne Municipal Airport,
Kewanne, IL; Litchfield Municipal
Airport, Litchfield, IL; Edgar County
Airport, Paris, IL; and Taylorville
Municipal Airport, Taylorville, IL.

History

On July 1, 2016, the FAA published
in the Federal Register a notice of
proposed rulemaking (NPRM), (81 FR
43124) Docket No. FAA-2016-6985, to
modify Class E airspace at Carmi
Municipal Airport, Carmi, IL; De Kalb
Taylor Municipal Airport, De Kalb, IL;
Harrisburg-Raleigh Airport, Harrisburg,
IL; Kewanne Municipal Airport,
Kewanne, IL; Litchfield Municipal
Airport, Litchfield, IL; Edgar County
Airport, Paris, IL; and Taylorville
Municipal Airport, Taylorville, IL.
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received. The FAA discovered a
typographical error in the geographic
coordinate of Harrisburg-Raleigh Airport
which has been corrected in this action.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11A, dated August 3, 2016,
and effective September 15, 2016, which
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is incorporated by reference in 14 CFR
part 71.1. The Class E airspace
designation listed in this document will
be published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11A, Airspace Designations and
Reporting Points, dated August 3, 2016,
and effective September 15, 2016. FAA
Order 7400.11A is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11A lists
Class A, B, C, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
modifies Class E airspace extending
upward from 700 feet above the surface
at the following airports:

Within a 6.4-mile radius (reduced from
the 7-mile radius) of Carmi Municipal
Airport, Carmi, IL, and updating the
geographic coordinates of this airport
to coincide with the FAA’s
aeronautical database;

Within a 6.8-mile radius (increased from
the 6.6-mile radius) of De Kalb Taylor
Municipal Airport, De Kalb, IL, and
updating the geographic coordinates
of this airport to coincide with the
FAA’s aeronautical database;

Within a 6.5-mile radius (reduced from
the 7-mile radius) of Harrisburg-
Raleigh Airport, Harrisburg, IL, and
updating the geographic coordinates
of this airport to coincide with the
FAA'’s aeronautical database;

Within a 6.5-mile radius (reduced from
the 7-mile radius) of Kewanee
Municipal Airport, Kewanee, IL;

Within a 6.7-mile radius (reduced from
the 7-mile radius) of Litchfield
Municipal Airport, Litchfield, IL, and
updating the geographic coordinates
of this airport to coincide with the
FAA’s aeronautical database;

Within a 6.4-mile radius (increased from
the 6.3-mile radius) of Edgar County
Airport, Paris, IL, and updating the
geographic coordinates of this airport
to coincide with the FAA’s
aeronautical database; and

Within a 6.5-mile radius (reduced from
the 7-mile radius) of Taylorville
Municipal Airport, Taylorville, IL,
and updating the geographic
coordinates of this airport to coincide
with the FAA’s aeronautical database.

These airspace reconfigurations are
necessary due to the decommissioning
of NDBs, cancellation of NDB

approaches, or implementation of
RNAYV standard instrument procedures
at these airports. Controlled airspace is
necessary for the safety and
management of the standard instrument
approach procedures for IFR operations
at these airports.

Regulatory Notices and Analyses

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, is non-controversial and
unlikely to result in adverse or negative
comments. 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. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5.a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

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

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

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11A,
Airspace Designations and Reporting
Points, dated August 3, 2016, and
effective September 15, 20186, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

AGLILE5 Carmi, IL [Amended]

Carmi Municipal Airport, IL

(Lat. 38°05’22” N., long. 88°07'23” W.)
That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of the Carmi Municipal Airport.
* * * * *

AGL IL E5 De Kalb, IL [Amended]

De Kalb Taylor Municipal Airport, IL
(Lat. 41°56’02” N., long. 88°42720” W.)
That airspace extending upward from 700

feet above the surface within a 6.8-mile
radius of the De Kalb Taylor Municipal
Airport, excluding that airspace which
overlies the Chicago, IL, Class E airspace
area.

* * * * *

AGLIL E5 Harrisburg, IL [Amended]

Harrisburg-Raleigh Airport, IL

(Lat. 37°48’41” N., long. 88°33'01” W.)
That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of Harrisburg-Raleigh Airport.

* * * * *

AGLIL E5 Kewanee, IL [Amended]

Kewanee Municipal Airport, IL

(Lat. 41°12"19” N., long. 89°57°50” W.)
That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of the Kewanee Airport.
* * * * *

AGL IL E5 Litchfield, IL [Amended]

Litchfield Municipal Airport, IL

(Lat. 39°09’45” N., long. 89°40729” W.)
That airspace extending upward from 700
feet above the surface within a 6.7-mile
radius of the Litchfield Municipal Airport.

* * * * *

AGL IL E5 Paris, IL [Amended]

Paris, Edgar County Airport, IL

(Lat. 39°41’59” N., long. 87°40"15” W.)
That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of the Edgar County Airport.

* * * * *

AGLIL E5 Taylorville, IL [Amended]
Taylorville Municipal Airport, IL

(Lat. 39°31’57” N., long. 89°19'51” W.)
That airspace extending from 700 feet above
the surface within a 6.5-mile radius of the
Taylorville Municipal Airport.
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Issued in Fort Worth, Texas, on November
2, 2016.

Walter Tweedy,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. 2016-27101 Filed 11-9-16; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2016-8840; Airspace
Docket No. 16—AGL-20]

Amendment of Class E Airspace for
the Following Ohio Towns; Marion,
OH; Portsmouth, OH; Van Wert, OH;
and Versailles, OH

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

SUMMARY: This action modifies Class E
airspace extending upward from 700
feet above the surface at Marion
Municipal Airport, Marion, OH; Greater
Portsmouth Regional Airport,
Portsmouth, OH; Van Wert County
Airport, Van Wert, OH; and Darke
County Airport, Versailles, OH.
Decommissioning of non-directional
radio beacons (NDB), cancellation of
NDB approaches, and implementation
of area navigation (RNAV) procedures
have made this action necessary for the
safety and management of Instrument
Flight Rules (IFR) operations at these
airports. This action also updates the
geographic coordinates for Southern
Ohio Regional Medical Center Heliport,
Portsmouth OH; and Darke County
Airport to coincide with the FAA’s
aeronautical database. Also, the name of
Southern Ohio Regional Medical Center
Heliport (formerly Southern Ohio
Medical Center Helipad) is updated to
coincide with the FAA’s aeronautical
database.

DATES: Effective 0901 UTC, March 2,
2017. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11A,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air_traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC 20591;

telephone: 202-267—-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11A at NARA, call 202-741—
6030, or go to http://www.archives.gov/
federal register/code_of federal-
regulations/ibr locations.html.

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

FOR FURTHER INFORMATION CONTACT:
Jeffrey Claypool, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX,
76177; telephone (817) 222-5711.

SUPPLEMENTARY INFORMATION:
Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
Class E airspace extending upward from
700 feet above the surface at Marion
Municipal Airport, Marion, OH; Greater
Portsmouth Regional Airport,
Portsmouth, OH; Van Wert County
Airport, Van Wert, OH; and Darke
County Airport, Versailles, OH.

History

On August 25, 2016, the FAA
published in the Federal Register a
notice of proposed rulemaking (NPRM),
(81 FR 58413) Docket No. FAA-2016—
8840, to modify Class E airspace
extending upward from 700 feet above
the surface at Marion Municipal
Airport, Marion, OH; Greater
Portsmouth Regional Airport,
Portsmouth, OH; Van Wert County
Airport, Van Wert, OH; and Darke
County Airport, Versailles, OH,.
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11A, dated August 3, 2016,

and effective September 15, 2016, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11A, Airspace Designations and
Reporting Points, dated August 3, 2016,
and effective September 15, 2016. FAA
Order 7400.11A is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11A lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
modifies Class E airspace extending
upward from 700 feet above the surface
at the following airports:

Within a 7-mile radius (reduced from
a 7.4-mile radius) of Marion Municipal
Airport, Marion, OH;

Within a 6.8-mile radius (increased
from a 6.4-mile radius) of Greater
Portsmouth Regional Airport,
Portsmouth, OH, and updating the name
and geographic coordinates of Southern
Ohio Regional Medical Center Heliport
(formerly Southern Ohio Medical Center
Helipad), Portsmouth, OH, to coincide
with the FAA’s aeronautical database;

Within a 6.5-mile radius (reduced
from a 7-mile radius) of Van Wert
County Airport, Van Wert, OH;

And within a 6.4-mile radius
(increased from a 6.3-mile radius) of
Darke County Airport, Versailles, OH,
removing the segment extending 7 miles
west of the airport, and updating the
geographic coordinates of the airport to
coincide with the FAA’s aeronautical
database.

Airspace reconfiguration is necessary
due to the decommissioning of NDBs,
cancellation of NDB approaches, and
implementation of RNAV procedures at
the above airports for the safety and
management of the standard instrument
approach procedures for IFR operations
at the airports.

Regulatory Notices and Analyses

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, is non-controversial and
unlikely to result in adverse or negative
comments. It, therefore: (1) Is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
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“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. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5.a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

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

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

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11A,
Airspace Designations and Reporting
Points, dated August 3, 2016, and
effective September 15, 20186, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

AGL OH E5 Marion, OH [Amended]

Marion Municipal Airport, OH

(Lat. 40°36'59” N., long. 83°03'49” W.)
That airspace extending upward from 700
feet above the surface within a 7-mile radius
of Marion Municipal Airport, excluding that
airspace within the Bucyrus, OH, Class E
airspace area.
* * * * *

AGL OHE5 Portsmouth, OH [Amended]

Greater Portsmouth Regional Airport, OH
(Lat. 38°50°26” N., long. 82°50°50” W.)
Portsmouth, Southern Ohio Regional Medical
Center Heliport, OH, Point in Space
Coordinates
(Lat. 38°45"16” N., long. 82°58"38” W.)
That airspace extending upward from 700
feet above the surface within a 6.8-mile
radius of Greater Portsmouth Regional
Airport, and within a 6-mile radius of the
Point in Space serving Southern Ohio
Regional Medical Center Heliport.

* * * * *

AGL OHE5 Van Wert, OH [Amended]
Van Wert County Airport, OH

(Lat. 40°51’50” N., long. 84°36'23” W.)
That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of Van Wert County Airport.
AGL OHE5 Versailles, OH [Amended]
Darke County Airport, OH

(Lat. 40°12"16” N., long. 84°31'55” W.)

That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of Darke County Airport.

Issued in Fort Worth, Texas, on November
2, 2016.
Walter Tweedy,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. 2016—27096 Filed 11-9-16; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2016-8828; Airspace
Docket No. 16-ASW-13]

Amendment of Class E Airspace for
the Following Texas Towns; Levelland,
TX; Vernon, TX; and Winters, TX

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action modifies Class E
airspace extending upward from 700
feet above the surface at Levelland
Municipal Airport, Levelland, TX;
Wilbarger County Airport, Vernon, TX;
and Winters Municipal Airport,
Winters, TX. Decommissioning of non-
directional radio beacons (NDB),
cancellation of NDB approaches, and
implementation of area navigation
(RNAV) procedures have made this
action necessary for the safety and
management of Instrument Flight Rules
(IFR) operations at these airports. This
action also updates the geographic
coordinates for Levelland Municipal
Airport and Wilbarger County Airport to

coincide with the FAA’s aeronautical
database.

DATES: Effective 0901 UTC, March 2,
2017. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11A,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC, 20591;
telephone: 202-267-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11A at NARA, call 202-741—
6030, or go to http://www.archives.gov/
federal register/code_of federal-
regulations/ibr locations.html.

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

FOR FURTHER INFORMATION CONTACT:
Jeffrey Claypool, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX,
76177; telephone (817) 222-5711.
SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
Class E airspace extending upward from
700 feet above the surface at Levelland
Municipal Airport, Levelland, TX;
Wilbarger County Airport, Vernon, TX;
and Winters Municipal Airport,
Winters, TX.

History

On August 25, 2016, the FAA
published in the Federal Register a
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notice of proposed rulemaking (NPRM),
(81 FR 58417) Docket No. FAA-2016—
8828, to modify Class E airspace
extending upward from 700 feet above
the surface at Levelland Municipal
Airport, Levelland, TX; Wilbarger
County Airport, Vernon, TX; and
Winters Municipal Airport, Winters,
TX. Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11A, dated August 3, 2016,
and effective September 15, 2016, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11A, Airspace Designations and
Reporting Points, dated August 3, 2016,
and effective September 15, 2016. FAA
Order 7400.11A is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11A lists
Class A, B, C, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
modifies Class E airspace extending
upward from 700 feet above the surface
at the following airports:

Within a 6.6-mile radius (decreased
from a 6.7-mile radius) of Levelland
Municipal Airport, Levelland, TX,
and updating the geographic
coordinates of the airport to coincide
with the FAA’s aeronautical database;

Within a 6.6-mile radius (decreased
from a 7-mile radius) of Wilbarger
County Airport, Vernon, TX, and
updating the geographic coordinates
of the airport to coincide with the
FAA’s aeronautical database;

And within a 6.6-mile radius (increased
from a 6.3-mile radius) of Winters
Municipal Airport, Winters, TX, with
an extension to the north of the
airport from the 6.6-mile radius to 9.3
miles, and with a new extension to
the south of the airport from the 6.6-
mile radius to 9.6 miles.

Airspace reconfiguration is necessary
due to the decommissioning of NDBs,
cancellation of NDB approaches, and
implementation of RNAV procedures at
the above airports for the safety and
management of the standard instrument

approach procedures for IFR operations
at the airports.

Regulatory Notices and Analyses

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, is non-controversial and
unlikely to result in adverse or negative
comments. 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. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5-6.5.a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71:

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

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

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

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11A,
Airspace Designations and Reporting
Points, dated August 3, 2016, and
effective September 15, 2016, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

ASW TX E5 Levelland, TX [Amended]

Levelland Municipal, TX

(Lat. 33°33’09” N., long. 102°22'21” W.)
That airspace extending upward from 700
feet above the surface within a 6.6-mile
radius of Levelland Municipal Airport.
* * * * *

ASW TX E5 Vernon, TX [Amended]

Wilbarger County Airport, TX

(Lat. 34°13’32” N., long. 99°17°02” W.)
That airspace extending upward from 700
feet above the surface within a 6.6-mile
radius of Wilbarger County Airport.

* * * * *

ASW TX E5 Winters, TX [Amended]

Winters Municipal Airport, TX

(Lat. 31°56’50” N., long. 99°5909” W.)
That airspace extending upward from 700
feet above the surface within a 6.6-mile
radius of Winters Municipal Airport, and 1
mile each side of the 352° bearing from the
airport extending from the 6.6-mile radius to
9.3 miles north of the airport, and within 2
miles each side of the 180° bearing from the
airport from the 6.6-mile radius to 9.6 miles
south of the airport.

Issued in Fort Worth, Texas, on November
2, 2016.
Walter Tweedy,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. 2016—27091 Filed 11-9-16; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2016-4172; Airspace
Docket No. 16-ASW-7]

Amendment of Class E Airspace for
the Following Arkansas Towns;
Blytheville, AR; Brinkley, AR;
Clarksville, AR; and DeQueen, AR

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

SUMMARY: This action modifies Class E
airspace extending upward from 700
feet above the surface at Arkansas
International Airport, Blytheville, AR;
Blytheville Municipal Airport,
Blytheville, AR; Frank Federer
Memorial Airport, Brinkley, AR;
Clarksville Municipal Airport,
Clarksville, AR; and J. Lynn Helms
Sevier County Airport, De Queen, AR.
Decommissioning of non-directional
radio beacons (NDBs), cancellation of
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NDB approaches, and implementation
of area navigation (RNAV) procedures
have made this action necessary for the
safety and management of Instrument
Flight Rules (IFR) operations at the
above airports. This action also updates
the name of Arkansas International
Airport, and the geographic coordinates
for Arkansas International Airport,
Blytheville Municipal Airport, and
Clarksville Municipal Airport, to
coincide with the FAA’s aeronautical
database.

DATES: Effective 0901 UTC, March 2,
2017. The Director of the Federal
Register approves this incorporation by
reference action under Title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.11 and publication of conforming
amendments.

ADDRESSES: FAA Order 7400.11A,
Airspace Designations and Reporting
Points, and subsequent amendments can
be viewed online at http://www.faa.gov/
air traffic/publications/. For further
information, you can contact the
Airspace Policy Group, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC, 20591;
telephone: 202-267-8783. The Order is
also available for inspection at the
National Archives and Records
Administration (NARA). For
information on the availability of FAA
Order 7400.11A at NARA, call 202-741—
6030, or go to http://www.archives.gov/
federal register/code of federal-
regulations/ibr locations.html.

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

FOR FURTHER INFORMATION CONTACT:
Jeffrey Claypool, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX,
76177; telephone (817) 222-5711.
SUPPLEMENTARY INFORMATION:

Authority for This Rulemaking

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, Section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the

scope of that authority as it amends
Class E airspace at Arkansas
International Airport, Blytheville, AR;
Blytheville Municipal Airport,
Blytheville, AR; Frank Federer
Memorial Airport, Brinkley, AR;
Clarksville Municipal Airport,
Clarksville, AR; and J. Lynn Helms
Sevier County Airport, De Queen, AR.

History

On May 3, 2016, the FAA published
in the Federal Register a notice of
proposed rulemaking (NPRM), (81 FR
26505) Docket No. FAA-2016-4172, to
modify Class E airspace at Arkansas
International Airport, Blytheville, AR;
Blytheville Municipal Airport,
Blytheville, AR; Frank Federer
Memorial Airport, Brinkley, AR;
Clarksville Municipal Airport,
Clarksville, AR; and J. Lynn Helms
Sevier County Airport, De Queen, AR.
Interested parties were invited to
participate in this rulemaking effort by
submitting written comments on the
proposal to the FAA. No comments
were received.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.11A, dated August 3, 2016,
and effective September 15, 2016, which
is incorporated by reference in 14 CFR
part 71.1. The Class E airspace
designation listed in this document will
be published subsequently in the Order.

Availability and Summary of
Documents for Incorporation by
Reference

This document amends FAA Order
7400.11A, Airspace Designations and
Reporting Points, dated August 3, 2016,
and effective September 15, 2016. FAA
Order 7400.11A is publicly available as
listed in the ADDRESSES section of this
document. FAA Order 7400.11A lists
Class A, B, G, D, and E airspace areas,
air traffic service routes, and reporting
points.

The Rule

This amendment to Title 14, Code of
Federal Regulations (14 CFR) part 71
modifies Class E airspace extending
upward from 700 feet above the surface
at the following airports:

Within 7-mile radius (reduced from an
8-mile radius) of Arkansas
International Airport (formerly Eaker
AFB), and within a 6.5-mile radius
(reduced from a 7-mile radius) of
Blytheville Municipal Airport,
Blytheville, AR, and updates the
airport’s geographic coordinates;

By removing the 7.3-mile extension to
the north from the 6.4-mile radius of
Frank Federer Memorial Airport,
Brinkley, AR;

Within a 7.3-mile radius (reduced from
a 7.4-mile radius) of Clarksville
Municipal Airport, Clarksville, AR,
and updates the airport’s geographic
coordinates; and

Within a 6.5-mile radius (increased from
a 6.4-mile radius) of J. Lynn Helms
Sevier County Airport, De Queen, AR.

Airspace reconfiguration is necessary
due to the decommissioning of NDBs,
cancellation of NDB approaches, or
implementation of RNAV procedures at
the above airports. Controlled airspace
is necessary for the safety and
management of the standard instrument
approach procedures for IFR operations
at these airports.

Regulatory Notices and Analyses

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, is non-controversial and
unlikely to result in adverse or negative
comments. 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. Since this is a
routine matter that only affects air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, does not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1F, “Environmental
Impacts: Policies and Procedures,”
paragraph 5—-6.5.a. This airspace action
is not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

Lists of Subjects in 14 CFR Part 71:

Airspace, Incorporation by reference,
Navigation (air).
Adoption of the Amendment:

In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:
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PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

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

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

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.11A,
Airspace Designations and Reporting
Points, dated August 3, 2016, and
effective September 15, 2016, is
amended as follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

ASW AR E5 Blytheville, AR [Amended]

Blytheville, Arkansas International Airport,
AR

(Lat. 35°57°52” N., long. 89°56'38” W.)
Blytheville Municipal Airport, AR

(Lat. 35°56'26” N., long. 89°49'51” W.)
That airspace extending upward from 700
feet above the surface within a 7-mile radius
of Arkansas International Airport and within
a 6.5-mile radius of Blytheville Municipal
Airport.

ASW AR E5 Brinkley, AR [Amended]

Brinkley, Frank Federer Memorial Airport,
AR
(Lat. 34°52°49” N., long. 91°10"35” W.)
That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of Frank Federer Memorial Airport.
* * * * *

ASW AR E5 Clarksville, AR [Amended]
Clarksville Municipal Airport, AR
(Lat. 35°28"15” N., long. 93°25"38” W.)
That airspace extending upward from 700
feet above the surface within a 7.3-mile

radius of Clarksville Municipal Airport.
* * * * *

ASW AR E5 De Queen, AR [Amended]
De Queen, J. Lynn Helms Sevier County
Airport, AR

(Lat. 34°02°49” N., long. 94°23'58” W.)
That airspace extending upward from 700
feet above the surface within a 6.5-mile
radius of J. Lynn Helms Sevier County
Airport.

Issued in Fort Worth, Texas, on November
2, 2016.
Walter Tweedy,

Acting Manager, Operations Support Group,
ATO Central Service Center.

[FR Doc. 2016-27093 Filed 11-9-16; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[TD 9793]
RIN 1545-BMO1

Removal of the 36-Month Non-Payment
Testing Period Rule

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final regulation.

SUMMARY: This document contains final
regulations that remove the rule that a
deemed discharge of indebtedness for
which a Form 1099-C, “Cancellation of
Debt,” must be filed occurs at the
expiration of a 36-month non-payment
testing period. The Treasury Department
and the IRS are concerned that the rule
creates confusion for taxpayers and does
not increase tax compliance by debtors
or provide the IRS with valuable third-
party information that may be used to
ensure taxpayer compliance. The final
regulations affect certain financial
institutions and governmental entities.
DATES: Effective Date: These regulations
are effective on November 10, 2016.
Applicability Date: For dates of
applicability, see § 1.6050P—1(h).
FOR FURTHER INFORMATION CONTACT:
Eliezer Mishory at (202) 317-6844 (not
a toll-free call).
SUPPLEMENTARY INFORMATION:

Background

This document contains amendments
to the Income Tax Regulations (26 CFR
part 1) under section 6050P of the
Internal Revenue Code (Code), relating
to the rule in § 1.6050P-1(b)(2)(iv) that
the 36-month non-payment testing
period is an identifiable event triggering
an information reporting obligation on
Form 1099-C for discharge of
indebtedness by certain entities. On
October 15, 2014, a notice of proposed
rulemaking (REG-136676—13) was
published in the Federal Register (79
FR 61791). The notice of proposed
rulemaking proposed to remove the 36-
month non-payment testing period.
Written comments responding to the
proposed regulations were received. The
comments have been considered in
connection with these final regulations
and are available for public inspection
at www.regulations.gov or on request.
No public hearing was requested or
held. After consideration of all the
comments, the proposed regulations are
adopted as final regulations without
significant modification by this
Treasury decision.

Statutory Provisions

Section 61(a)(12) provides that
income from discharge of indebtedness
is includible in gross income. Section
6050P was added to the Code by section
13252 of the Omnibus Budget
Reconciliation Act of 1993, Public Law
103-66 (107 Stat. 312, 531-532 (1993)).
Section 6050P was enacted in part “to
encourage taxpayer compliance with
respect to discharged indebtedness” and
to “enhance the ability of the IRS to
enforce the discharge of indebtedness
rules.” H.R. Rep. No. 103-111, at 758
(1993). As originally enacted, section
6050P generally required applicable
financial entities (generally financial
institutions, credit unions, and federal
executive agencies) that discharge (in
whole or in part) indebtedness of $600
or more during a calendar year to file
information returns with the IRS and to
furnish information statements to the
persons whose indebtedness was
discharged. In addition to other
information prescribed by regulations,
an applicable financial entity is required
to include on the information return the
debtor’s name, taxpayer identification
number, the date of the discharge, and
the amount discharged. See 26 U.S.C.
6050P(a) (1994).

The Debt Collection Improvement Act
of 1996 (1996 Act), Public Law 104-134
(110 Stat. 1321, 1321-368 through
1321-369 (1996)) was enacted on April
26, 1996. Section 31001(m)(2)(B)(i) and
(ii) of the 1996 Act amended section
6050P to expand the reporting
requirement to cover “applicable
entities,” which includes any executive,
judicial, or legislative agency, not just
federal executive agencies, and any
previously covered applicable financial
entity. Effective for discharges of
indebtedness occurring after December
31, 1999, section 533(a) of the Ticket to
Work and Work Incentives
Improvement Act of 1999 (1999 Act),
Public Law 106-170 (113 Stat. 1860,
1931 (1999)), added subparagraph
(c)(2)(D) to section 6050P, to further
expand entities covered by the reporting
requirements to include any
organization the “significant trade or
business of which is the lending of
money.”

On April 4, 2000, the IRS released
Notice 2000-22 (2000-1 CB 902) to
provide penalty relief to organizations
that were newly made subject to section
6050P by the 1999 Act (organizations
with a significant trade or business of
lending money). The relief applied to
penalties for failure to file information
returns or furnish payee statements for
discharges of indebtedness occurring
before January 1, 2001. On December 26,
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2000, the IRS released Notice 2001-8
(2001-1 CB 374) to extend the penalty
relief for organizations described in
Notice 2000-22 for discharges of
indebtedness that occurred prior to the
first calendar year beginning at least two
months after the date that appropriate
guidance is issued.

Regulatory History

On December 27, 1993, temporary
regulations under section 6050P relating
to the reporting of discharge of
indebtedness by applicable financial
entities were published in the Federal
Register (TD 8506; 58 FR 68301). The
temporary regulations provided that an
applicable financial entity must report a
discharge of indebtedness upon the
occurrence of an identifiable event that,
considering all the facts and
circumstances, indicated the debt would
never have to be repaid. The temporary
regulations provided a non-exhaustive
list of three identifiable events that
would give rise to the reporting
requirement under section 6050P: (1) A
discharge of indebtedness under title 11
of the United States Code (Bankruptcy
Code); (2) an agreement between the
applicable financial entity and the
debtor to discharge the indebtedness,
provided that the last event to effectuate
the agreement has occurred; and (3) a
cancellation or extinguishment of the
indebtedness by operation of law. These
regulations were effective for discharges
of indebtedness occurring after
December 31, 1993.

A concurrently published notice of
proposed rulemaking (IA-63-93; 58 FR
68337) proposed to adopt those and
other rules in the temporary regulations.
Written comments were received in
response to the notice of proposed
rulemaking, and testimony was given at
a public hearing held on March 30,
1994. In response to the comments and
testimony, the IRS provided, in Notice
94-73 (1994—2 CB 553), interim relief
from penalties for failure to comply
with certain of the reporting
requirements of the temporary
regulations for discharges of
indebtedness occurring before the later
of January 1, 1995, or the effective date
of final regulations under section 6050P.

On January 4, 1996, prior to the
amendments made by the 1996 Act,
final regulations relating to the
information reporting requirements of
applicable financial entities for
discharges of indebtedness were
published in the Federal Register (TD
8654; 61 FR 262) (the 1996 final
regulations). The 1996 final regulations
were generally effective for discharges
of indebtedness occurring after
December 21, 1996, although applicable

financial entities at their discretion
could apply the 1996 final regulations to
any discharge of indebtedness occurring
on or after January 1, 1996, and before
December 22, 1996. Finally, the
preamble to these regulations provided
that the temporary regulations and the
interim relief provided in Notice 94-73
remained in effect until December 21,
1996.

In response to objections by
commenters, the 1996 final regulations
did not adopt the facts and
circumstances test to determine whether
a discharge of indebtedness had
occurred and information reporting was
required. Instead, the 1996 final
regulations provided that a person’s
indebtedness is deemed to be
discharged for information reporting
purposes only upon the occurrence of
an identifiable event specified in an
exhaustive list under § 1.6050P-1(b)(2),
whether or not an actual discharge has
occurred on or before the date of the
identifiable event. See § 1.6050P—1(a)(1).

Section 1.6050P-1(b)(2) of the 1996
final regulations listed eight identifiable
events that trigger information reporting
obligations on the part of an applicable
financial entity: (1) A discharge of
indebtedness under the Bankruptcy
Code; (2) a cancellation or
extinguishment of an indebtedness that
renders the debt unenforceable in a
receivership, foreclosure, or similar
proceeding in a federal or state court, as
described in section 368(a)(3)(A)(ii)
(other than a discharge under the
Bankruptcy Code); (3) a cancellation or
extinguishment of an indebtedness
upon the expiration of the statute of
limitations for collection (but only if,
and only when, the debtor’s statute of
limitations affirmative defense has been
upheld in a final judgment or decision
in a judicial proceeding, and the period
for appealing it has expired) or upon the
expiration of a statutory period for filing
a claim or commencing a deficiency
judgment proceeding; (4) a cancellation
or extinguishment of an indebtedness
pursuant to an election of foreclosure
remedies by a creditor that statutorily
extinguishes or bars the creditor’s right
to pursue collection of the indebtedness;
(5) a cancellation or extinguishment of
an indebtedness that renders a debt
unenforceable pursuant to a probate or
similar proceeding; (6) a discharge of
indebtedness pursuant to an agreement
between an applicable entity and a
debtor to discharge indebtedness at less
than full consideration; (7) a discharge
of indebtedness pursuant to a decision
by the creditor, or the application of a
defined policy of the creditor, to
discontinue collection activity and

discharge debt; and (8) the expiration of
a 36-month non-payment testing period.

The first seven identifiable events are
specific occurrences that typically result
from an actual discharge of
indebtedness. The eighth identifiable
event, the expiration of a 36-month non-
payment testing period, may not result
from an actual discharge of
indebtedness. The 36-month non-
payment testing period was added to the
1996 final regulations as an additional
identifiable event in response to
concerns of creditors that the facts and
circumstances approach taken in the
temporary and proposed regulations
was unclear regarding the effect of
continuing collection activity. Creditors
proposed (among other things) that the
final regulations require reporting after
a fixed time period during which there
had been no collection efforts.

Section 1.6050P-1(b)(2)(iv) of the
1996 regulations sets forth the 36-month
non-payment testing period rule (the 36-
month rule). Under that rule, a
rebuttable presumption arises that an
identifiable event has occurred if a
creditor does not receive a payment
within a 36-month testing period. The
creditor may rebut the presumption if
the creditor engaged in significant bona
fide collection activity at any time
within the 12-month period ending at
the close of the calendar year or if the
facts and circumstances existing as of
January 31 of the calendar year
following the expiration of the non-
payment testing period indicate that the
indebtedness has not been discharged.
A creditor’s decision not to rebut the
presumption that an identifiable event
has occurred pursuant to the 36-month
rule is not an indication that it has
discharged the debt, but the creditor is
nonetheless required, for information
reporting purposes, to report amounts
on a Form 1099-C to the debtor
taxpayer. Taxpayers receiving Forms
1099-C may conclude that the debts
have, in fact, been discharged, causing
the taxpayers to erroneously include in
income the amounts reported on Forms
1099-C even though creditors may
continue to attempt to collect the debt
after issuing a Form 1099-C as required
by the 36-month rule. See § 1.6050P—
1(a)(1) and (b)(2)(iv). Finally, the 1996
final regulations provided that an
identifiable event with respect to the 36-
month non-payment testing period in
§ 1.6050P-1(b)(2)(i)(H) and (b)(2)(iv)
could not occur prior to December 31,
1997. See § 1.6050P-1(b)(2)(iv)(C) of the
1996 regulations.

On October 25, 2004, final regulations
reflecting the amendments to section
6050P(c) made by the 1999 Act were
published in the Federal Register (TD
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9160; 69 FR 62181). These regulations
describe circumstances in which an
organization has a significant trade or
business of lending money and provide
three safe harbors under which
organizations will not be considered to
have a significant trade or business of
lending money.

On November 10, 2008, final and
temporary regulations were published
in the Federal Register (TD 9430; 73 FR
66539) (the 2008 regulations) to amend
the regulations under section 6050P to
exempt from the 36-month rule entities
that were not within the scope of
section 6050P as originally enacted
(organizations with a significant trade or
business of lending money and agencies
other than federal executive agencies).
The changes made by the 2008
regulations reduced the burden on these
entities and protected debtors from
receiving information returns that
reported discharges of indebtedness
from these entities before a discharge
had occurred. The 2008 regulations also
added § 1.6050P—-1(b)(2)(v), which
provided that, for organizations with a
significant trade or business of lending
money and agencies other than federal
executive agencies that were required to
file information returns pursuant to the
36-month rule in a tax year prior to 2008
and failed to file them, the date of
discharge would be the first identifiable
event, if any, described in § 1.6050P—
1(b)(2)(1)(A) through (G) that occurs after
2007. On September 17, 2009, final
regulations were published in the
Federal Register (TD 9461; 74 FR
47728-01) adopting the 2008
regulations without change.

Notice 2012-65

Even after the amendments to the
regulations in 2008 and 2009, concerns
continued to arise about the 36-month
rule, and taxpayers remained confused
regarding whether the receipt of a Form
1099-C represents cancellation of
indebtedness that must be included in
gross income. To address those
concerns, in Notice 2012—65 (2012—-52
IRB 773 (Dec. 27, 2012)), the Treasury
Department and the IRS requested
comments from the public regarding
whether to remove or modify the 36-
month rule as an identifiable event for
purposes of information reporting under
section 6050P. Ten comments were
received, all recommending removal or
revision of the 36-month rule. Several
commenters generally expressed
concerns that the expiration of a 36-
month non-payment testing period does
not necessarily coincide with an actual
discharge of the indebtedness, leading
to confusion on the part of the debtor
and, in some instances, uncertainty on

the part of the creditor regarding
whether it may lawfully continue to
pursue the debt. Additionally,
commenters noted that the IRS’s ability
to collect tax on discharge of
indebtedness income may be
undermined if the actual discharge
occurs in a different year than the year
of information reporting.

Proposed Regulations

In response to the comments received,
on October 15, 2014, a notice of
proposed rulemaking (REG-136676—13)
proposing removing the 36-month rule
was published in the Federal Register
(79 FR 61791). The Treasury
Department and the IRS agreed that
information reporting under section
6050P should generally coincide with
the actual discharge of a debt. Because
reporting under the 36-month rule may
not reflect a discharge of indebtedness,
a debtor may conclude that the debtor
has taxable income even though the
creditor has not discharged the debt and
continues to pursue collection. Issuing a
Form 1099-C before a debt has been
discharged may also cause the IRS to
initiate compliance actions even though
a discharge has not occurred.
Additionally, § 1.6050P—-1(e)(9) provides
that no additional reporting is required
if a subsequent identifiable event
occurs. Therefore, in cases in which the
Form 1099-C is issued because of the
36-month rule but before the debt is
discharged, the IRS does not
subsequently receive third-party
reporting when the debt is discharged.
The IRS’s ability to enforce collection of
tax for discharge of indebtedness
income may, thus, be diminished when
the information reporting does not
reflect an actual cancellation of
indebtedness.

Section 1.6050P-1(b)(2)(1)(H),
(b)(2)(iv), and (b)(2)(v) were proposed to
be removed on the date final regulations
are published in the Federal Register.
The proposed regulations also proposed
conforming amendments to the
effective/applicability date provision,
§1.6050P-1(h).

Explanation and Summary of
Comments

The notice of proposed rulemaking
invited comments on the proposed
removal of the 36-month rule. A public
hearing was not requested and none was
held. Four comments were received. All
commenters supported the proposal and
agreed that the 36-month rule did not
increase compliance and caused
confusion, and supported its removal.
Accordingly, these final regulations
adopt the proposed regulations without
change (except as described in the

Applicability Date section of this
preamble), remove the 36-month rule
from the list of identifiable events, and
remove related provisions.
Applicability Date

The notice of proposed rulemaking
proposed to amend the effective/
applicability date paragraph in
§1.6050P—1(h) to remove references to
the 36-month rule that were added
along with the 36-month rule in TD
9461, 74 FR 47728-01, and such
amendments would have been both
effective and applicable as of the date of
publication of these final regulations in
the Federal Register. The Treasury
Department and the IRS have
determined that it is not in the interest
of sound tax administration to have the
removal of the 36-month rule apply for
a portion of a calendar year. Therefore,
these final regulations do not adopt the
effective/applicability date provision of
the proposed regulations. Information
returns required to be filed under
section 6050P must be filed on or before
February 28 (March 31 if filed
electronically) of the year following the
calendar year in which the identifiable
event occurs and payee statements must
be furnished on or before January 31 of
the year following the calendar year in
which the identifiable event occurs. The
final regulations are applicable to
information returns required to be filed,
and payee statements required to be
furnished, after December 31, 2016.
Because the deadline for filing
information returns and furnishing
payee statements for calendar year 2016
would be after December 31, 2016, the
expiration of the 36-month testing
period during 2016 does not create a
requirement to file information returns
and furnish payee statements. However,
§1.6050P-1 (as contained in 26 CFR
part 1, revised April 2016) continues to
apply to information returns required to
be filed, and payee statements required
to be furnished, on or before December
31, 2016.

Special Analyses

Certain IRS regulations, including this
one, are exempt from the requirements
of Executive Order 12866, as
supplemented and reaffirmed by
Executive Order 13563. Therefore, a
regulatory impact assessment is not
required. Because the regulations do not
impose a collection of information on
small entities, the Regulatory Flexibility
Act (5 U.S.C. chapter 6) does not apply.
Pursuant to section 7805(f) of the Code,
the notice of proposed rulemaking that
preceded these final regulations was
submitted to the Chief Counsel for
Advocacy of the Small Business
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Administration for comment on its
impact on small business, and no
comments were received.

Drafting Information

The principal author of these final
regulations is Eliezer Mishory of the
Office of Associate Chief Counsel
(Procedure and Administration).

List of Subjects in 26 CFR Part 1

Income Taxes, Reporting and
recordkeeping requirements.

Proposed Amendments to the
Regulations

Accordingly, 26 CFR part 1 is
amended as follows:

PART 1—INCOME TAXES

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

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.6050P-1 is amended
by:
m 1. Removing paragraphs (b)(2)(i)(H),
(b)(2)(iv), and (b)(2)(v).
m 2. Adding the word “or” at the end of
paragraph (b)(2)(1)(F).
m 3. Removing the semicolon and
adding a period in its place at the end
of paragraph (b)(2)(1)(G).
m 4. Revising paragraph (h).

The revision reads as follows:

§1.6050P-1 Information reporting for
discharge of indebtedness by certain
entities.

* * * * *

(h) Applicability dates. This section
applies to information returns required
to be filed, and payee statements
required to be furnished, after December
31, 2016. Section 1.6050P-1 (as
contained in 26 CFR part 1, revised
April 2016) applies to information
returns required to be filed, and payee
statements required to be furnished, on
or before December 31, 2016.

John Dalrymple,

Deputy Commissioner for Services and
Enforcement.

Approved: October 17, 2016.
Mark J. Mazur,

Assistant Secretary of the Treasury (Tax
Policy).

[FR Doc. 2016-27160 Filed 11-9-16; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF DEFENSE
Department of the Army

32 CFR Part 635
RIN 0702-AA75
[Docket No. USA-2016-HQ—-0033]

Law Enforcement Reporting

AGENCY: Department of the Army, DoD.
ACTION: Direct final rule.

SUMMARY: The Department of the Army
is amending its Law Enforcement
Regulation. Specifically, Army is
clarifying language for contractors who
are required to register as sex offenders
on Army installations. This change will
allow the Department to collect
information from registered sex
offenders in accordance with their
contract requirements. This ensures
contractors meet the government
requirements under the terms and
conditions of the contract.

DATES: The rule will be effective on
December 15, 2016 unless comments are
received that would result in a contrary
determination. Comments will be
accepted on or before December 12,
2016.

ADDRESSES: You may submit comments,
identified by docket number and/or RIN
number and title, by any of the
following methods:

e Federal Rulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Department of Defense, Office
of the Deputy Chief Management
Officer, Directorate for Oversight and
Compliance, 4800 Mark Center Drive,
Mailbox #24, Alexandria, VA 22350—
1700.

Instructions: All submissions received
must include the agency name and
docket number or Regulatory
Information Number (RIN) for this
Federal Register document. The general
policy for comments and other
submissions from members of the public
is to make these submissions available
for public viewing on the Internet at
http://www.regulations.gov as they are
received without change, including any
personal identifiers or contact
information.

FOR FURTHER INFORMATION CONTACT: Ms.
Katherine Brennan, (703) 692—-6721.
SUPPLEMENTARY INFORMATION: This
direct final rule makes changes to the
Department of the Army’s Law
Enforcement Reporting rule which
published in the Federal Register on
March 29, 2016 (81 FR 17385).

DoD has determined this rulemaking
meets the criteria for a direct final rule

because it involves a change that
clarifies language for contractors who
are required to register as sex offenders
on Army installations per the
requirements of their contracts. DoD
expects no opposition to the changes
and no significant adverse comments.
However, if DoD receives a significant
adverse comment, the Department will
withdraw this direct final rule by
publishing a notice in the Federal
Register. A significant adverse comment
is one that explains: (1) Why the direct
final rule is inappropriate, including
challenges to the rule’s underlying
premise or approach; or (2) why the
direct final rule will be ineffective or
unacceptable without a change. In
determining whether a comment
necessitates withdrawal of this direct
final rule, DoD will consider whether it
warrants a substantive response in a
notice and comment process.

Executive Summary

This rule provides policies and
procedures for Army’s implementation
of Law Enforcement Reporting. The
authority citation is 28 U.S.C. 534, 42
U.S.C. 10601, 18 U.S.C. 922, 10 U.S.C.
1562, 10 U.S.C. Chap. 47, 42 U.S.C.
16901 et seq., 10 U.S.C. 1565, 42 U.S.C.
14135a.

The Army is clarifying language for
contractors who are required to register
as sex offenders on Army installations.

This regulatory action imposes no
monetary costs to the Agency or public.
The benefit to the public is the Army
law enforcement community is ensuring
the safety and security of the Army
installations by ensuring sex offenders
required to register are complying with
their registration requirements.

Regulatory Procedures

A. Regulatory Flexibility Act

The Department of the Army has
certified that the Regulatory Flexibility
Act does not apply because the rule
does not have a significant economic
impact on a substantial number of small
entities within the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601—
612.

B. Unfunded Mandates Reform Act

The Department of the Army has
determined that the Unfunded
Mandates Reform Act does not apply
because the rule does not include a
mandate that may result in estimated
costs to State, local or tribal
governments in the aggregate, or the
private sector, of $100 million or more.

C. National Environmental Policy Act

The Department of the Army has
determined that the National
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Environmental Policy Act does not
apply because the rule does not have an
adverse impact on the environment.

D. Paperwork Reduction Act

It has been certified that this rule does
impose reporting or recordkeeping
requirements under the Paperwork
Reduction Act of 1995. OMB has
approved these requirements under
OMB Control Number 0702-0128.

E. Executive Order 12630 (Government
Actions and Interference With
Constitutionally Protected Property
Rights)

The Department of the Army has
determined that Executive Order 12630
does not apply because the rule does not
impair private property rights.

F. Executive Order 12866 (Regulatory
Planning and Review) and Executive
Order 13563 (Improving Regulation and
Regulatory Review)

The Department of the Army has
determined that according to the criteria
defined in Executive Order 12866 and
Executive Order 13563, this rule is not
a significant regulatory action.

G. Executive Order 13045 (Protection of
Children From Environmental Health
Risk and Safety Risks)

The Department of the Army has
determined that the criteria of Executive
Order 13045 do not apply because this
rule does not implement or require
actions impacting environmental health
and safety risks on children.

H. Executive Order 13132 (Federalism)

The Department of the Army has
determined that the criteria of Executive
Order 13132 do not apply because this
rule will not have a substantial 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.

List of Subjects in 32 CFR Part 635

Crime, Law, Law enforcement, Law
enforcement officers, Military law.

For reasons stated in the preamble the
Department of the Army amends 32 CFR
part 635 as follows:

PART 635—LAW ENFORCEMENT
REPORTING

m 1. The authority citation for part 635
continues to read as follows:

Authority: 28 U.S.C. 534, 42 U.S.C. 10601,
18 U.S.C. 922,10 U.S.C. 1562, 10 U.S.C.
Chap. 47, 42 U.S.C. 16901 et seq., 10 U.S.C.
1565, 42 U.S.C. 14135a.

m 2. Amend § 635.6 by revising
paragraph (a) to read as follows:

§635.6 Registration of sex offenders on
Army installations (inside and outside the
Continental United States)

(a) Sex Offenders on US Army
Installations. Garrison Commander’s
responsibilities: Garrison Commanders
will ensure that sex offenders, as
defined in paragraph (b) of this section
that reside or are employed on an Army
Installation register with the installation
PM/DES. This includes service
members, civilian employees,
accompanying dependent family
members, and contractors subject to the
incorporation of the sex offender
registration requirement into the
contract.

* * * * *

Thomas S. Blair,

Chief, Law Enforcement Branch.

[FR Doc. 2016—-27165 Filed 11-9-16; 8:45 am]
BILLING CODE 5001-03-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[Docket No. USCG—2016-1004]

Drawbridge Operation Regulation;
Great Channel, Between Stone Harbor
and Nummy Island, NJ

AGENCY: Coast Guard, DHS.
ACTION: Notice of deviation from
drawbridge regulation.

SUMMARY: The Coast Guard has issued a
temporary deviation from the operating
schedule that governs the Cape May
County (Ocean Drive/CR619) Bridge
across the Great Channel, mile 0.7,
between Stone Harbor and Nummy
Island, NJ. This deviation is necessary to
avoid bridge failure and perform
emergency bridge repairs. This
deviation allows the bridge to remain in
the closed-to-navigation position.
DATES: This deviation is effective
without actual notice from November
10, 2016 through 4 p.m. on December 2,
2016. For the purposes of enforcement,
actual notice will be used from
November 7, 2016 at 9 a.m., until
November 10, 2016.

ADDRESSES: The docket for this
deviation, [USCG—-2016—-1004] is
available at http://www.regulations.gov.
Type the docket number in the
“SEARCH” box and click “SEARCH”.
Click on Open Docket Folder on the line
associated with this deviation.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
deviation, call or email Mr. Hal R. Pitts,
Bridge Administration Branch Fifth
District, Coast Guard, telephone 757—
398-6222, email Hal.R.Pitts@uscg.mil.

SUPPLEMENTARY INFORMATION: The
County of Cape May, NJ, that owns and
operates the Cape May County (Ocean
Drive/CR619) Bridge, across the Great
Channel, mile 0.7, between Stone
Harbor and Nummy Island, NJ, has
requested a temporary deviation from
the current operating regulations to
avoid bridge failure and perform
emergency repairs to the bridge, due to
mechanical failure of the bascule span
motor break, machinery brakes, and
span lock mechanisms. The bridge is a
bascule draw bridge and has a vertical
clearance in the closed position of 11
feet above mean high water.

The current operating schedule is set
out in 33 CFR 117.720. Under this
temporary deviation, the bridge will
remain in the closed-to-navigation
position until 4 p.m. on December 2,
2016.

The Great Channel is used by a
variety of vessels including small public
vessels, commercial vessels, and
recreational vessels. The Coast Guard
has carefully considered the nature and
volume of vessel traffic on the waterway
in publishing this temporary deviation.

Vessels able to safely pass through the
bridge in the closed position may do so
at any time. The bridge will not be able
to open for emergencies and Grassy
Sound Channel (Ocean Drive/CR619)
Bridge, across Grassy Sound Channel,
mile 1.0, at North Wildwood, NJ, can be
used as an alternate route for vessels
unable to pass through the bridge in the
closed position. The Coast Guard will
also inform the users of the waterways
through our Local and Broadcast
Notices to Mariners of the change in
operating schedule for the bridge so that
vessel operators can arrange their transit
to minimize any impact caused by the
temporary deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the effective period of this
temporary deviation. This deviation
from the operating regulations is
authorized under 33 CFR 117.35.

Dated: November 7, 2016.

Hal R. Pitts,

Bridge Program Manager, Fifth Coast Guard
District.

[FR Doc. 2016—27184 Filed 11-9-16; 8:45 am|
BILLING CODE 9110-04-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0712; FRL—9953-88]

Clomazone; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of clomazone in
or on asparagus and soybean, vegetable,
succulent. The Interregional Research
Project Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2015-0712, 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=ecfré&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-2015-0712 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 January 9, 2017. 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—
2015-0712, 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 November
25, 2015 (80 FR 73695) (FRL-9937-14),
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# 5E8402) by
Interregional Research No. 4 (IR—4),
Rutgers, The State University of New
Jersey, 500 College Road East, Suite
201-W, Princeton, NJ 08540. The
petition requested that 40 CFR 180.425
be amended by establishing tolerances
for residues of the herbicide clomazone,
2-[(2-chlorophenyl)methyl]-4,4-
dimethyl-3-isoxazolidinone, in or on
asparagus at 0.05 parts per million
(ppm) and vegetable soybean (edamame)
at 0.05 ppm. That document referenced
a summary of the petition prepared by
FMC Corporation, the registrant, which
is available in the docket EPA-HQ—
OPP-2015-0712 at http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the terminology to correct the
commodity definition from vegetable
soybean (edamame) to soybean,
vegetable, succulent.

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. . . .”
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Consistent with FFDCA section
408(b)(2)(D), and the factors specified in
FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for clomazone
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with clomazone 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 primary target of clomazone is
the liver, with hepatocellular
cytomegaly and increased liver weight
noted in the subchronic rat study. No
neurotoxicity studies with clomazone
are available; however, based on a
weight of the evidence approach, EPA
has concluded that a neurotoxicity
battery is not required for clomazone.
This approach considered all of the
available hazard and exposure
information including: (1) There is no
evidence of clinical signs of
neurotoxicity or neuropathology in
adult animals in subchronic and chronic
studies; (2) the liver is the target organ
for clomazone, not the neurological
system; (3) clomazone is absorbed and
rapidly excreted in rats with 97% of the
radioactivity excreted within 168 hours;
and (4) the point of departure (POD) and
endpoint for chronic dietary risk
assessment is based on liver effects in
rats which appear to be the most
sensitive endpoint. There is no
quantitative or qualitative evidence of
susceptibility in the developmental

toxicity study in rabbits or in the 2-
generation reproduction toxicity study
in rats. In the developmental toxicity
study in rats, delayed ossification
occurred at doses that produced
maternal effects (chromorhinorrhea and
abdominogenital staining). Although
qualitative susceptibility was observed
in the developmental toxicity study in
rats, the concern is low since there are
clear no-observed-adverse-effect-levels
(NOAELSs) and lowest-observed-adverse-
effect-levels (LOAELS) in the study and
this study was used for risk assessment,
and therefore, is protective of the
developmental effects.

In the rat and mouse carcinogenicity
studies, there was no evidence of
carcinogenicity. Although the mouse
carcinogenicity study was classified as
unacceptable/guideline since no
systemic toxicity was observed at the
highest dose tested, the study was
considered adequate to assess the
carcinogenicity in mice. EPA has
determined that an additional mouse
carcinogenicity study is not needed.
This finding is based upon the following
conclusions: (1) The rat is more
sensitive than the mouse for the chronic
assessment; (2) the consistent effect in
rats (decreased body weight and
increased liver weight) has been used as
the point of departure for the chronic
assessment; (3) a new mouse study
would only use doses well above the
current POD for the chronic assessment;
and (4) even if a new mouse study
identified positive carcinogenicity
effects, that finding would not result in
the adoption of a quantitative linear
assessment of cancer risk due to the
negative carcinogenicity finding in the
rat study and the lack of a positive
finding for genotoxicity. Clomazone is
classified as “Not Likely to be
Carcinogenic to Humans.”
Quantification of cancer risk is not
required.

Specific information on the studies
received and the nature of the adverse
effects caused by clomazone as well as

the NOAEL and the LOAEL from the
toxicity studies can be found at http://
www.regulations.gov in document
“Clomazone: Human Health Risk
Assessment for the Use of Clomazone on
Asparagus and Edamame (Vegetable
Soybean)” on pages 11-15 in docket ID
number EPA-HQ-OPP-2015-0712.

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://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for clomazone used for
human risk assessment used for human
risk assessment is shown in Table 1 of
this unit.

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR CLOMAZONE FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure
and uncertainty/
safety factors

RfD, PAD, LOC for
risk assessment

Study and toxicological effects

Acute dietary (General popu-
lation including infants and
children).

An endpoint was not selected for the general population because no adverse effect in adult animals was iden-
tified that resulted from a single exposure. A risk assessment is not required for this population subgroup.

Acute dietary (Females 13 to

49 years of age). kg/day. kg/day.
UFA = 10X oo aPAD = 1.0 mg/kg/
UFg = 10X oo day.
FQPA SF = 1x .........

NOAEL = 100 mg/

Acute RfD = 1.0 mg/

Developmental Toxicity Study—Rats (MRID 00150291).

LOAEL = 300 mg/kg/day based on indications of delayed ossi-
fication in the form of either partial ossification or the ab-
sence of the manubrium, sternebrae 3-4, xiphoid, caudal
vertebrae, and meta-carpals.
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TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR CLOMAZONE FOR USE IN HUMAN HEALTH RISK

ASSESSMENT—Continued

Exposure/scenario

Point of departure
and uncertainty/
safety factors

RfD, PAD, LOC for
risk assessment

Study and toxicological effects

Chronic dietary (All populations)
kg/day.

NOAEL= 84.4 mg/

UFA =10x ...
UF]—[ =10x ...
FQPA SF = 1x

Chronic RfD = 0.84

mg/kg/day.
............. cPAD = 0.84 mg/kg/ tested).
day.

00151108).

Two Year Chronic Toxicity Study—Rats (MRID 00132586).
NOAEL = 84.4/112.9 mg/kg/day, males/females (highest dose

LOAEL was not attained Co-critical 90-day Oral Rat Study
(MRID 00132586).

NOAEL = 135.2/160.9 mg/kg/day, males/females.

LOAEL = 273/319.3 mg/kg/day, males/females, based on de-
creased body weight, body weight gains, food consumption
and increased absolute and relative liver weights in females
and increased absolute liver weights in males.

Co-critical 2-Generation Reproduction Toxicity Study (MRID

Parental LOAEL = 100 mg/kg/day based on statistically signifi-
cantly decreased body weight & body weight gain during pre-
mating, and decreased body weight during gestation & lacta-
tion M & F. In addition, decreased food consumption in fe-
males and hydronephritic kidneys in males.

Cancer (Oral, dermal, inhala-
tion).

“Not Likely to be Carcinogenic to Humans.” Quantitative assessment of cancer risk is not required.

FQPA SF = Food Quality Protection Act Safety Factor. LOAEL = lowest-observed-adverse-effect-level. LOC = level of concern. mg/kg/day =
milligram/kilogram/day. NOAEL = no-observed-adverse-effect-level. PAD = population adjusted dose (a = acute, ¢ = chronic). RfD = reference
dose. UF = uncertainty factor. UF5 = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members

of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to clomazone, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
clomazone tolerances in 40 CFR
180.425. EPA assessed dietary
exposures from clomazone 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. Such effects were identified
for clomazone. In estimating acute
dietary exposure, EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM—-FCID) Version 3.16.
This software uses 2003—-2008 food
consumption data from the U.S.
Department of Agriculture’s (USDA’s)
National Health and Nutrition
Examination Survey, What We Eat in
America, (NHANES/WWEIA). As to
residue levels in food, EPA incorporated
tolerance-level residues, 100 percent
crop treated (PCT) for all commodities,
and DEEM 7.81 default processing
factors as appropriate.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used DEEM-FCID Version 3.16.
This software uses 2003—-2008 food
consumption data from USDA’s

NHANES/WWEIA. As to residue levels
in food, EPA incorporated tolerance-
level residues, 100 PCT for all
commodities, and DEEM 7.81 default
processing factors as appropriate.

iii. Cancer. Based on the data
summarized in Unit IIL.A., EPA has
concluded that clomazone 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 PCT
information. EPA did not use
anticipated residue or PCT information
in the dietary assessment for clomazone.
Tolerance level residues and 100 PCT
were assumed for all food commodities.

2. Dietary exposure from drinking
water. In drinking water, the residues of
concern include clomazone parent and
its degradate FMC65317 (IN-[(2-
chlorophenyl)methyl]-3-hydroxy-2,2-
dimenthylpropanamide). The Agency
used screening level water exposure
models in the dietary exposure analysis
and risk assessment for clomazone in
drinking water. These simulation
models take into account data on the
physical, chemical, and fate/transport
characteristics of clomazone. 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 Tier 1 Rice Model and
Pesticide Root Zone Model Ground
Water (PRZM GW), the estimated
drinking water concentrations (EDWCs)
of clomazone for acute exposures are
estimated to be 550 parts per billion
(ppb) for surface water and 85.7 ppb for
ground water. The EDWCs of clomazone
for chronic exposures for non-cancer
assessments are estimated to be 550 ppb
for surface water and 77.4 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
both acute and chronic dietary risk
assessment, the water concentration
value of 550 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).
Clomazone 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
“available information”” concerning the
cumulative effects of a particular
pesticide’s residues and “other
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substances that have a common
mechanism of toxicity.”

EPA has not found clomazone to
share a common mechanism of toxicity
with any other substances, and
clomazone does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that clomazone 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 Web site at http://
www2.epa.gov/pesticide-science-and-
assessing-pesticide-risks/cumulative-
assessment-risk-pesticides.

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 increased
quantitative or qualitative susceptibility
in the prenatal developmental toxicity
study in rabbits or in the reproductive
toxicity study in rats with clomazone. In
the developmental toxicity study in rats,
effects in the fetuses (delayed
ossification) occurred at doses that
produced maternal effects
(chromorhinorrhea and
abdominogenital staining) but were
qualitatively more severe. Although
qualitative susceptibility was observed
in the developmental toxicity study in
rats, the concern is low since there are
clear NOAELs and LOAELs in this study
and the NOAEL in the study was used
as the POD for assessment of acute risk.
EPA’s assessment of acute risk is
therefore protective of any
developmental effects.

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 clomazone
is complete.

ii. There is no indication that
clomazone is a neurotoxic chemical and
there is no need for additional UFs to
account for neurotoxicity.

iii. For the reasons described above in
Unit I11.D.2., there is low concern
regarding increased susceptibility in the
young from exposure to clomazone.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to clomazone in
drinking water. There are no existing or
pending residential uses. Therefore,
these assessments will not
underestimate the exposure and risks
posed by clomazone.

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). 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 for the general population
including infants and children.
Therefore, clomazone is not expected to
pose an acute risk to these groups.

However, an acute endpoint was
identified for females 13 to 49 years old
due to effects observed in fetuses. Using
the exposure assumptions discussed in
this unit for acute exposure, the acute
dietary exposure from food and water to
clomazone will occupy 3.0% of the
aPAD for females 13 to 49 years old.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to clomazone
from food and water will utilize 3.6% of
the cPAD for all infants <1 year old, the
population group receiving the greatest
exposure. There are no residential uses
for clomazone.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposures take into account short- and
intermediate-term residential exposure

plus chronic exposure to food and water
(considered to be a background
exposure level).

Clomazone is not registered for any
use patterns that would result in short-
or intermediate-term residential
exposure. Because there are no short- or
intermediate-term residential exposures
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- and intermediate-term
risks), no further assessment of short-
and intermediate-term risks are
necessary.

4. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in rodent
carcinogenicity studies, along with the
data summarized in Unit III.A.,
clomazone is not expected to pose a
cancer risk to humans.

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 clomazone
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography (GC) using a
nitrogen phosphorus detector (NPD) or
mass spectrometer (MS)) is available to
enforce the tolerance expression.

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

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
and it is recognized as an international
food safety standards-setting
organization in trade agreements to
which the United States is a party. EPA
may establish a tolerance that is
different from a Codex MRL; however,
FFDCA section 408(b)(4) requires that
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EPA explain the reasons for departing various levels of government or between ) Parts per
from the Codex level. the Federal Government and Indian Commodity million
The Codex has not established any tribes. Thus, the Agency has determined
MRLs for clomazone. that Executive Order 13132, entitled . . . . .
. “Federalism” (64 FR 43255, August 10,
V. Conclusion 1999) and Executive Order 13175, . . N N N

Therefore, tolerances are established
for residues of clomazone, 2-[(2-
chlorophenyl)methyl]-4,4-dimethyl-3-
isoxazolidinone, in or on asparagus at
0.05 ppm and soybean, vegetable,
succulent at 0.05 ppm.

VI. Statutory and Executive Order
Reviews

This action establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled “Regulatory
Planning and Review” (58 FR 51735,
October 4, 1993). Because this action
has been exempted from review under
Executive Order 12866, this action is
not subject to Executive Order 13211,
entitled “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) or Executive
Order 13045, entitled “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997). 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

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: October 21, 2016.
Michael Goodis,
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 § 180.425, add alphabetically the
commodities “Asparagus’’ and

“Soybean, vegetable, succulent” to the
table in paragraph (a) to read as follows:

§180.425 Clomazone; tolerances for
residues.

(a] * % %
. Parts per
Commodity million
ASPAragus .......cceeceeeerirereeneeeennes 0.05
Soybean, vegetable, succulent .. 0.05

[FR Doc. 2016—27201 Filed 11-9-16; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2015-0722; FRL-9953-71]
Prothioconazole; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of
prothioconazole in or on cotton gin
byproducts and the cottonseed subgroup
20C. Bayer CropScience requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2015-0722, 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:


http://www.regulations.gov
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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 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-2015-0722 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 January 9, 2017. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2015—-0722, 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.

o 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 November
25, 2015 (80 FR 73695) (FRL—9937-14),
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 5F8381) by Bayer
CropScience, P.O. Box 12014, 2 T.W.
Alexander Drive, Research Triangle
Park, NC. The petition requested that 40
CFR 180.626 be amended by
establishing tolerances for residues of
the fungicide, prothioconazole in or on
cotton, undelinted seed (crop subgroup
20C) at 0.4 parts per million (ppm) and
to amend the existing tolerance in or on
sugar beet, roots from 0.25 ppm to 0.3
ppm. That document referenced a
summary of the petition prepared by
Bayer CropScience, the registrant,
which is available in the docket, http://
www.regulations.gov. A comment was
received in response to the notice of
filing. EPA’s response to this comment
is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has
determined that the sugar beet root
tolerance does not need to be increased
to 0.30 ppm. The reason for this
determination is explained in Unit IV.D.

In the Federal Register of August 29,
2016 (81 FR 59165) (FRL—9950-22),
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 5F8381) by Bayer
CropScience, P.O. Box 12014, 2 T.W.
Alexander Drive, Research Triangle
Park, NC. The petition requested that 40
CFR 180.626 be amended by
establishing tolerances for residues of
the fungicide, prothioconazole in or on
cotton, gin byproducts at 4.0 ppm. That
document referenced a summary of the
petition prepared by Bayer CropScience,
the registrant, which is available in the
docket, http://www.regulations.gov.

There were no comments received in
response to the notice of filing.

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 prothioconazole
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with prothioconazole
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.

Prothioconazole degrades into
different compounds in different
matrices, with prothioconazole-desthio
(desthio) being the metabolite and
degradate of concern. The target organs
of prothioconazole and the desthio
metabolite include the liver, kidney,
bladder, thyroid and blood. In addition,
the chronic studies showed body weight
and food consumption changes, and
toxicity to the lymphatic and
gastrointestinal systems.
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http://www.regulations.gov
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Developmental studies show that
prothioconazole and its metabolites
produce adverse effects including
malformations in the conceptus at levels
equal to or below maternally toxic
levels, particularly those studies
conducted using prothioconazole-
desthio. Reproduction studies in the rat
with prothioconazole and
prothioconazole-desthio suggest that
these chemicals do not adversely affect
reproductive parameters or the offspring
except at parentally toxic dose levels.
Acute and subchronic neurotoxicity
studies, as well as a developmental
neurotoxicity study, raise no
neurotoxicity concerns. Immunotoxicity
data show that prothioconazole is not an
immunotoxicant.

The available carcinogenicity and/or
chronic studies in the mouse and rat,
using both prothioconazole and
prothioconazole-desthio, show no
increase in tumor incidence and EPA
has concluded that prothioconazole and
its metabolites are not carcinogenic.

Specific information on the studies
received and the nature of the adverse
effects caused by prothioconazole 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 the document
titled “Prothioconazole: Human Health
Risk Assessment for a Proposed
Tolerance on Cottonseed Subgroup 20C,
a Tolerance Amendment on Sugar Beet
Roots, and New Use Requests for
Cotton, Sugar Beet, Soybean, and Dried
Shelled Pea and Bean” on page 32 in
docket ID number EPA-HQ-OPP-2015—
0722.

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 prothioconazole used for
human risk assessment is shown in
Table 1. of this unit.

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR PROTHIOCONAZOLE FOR USE IN HUMAN HEALTH

RISK ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for
risk assessment

Study and toxicological effects

Acute dietary (Females 13-50 | NOAEL = 2.0 mg/kg/day UFA = | Acute RfD = 0.02 mg/kg/day
years of age). 10x. aPAD = 0.02 mg/kg/day
UFH = 10X oo
FQPA SF = 1x

Developmental Toxicity study in

............... rabbits.
LOAEL = 10 mg/kg/day based on
structural alterations including

malformed vertebral body and
ribs, arthrogryposis, and mul-
tiple malformations.

Acute dietary (General population

No observed effects could be attributable to a single dose exposure. Therefore, a dose and endpoint were

including infants and children). not selected for this exposure scenario.
Chronic dietary (All populations) .... | NOAEL = 1.1 mg/kg/day UF, = | Chronic RfD = 0.01 mg/kg/day ..... Chronic/Carcinogenicity study in
10x. cPAD = 0.01 mg/kg/day ............... rats.
UFH = 10X i LOAEL = 8.0 mg/kg/day based on
FQPA SF = 1X oo liver histopathology
[hepatocellular vacuolation and
fatty change (single cell,

centrilobular, and periportal)].

Cancer (Oral, dermal, inhalation) .. Not likely to be carcinogenic to humans based on the absence of significant tumor increases in two ade-

quate rodent carcinogenicity studies.

FQPA SF = Food Quality Protection Act Safety Factor. LOAEL = lowest-observed-adverse-effect-level. LOC = level of concern. mg/kg/day =
milligram/kilogram/day.

MOE = margin of exposure. NOAEL = no-observed-adverse-effect-level. PAD = population adjusted dose (a = acute, ¢ = chronic). RfD = ref-
erence dose. UF = uncertainty factor. UF, = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among
members of the human population (intraspecies).

C. Exposure Assessment 40 CFR 180.626. EPA assessed dietary
exposures from prothioconazole 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.

Such effects were identified for
prothioconazole for females 13-50 years
old. In estimating acute dietary
exposure, EPA used food consumption
information from the United States
Department of Agriculture’s National

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to prothioconazole, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing prothioconazole tolerances in
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Health and Nutrition Examination
Survey, What We Eat in America,
(NHANES/WWEIA; 2003-2008). As to
residue levels in food, EPA assumed
tolerance-level values for the proposed
new uses and existing tolerances on
berries and cucurbit vegetables, average
field trial residues for all other
commodities and empirical processing
factors. With respect to sugar beet, the
registrant-proposed tolerance value of
0.30 was incorporated in the dietary
assessment, however, the Agency is
leaving the tolerance at 0.25 ppm. The
use of this higher residue level in the
dietary assessment will serve as an
overestimate of actual exposure to
residues in/on sugar beet roots. 100
percent crop treated (PCT) was assumed
for all proposed and established
commodities.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 2003-2008 NHANES/
WWEIA. As to residue levels in food,
EPA assumed tolerance-level values for
the proposed new uses and existing
tolerances on berries and cucurbit
vegetables, average field trial residues
for all other commodities and empirical
processing factors. With respect to sugar
beet, the registrant-proposed tolerance
value of 0.30 was incorporated in the
dietary assessment; however, the
Agency is leaving the existing tolerance
at 0.25 ppm. The use of this higher
residue level in the dietary assessment
will serve as an overestimate of actual
exposure to residues in/on sugar beet
roots. 100 PCT was assumed for all
proposed and established commodities.

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

iv. Anticipated residue and PCT
information. Section 408(b)(2)(E) of
FFDCA authorizes EPA to use available
data and information on the anticipated
residue levels of pesticide residues in
food and the actual levels of pesticide
residues that have been measured in
food. If EPA relies on such information,
EPA must require pursuant to FFDCA
section 408(f)(1) that data be provided 5
years after the tolerance is established,
modified, or left in effect, demonstrating
that the levels in food are not above the
levels anticipated. For the present
action, EPA will issue such data call-ins
as are required by FFDCA section
408(b)(2)(E) and authorized under
FFDCA section 408(f)(1). Data will be
required to be submitted no later than

5 years from the date of issuance of
these tolerances.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for prothioconazole in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
prothioconazole. 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) models, the estimated drinking
water concentrations (EDWCs) of
prothioconazole for acute exposures are
estimated to be 109 parts per billion
(ppb) for surface water and 132 ppb for
ground water and for chronic exposures
are estimated to be 97 ppb for surface
water and 128 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 132 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 128 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).
Prothioconazole 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
“available information’” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

Prothioconazole is a member of the
triazole-containing class of pesticides.
Although conazoles act similarly in
plants (fungi) by inhibiting ergosterol
biosynthesis, there is not necessarily a
relationship between their pesticidal
activity and their mechanism of toxicity
in mammals. Structural similarities do
not constitute a common mechanism of

toxicity. Evidence is needed to establish
that the chemicals operate by the same,
or essentially the same, sequence of
major biochemical events in mammals
(EPA, 2002). In the case of conazoles,
however, a variable pattern of
toxicological responses is found. Some
are hepatotoxic and hepatocarcinogenic
in mice. Some induce thyroid tumors in
rats. Some induce developmental,
reproductive, and neurological effects in
rodents. Furthermore, the conazoles
produce a diverse range of biochemical
events including altered cholesterol
levels, stress responses, and altered
DNA methylation. It is not clearly
understood whether these biochemical
events are directly connected to their
toxicological outcomes. Thus, there is
currently no evidence to indicate that
prothioconazole shares a common
mechanism of toxicity with any other
conazole pesticide, and EPA is not
following a cumulative risk approach
for this tolerance action. For
information regarding EPA’s procedures
for cumulating effects from substances
found to have a common mechanism of
toxicity, see EPA’s Web site at http://
www2.epa.gov/pesticide-science-and-
assessing-pesticide-risks/cumulative-
assessment-risk-pesticides.

Prothioconazole is a triazole-derived
pesticide. This class of compounds can
form the common metabolite 1,2,4-
triazole and two triazole conjugates
(triazolylalanine and triazolylacetic
acid). To support existing tolerances
and to establish new tolerances for
triazole-derivative pesticides, including
prothioconazole, EPA conducted a
human health risk assessment for
exposure to 1,2,4-triazole,
triazolylalanine, and triazolylacetic acid
resulting from the use of all current and
pending uses of any triazole-derived
fungicide. The risk assessment is a
highly conservative, screening-level
evaluation in terms of hazards
associated with common metabolites
(e.g., use of a maximum combination of
uncertainty factors) and potential
dietary and non-dietary exposures (i.e.,
high end estimates of both dietary and
non-dietary exposures). The Agency
retained a 3X for the LOAEL to NOAEL
safety factor when the reproduction
study was used. In addition, the Agency
retained a 10X for the lack of studies
including a developmental
neurotoxicity (DNT) study. The
assessment includes evaluations of risks
for various subgroups, including those
comprised of infants and children. The
Agency’s complete risk assessment is
found in the propiconazole
reregistration docket at http://
www.regulations.gov, Docket
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Identification (ID) Number EPA-HQ-
OPP-2005-0497.

An updated dietary exposure and risk
analysis for the common triazole
metabolites 1,2,4-triazole (T),
triazolylalanine (TA), triazolylacetic
acid (TAA), and triazolylpyruvic acid
(TP) was completed on April 9, 2015, in
association with registration requests for
several triazole fungicides,
propiconazole, difenoconazole, and
flutriafol. That analysis concluded that
risk estimates were below the Agency’s
level of concern for all population
groups. The proposed new uses of
prothioconazole are not expected to
significantly increase the dietary
exposure estimates for free triazole or
conjugated triazoles. This assessment
may be found on http://
www.regulations.gov by searching for
the following title and docket number:
“Common Triazole Metabolites:
Updated Aggregate Human Health Risk
Assessment to Address The New Section
3 Registrations For Use of Propiconazole
on Tea, Dill, Mustard Greens, Radish,
and Watercress; Use of Difenoconazole
on Globe Artichoke, Ginseng and
Greenhouse Grown Cucumbers and
Conversion of the Established Foliar
Uses/Tolerances for Stone Fruit and
Tree Nut Crop Groups to Fruit, Stone,
Group 12-12 and the Nut, Tree, Group
14-12.; and Use of Flutriafol on Hops”
(located in docket ID number EPA-HQ-
OPP-2014-0788).

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 are adequate data in the
prothioconazole/prothioconazole-
desthio toxicological database to
characterize the potential for pre-natal
or post-natal risks to infants and
children: Two-generation reproduction
studies in rats; developmental studies in
rats and rabbits; and a DNT study in
rats. The effects seen in these studies
suggest that offspring are more

susceptible: Offspring adverse effects
were seen at levels below the LOAELSs
for maternal toxicity and, in general,
were of comparable or greater severity
compared to the effects observed in
adults. However, clear NOAELs are
established for offspring and fetal
effects. The most sensitive effects
(malformed vertebral body and ribs,
anthrogryposis, and other multiple
malformations) seen in the fetuses of a
rabbit developmental study are
established as the toxicity endpoints
with a POD of 2 mg/kg/day. This POD
is protective all fetal and offspring
effects seen in the developmental
toxicity and developmental
neurotoxicity studies.

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
prothioconazole is complete.

ii. No neurotoxicity was seen in acute
and subchronic neurotoxicity studies
and other studies with prothioconazole
or prothioconazole-desthio. Although
offspring neurotoxicity was found,
characterized by peripheral nerve
lesions in the developmental
neurotoxicity study on prothioconazole-
desthio, the increase was seen only in
the highest dose group at 105 mg/kg/
day. Further, a NOAEL was established
for the peripheral nerve lesions and all
of the PODs used in the risk assessment
were protective of this finding.

iii. Evidence of quantitative and
qualitative susceptibility of offspring
were observed in the developmental
studies. However, basing the POD on
the offspring in the most sensitive of
these studies provides the needed
protection of offspring.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
EPA-recommended tolerance values for
all of the proposed uses and existing
tolerances on berries and cucurbit
vegetables, average field trial residue
levels for the remaining uses, and
empirical processing factors. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to
prothioconazole in drinking water.
These assessments will not
underestimate the exposure and risks
posed by prothioconazole.

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. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
prothioconazole will occupy 40% of the
aPAD for females 13—49 years old, the
only population group of concern.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to
prothioconazole from food and water
will utilize 77% of the cPAD for all
infants less than 1 year old, the
population group receiving the greatest
exposure. There are no residential uses
for prothioconazole.

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).

Both short- and intermediate-term
adverse effects were identified;
however, prothioconazole is not
registered for any use patterns that
would result in either short- or
intermediate-term residential exposure.
Short- and intermediate-term risk is
assessed based on short- and
intermediate-term residential exposure
plus chronic dietary exposure. Because
there is no short- 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- or
intermediate-term risk is necessary, and
EPA relies on the chronic dietary risk
assessment for evaluating short- and
intermediate-term risk for
prothioconazole.

4. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
prothioconazole is not expected to pose
a cancer risk to humans.

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
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from aggregate exposure to
prothioconazole residues, including
aggregate exposure to residues of the
common metabolites of prothioconazole
and other related conazole fungicides.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate liquid chromatography with
tandem mass spectrometry (LC/MS/MS)
methods are available for enforcing
prothioconazole tolerances in crop and
livestock commodities.

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

B. International Residue Limits

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

There are no Codex MRLs established
for prothioconazole in or on cotton.

The Codex has established MRLs for
prothioconazole in or on sugar beet
roots at 0.3 ppm. This MRL is different
than the tolerances established for
prothioconazole in the United States.
The U.S. is keeping the tolerance
previously established in or on beet,
sugar, roots at 0.25 ppm based on an
evaluation of the residue data and in
order to remain harmonized with
Canada. The registrant, Bayer
CropScience, has indicated their wish is
to harmonize with Canada. Bayer cited
data from the International Trade Macro
Analysis Branch within the Economic
Indicators Division of the U.S. Census
Bureau, indicating that Canada and
Mexico are the largest trade partners for
U.S. exports of processed and refined
sugar beets. Therefore, it would be more
beneficial for U.S. growers if the U.S.

tolerance is harmonized with Canada
instead of Codex.

C. Response to Comments

A comment was submitted by the
Center for Food Safety and was
primarily concerned about EPA’s
consideration of the impacts of
prothioconazole on the environment,
pollinators, and endangered species.
This comment is not relevant to the
Agency’s evaluation of safety of the
prothioconazole tolerances under
section 408 of the FFDCA, which
requires the Agency to evaluate the
potential harms to human health, not
effects on the environment.

D. Revisions to Petitioned-For
Tolerances

Based on the review of the sugar beet
residue data, EPA has determined that
increasing the existing tolerance in or
on beet, sugar, roots from 0.25 ppm to
0.30 ppm is not necessary, and therefore
the sugar beet root tolerance will remain
at 0.25 ppm. The registrant has
indicated that they support this
conclusion.

V. Conclusion

Therefore, tolerances are established
for residues of prothioconazole in or on
cotton gin byproducts at 4.0 ppm and
the cottonseed subgroup 20C at 0.4

VI. Statutory and Executive Order
Reviews

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

Populations” (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the 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.
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Dated: November 2, 2016.
Michael Goodis,
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 §180.626, add alphabetically the
commodities “Cotton, gin byproducts”
and “Cottonseed subgroup 20C” to the
table in paragraph (a)(1) to read as
follows:

§180.626 Prothioconazole; tolerances for
residues.

(a) * *x %
(1) * *x %
Commodity P;ritlﬁ O%er
Cotton, gin byproducts ......... 4.0
Cottonseed subgroup 20C ... 0.4

* * * * *

[FR Doc. 2016—27206 Filed 11-9-16; 8:45 am|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0655; FRL—9953-82]
2-Pyrrolidinone, 1-butyl-; Exemption
From the Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of 2-
pyrrolidinone, 1-butyl- (CAS Reg. No.
3470-98-2) when used as an inert
ingredient (solvent/cosolvent) in
pesticide formulations applied to
growing crops only at a concentration
not to exceed 30% by weight under EPA
regulations. SciReg. Inc. on behalf of
Taminco U.S., Inc. a subsidiary of
Eastman Chemical Company submitted
a petition to EPA under the Federal
Food, Drug, and Cosmetic Act (FFDCA),
requesting the establishment of an
exemption from the requirement of a
tolerance. This rule eliminates the need
to establish a maximum permissible
level for residues of 2-pyrrolidinone, 1-

butyl- when used in accordance with
the regulations.

DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2015-0655, 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).

e 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
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-

idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.1pl.

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-2015-0655 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 January 9, 2017. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2015-0655, 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. Petition for Exemption

In the Federal Register of October 21,
2015 (80 FR 63731) (FRL-9935-29),
EPA issued a document pursuant to
FFDCA section 408, 21 U.S.C. 3464,
announcing the filing of a pesticide
petition (PP IN-10854) by SciReg Inc.
(12733 Director’s Loop, Woodbridge, VA
22192) on behalf of Taminco U.S., Inc.
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a subsidiary of Eastman Chemical
Company (Two Windsor Plaza, Suite
400, 7540 Windsor Drive, Allentown,
PA 18195). The petition requested that
40 CFR 180.920 be amended by
establishing an exemption from the
requirement of a tolerance for residues
of 2-pyrrolidinone, 1-butyl- (CAS Reg.
No. 3470-98-2), when used as an inert
ingredient (solvent/cosolvent) in
pesticide formulations applied to
growing crops only. That document
referenced a summary of the petition
prepared by SciReg. Inc. on behalf of
Taminco U.S., Inc., the petitioner,
which is available in the docket, http://
www.regulations.gov. No relevant
comments were received on the notice
of filing.

Based upon review of the data
supporting the petition, EPA has limited
the concentration of 2-pyrrolidinone, 1-
butyl- in final pesticide formulation not
to exceed 30% w/w. This limitation is
based on the Agency’s risk assessment
which can be found at http://
www.regulations.gov in document
Human Health Risk Assessment and
Ecological Effects Assessment to
Support Proposed Exemption from the
Requirement of a Tolerance When Used
as an Inert Ingredient in Pesticide
Formulations in docket ID number
EPA-HQ-OPP-2015-0655.

IIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term ““inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

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 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. . . .”

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be clearly
demonstrated 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(c)(2)(A), and the factors specified in
FFDCA section 408(c)(2)(B), 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 2-pyrrolidinone,
1-butyl- including exposure resulting
from the exemption established by this
action. EPA’s assessment of exposures
and risks associated with 2-
pyrrolidinone, 1-butyl- follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered their
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. Specific

information on the studies received and
the nature of the adverse effects caused
by 2-pyrrolidinone, 1-butyl- as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies are discussed in this
unit.

The oral LDs, for 2-pyrrolidinone, 1-
butyl- in the rat is greater than 300 mg/
kg. The dermal LDs in the rat is > 2,000
mg/kg. It is moderately irritating to the
eye of New Zealand White rabbits. It is
slightly irritating to the skin of New
Zealand White rabbits. It is not a skin
sensitizer in mice in the local lymph
node assay.

A 90-day subchronic oral toxicity
study was conducted with Wistar rats
exposed to 2-pyrrolidinone, 1-butyl- via
gavage dose of 0, 10, 100, and 500 mg/
kg/day, according to OECD Test
Guideline 408. The following effects
were considered to be treatment-related
and adaptive in nature and, therefore,
not adverse:

1. The microscopic liver changes in
animals of either sex treated with 500
mg/kg/day and males treated with 100
mg/kg/day; however, these changes
were not associated with blood
chemistry changes. Therefore they were
considered as an adaptive response.

2. The microscopic changes in the
adrenals of males treated with 500 and
100 mg/kg/day and the microscopic
thymus changes were not associated
with any changes in the organ weights,
therefore they were not considered as
adverse effects. Minor changes in the
kidney weights were not associated with
any clinical chemistry changes or
treatment related histopathological
findings; therefore, it was not
considered adverse. The NOAEL is 500
mg/kg/day.

A prenatal development toxicity
study was conducted with 2-
pyrrolidinone, 1-butyl-, in accordance
with OECD Test Guideline 414 using
Pregnant Crl:CD(SD) rats exposed to the
test item at concentrations of 0, 5, 50,
or 500 mg/kg/day by oral gavage.
Maternal toxicity was manifested as
decreased food consumption and weight
loss on days 6 to 19 of gestation at a
dose level of 500 mg/kg/day.
Developmental toxicity was manifested
as decreased fetal weight in female
fetuses at the same dose as maternal
toxicity, 500 mg/kg/day. There was no
evidence of fetal susceptibility. The
NOAEL for developmental toxicity of 2-
pyrrolidinone, 1-butyl- was determined
to be 50 mg/kg/day.

Since there is a wide dose spread in
the developmental toxicity study in rats,
a benchmark dose (BMD) modeling was
conducted using decreased fetal weight
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as an adverse effect. The BMD value is
306 mg/kg/day and the average BMDL is
201 mg/kg/day for a 5% response in
decreased fetal body weight.

Carcinogenicity data are not available
for 2-pyrrolidinone, 1-butyl-. In the 90-
day toxicity study, the liver, kidney,
thymus, and adrenals were target
organs, however, they were considered
as adaptive response at the dose levels
tested. Evaluation of the database for N-
methylpyrrolidone (NMP) shows similar
target organ toxicity as 2-pyrrolidinone,
1-butyl- (structurally related chemicals
differing only in carbon chain length (1
vs 4 carbon chain length)) and 1-
ethylpyrrolidin-2-one (NEP) (2 carbon
chain length), as both chemicals are
considered suitable surrogates for
evaluation. Neither 2-pyrrolidinone, 1-
butyl-, N-methylpyrrolidone, nor 1-
ethylpyrrolidin-2-one was found to be
genotoxic or mutagenic in a number of
assays. In carcinogenicity studies, N-
methylpyrrolidone was not carcinogenic
in two-year rat studies by the inhalation
and dietary routes of exposure. An
increased incidence of liver adenomas
and carcinomas was seen in mice
exposed to a dietary level of N-
methylpyrrolidone exceeding 1,000 mg/
kg/day for 18 months. However, based
on the lack of mutagenicity or
genotoxicity and the similarity of 2-
pyrrolidinone, 1-butyl- to n-
methylpyrrolidone, it can be concluded
that 2-pyrrolidinone, 1-butyl- should
not be considered as potentially
carcinogenic at doses below the limit
dose of 1,000 mg/kg/day.

The mutagenic potential of 2-
pyrrolidinone, 1-butyl- was assessed in
the Salmonella typhimurium reverse
mutation assay, mammalian cell gene
mutation and micronucleus tests. 2-
Pyrrolidinone, 1-butyl- was negative in
all assays. Therefore, 2-pyrrolidinone, 1-
butyl- is not considered mutagenic nor
clastogenic.

There were no studies/data directly
related to the possible neurotoxicity of
2-pyrrolidinone, 1-butyl. However,
evidence of potential neurotoxicity was
not observed in functional observation
battery (FOB) performed in the 90-day
oral toxicity study in the rat. Therefore,
pyrrolidinone, 1-butyl is not expected to
be neurotoxic.

There were no studies/data directly
related to the immunotoxicity of 2-
pyrrolidinone, 1-butyl. Thymic atrophy
was observed at >100 mg/kg/day in rats
treated with 2-pyrrolidinone, 1-butyl for
90 days via gavage. However,
microscopic changes in thymus were
considered as an adaptive response and
not as an adverse effect.

There were no studies/data directly
related to the metabolism, of 2-
pyrrolidinone, 1-butyl.

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://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

For purposes of risk assessment, the
Agency utilizes the toxicity point of
departure identified in the
developmental toxicity study in rats for
chronic dietary assessment, residential
exposure assessment and all dermal and
inhalation exposure durations. Since
there was a large dose spread, a
benchmark dose modeling (BMD)
assessment was conducted. The average
benchmark model lower confidence
limit (BMDL) is 201 mg/kg/day for a 5%
response which was based on a 5%
decreased fetal body weight. The BMDL
of 201 mg/kg/day is used as a point
departure for the risk assessment. An
uncertainty factor of 10X is applied for
interspecies extrapolation and an
uncertainty factor of 10X is applied for
intraspecies variation. The Food Quality
Protection Act factor is reduced to 1X.
Therefore, the Agency’s level of concern
is for Margins of Exposure (MOE) less
than 100. No endpoint of concern was
identified for acute dietary assessment
in the database. Although there was a
decrease in body weights in maternal
animals on GD7 in the developmental

toxicity study in rats, this effect is not
considered relevant for acute dietary
exposure assessment since the body
weights returned to normal on GD8. A
cancer risk assessment was not
conducted because the Agency
concluded that 2-pyrrolidinone, 1-butyl
is unlikely to be carcinogenic at the
anticipated dietary exposure levels.
Dermal and inhalation absorption is
assumed 100% of the oral equivalent
dose.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to 2-pyrrolidinone, 1-butyl-,
EPA considered exposure under the
proposed exemption from the
requirement of a tolerance. EPA
assessed dietary exposures from 2-
pyrrolidinone, 1-butyl- in food as
follows:

Dietary exposure (food and drinking
water) to 2-pyrrolidinone, 1-butyl- can
occur following ingestion of foods with
residues from treated crops. Because no
adverse effects attributable to a single
exposure of 2-pyrrolidinone, 1-butyl-
are seen in the toxicity databases, an
acute dietary risk assessment is not
necessary. For the chronic dietary risk
assessment, EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM—-FCID™, Version 3.16,
and food consumption information from
the U.S. Department of Agriculture’s
(USDA’s) 2003—2008 National Health
and Nutrition Examination Survey,
What We Eat in America (NHANES/
WWETIA). One hundred percent crop
treated was assumed, default processing
factors, and tolerance-level residues for
all foods and use limitations of not more
than 30% by weight of 2-pyrrolidinone,
1-butyl- in pesticide formulations
applied to food.

2. Dietary exposure from drinking
water. For the purpose of the screening-
level dietary risk assessment to support
this request for an exemption from the
requirement of a tolerance for residues
of 2-pyrrolidinone, 1-butyl- a
conservative drinking water
concentration value of 100 ppb based on
screening-level modeling was used to
assess the contribution to drinking
water for the chronic dietary risk
assessment. This value was directly
entered into the dietary exposure model.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., textiles (clothing and diapers),
carpets, swimming pools, and hard
surface disinfection on walls, floors,
tables).
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2-Pyrrolidinone, 1-butyl- may be used
as an inert ingredient in products that
are registered for specific uses that may
result in residential exposure, such as
pesticides used in and around the home.
The Agency conducted a screening level
assessment to represent worst-case
residential exposure by assessing 2-
pyrrolidinone, 1-butyl- in pesticide
formulations (Outdoor Scenarios) and in
disinfectant-type uses (Indoor
Scenarios).

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

EPA has not found 2-pyrrolidinone, 1-
butyl- to share a common mechanism of
toxicity with any other substances, and
2-pyrrolidinone, 1-butyl do not appear
to produce a toxic metabolite produced
by other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that 2-pyrrolidinone, 1-butyl-
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 Web site at http://
www.epa.gov/pesticides/cumulative.

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.
A developmental toxicity study in rats
was available with 2-pyrrolidinone, 1-
butyl. Fetal susceptibility was not
observed. Maternal and developmental
toxicity were observed at the same dose,
500 mg/kg/day, the highest dose tested.

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 2-
pyrrolidinone, 1-butyl is adequate for
FQPA assessment. It includes a 90-day
rat oral toxicity study with FOB
measurements, a prenatal
developmental study in rats, acute
toxicity studies and mutagenicity
studies.

ii. There is no evidence of increased
susceptibility in the database. There are
no concerns for the lack of 2-generation
reproduction study because the male
and female reproductive parameters
were evaluated in the 90-day study and
no evidence of fetal susceptibility was
seen in the rat developmental toxicity
study in rats.

iii. There were no studies/data
directly related to the possible
neurotoxicity of 2-pyrrolidinone, 1-
butyl. However, no evidence of
potential neurotoxicity was observed in
the functional observation battery (FOB)
performed in the 90-day oral toxicity
study in the rat. Therefore,
pyrrolidinone, 1-butyl is not expected to
be neurotoxic.

iv. There were no studies/data
directly related to the immunotoxic
potential of 2-pyrrolidinone, 1-butyl.
However, no evidence of potential
immunotoxicity was observed in the 90-
day oral toxicity study in rats. EPA
concluded that the immunotoxicity
study is not required at this time.

v. The dietary food exposure
assessment utilizes proposed tolerance
level or higher residues and 100% crop
treated (CT) information for all
commodities. In addition, a
conservative drinking water
concentration value of 100 parts per
billion (ppb) was used to assess the
contribution to drinking water. By using
these screening-level assessments,
chronic exposures/risks will not be
underestimated.

Taking into consideration the
available information, EPA concludes
the additional 10X FQPA safety factor
be reduced to 1X.

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, 2-pyrrolidinone, 1-
butyl- 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, 2-
pyrrolidinone, 1-butyl- from food and
water will utilize 21.1% of the cPAD for
children 1-2 years old, the population
group receiving the greatest exposure.

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

2-Pyrrolidinone, 1-butyl- may be used
as inert ingredients in pesticide
products that could result in short-term
and intermediate-term residential
exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and water with short-term and
intermediate-term residential exposures
to 2-pyrrolidinone, 1-butyl-. Using the
exposure assumptions described above,
EPA has concluded that the combined
short-term and intermediate-term
aggregated food, water, and residential
exposures result in an MOE of 350 for
both adult males and females
respectively. Adult residential exposure
combines high-end dermal and
inhalation handler exposure from
indoor hard surface, wiping with a high-
end post application dermal exposure
from contact with treated lawns. As the
level of concern is for MOEs that are
lower than 100, this MOE is not of
concern. EPA has concluded the
combined short-term and intermediate-
term aggregated food, water, and
residential exposures result in an
aggregate MOE of 218 for children.
Children’s residential exposure includes
total exposures associated with contact
with treated lawns (dermal and hand-to-
mouth exposures). As the level of
concern is for MOEs that are lower than
100, this MOE:s is not of concern.

4. Aggregate cancer risk for U.S.
population. Based on lack of
carcinogenicity for N-methyl
pyrrolidone (a surrogate chemical of 2-
pyrrolidinone, 1-butyl-), 2-
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pyrrolidinone, 1-butyl- is not expected
to pose a cancer risk to humans.

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 2-
pyrrolidinone, 1-butyl- residues.

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is not establishing a numerical
tolerance for residues of 2-
pyrrolidinone, 1-butyl- in or on any
food commodities. EPA is establishing a
limitation on the amount of 2-
pyrrolidinone, 1-butyl- that may be used
in pesticide formulations applied to
growing crops. That limitation will be
enforced through the pesticide
registration process under the Federal
Insecticide, Fungicide, and Rodenticide
Act (“FIFRA”), 7 U.S.C. 136 et seq. EPA
will not register any pesticide
formulation for use on growing crops for
sale or distribution that exceed 30% of
2-pyrrolidinone, 1-butyl-.

B. Revision to Petitioned-for Tolerances

The submitter requested an unlimited
use of 2-pyrrolidinone, 1-butyl in
pesticide formulations under 180.920.
However, MOEs for the aggregate
residential exposure exceeded the
Agency'’s level of concern; therefore the
refinement was made using 30%
maximum concentration in the final
formulation. At that concentration level,
the Agency is able to support the safety
finding for the inert tolerance
exemption; therefore, the Agency is
limiting the tolerance exemption to
cover residues of 2-pyrrolidinone, 1-
butyl only when used at levels not to
exceed 30% by weight in pesticide
formulations.

VI. Conclusions

Therefore, an exemption from the
requirement of a tolerance is established
under 40 CFR 180.920 for residues of 2-
pyrrolidinone, 1-butyl- (CAS Reg. No.
3470-98-2) when used as an inert
ingredient (solvent/cosolvent) in
pesticide formulations applied to
growing crops at a concentration not to
exceed 30% by weight in the end-use

VII. Statutory and Executive Order
Reviews

This action establishes an exemption
to the requirement for 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 exemption 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

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).

VIII. 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: October 20, 2016.

Michael Goodis,
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 § 180.920, add alphabetically the
inert ingredient ‘“2-Pyrrolidinone, 1-
butyl- (CAS Reg. No. 3470-98-2)" to the
table to read as follows:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

formulation. tribes. Thus, the Agency has determined * * * * *
Inert ingredients Limits Uses
2-Pyrrolidinone, 1-butyl- (CAS Reg. No. 3470-98-2) ...... Not to exceed 30% by weight of pesticide formulation .. Solvent/cosolvent.
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BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2016-0159; FRL-9953-21]

Iron Oxide Yellow; Exemption From the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of iron oxide
yellow (CAS Reg. No. 20344-49-4)
when used as an inert ingredient
(colorant) in pesticide formulations
intended for varroa mite control around
bee hives at a maximum concentration
not to exceed 0.15% by weight in the
pesticide formulation. Technology
Sciences Group, Inc. on behalf of Bayer
HealthCare LLC submitted a petition to
EPA under the Federal Food, Drug, and
Cosmetic Act (FFDCA), requesting the
establishment of an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of iron oxide yellow.

DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2016-0159, 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).

o 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
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.1pl.

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-2016-0159 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 January 9, 2017. 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—
2016-0159, 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. Petition for Exemption

In the Federal Register of April 25,
2016 (81 FR 24042) (FRL-9944-86),
EPA issued a document pursuant to
FFDCA section 408, 21 U.S.C. 346a,
announcing the filing of a pesticide
petition (PP IN-10884) by Technology
Sciences Group, Inc. (1150 18th Street
NW., Suite 1000, Washington, DC
20036) on behalf of Bayer HealthCare
LLC (Animal Health, P.O. Box 390,
Shawnee Mission, KS 66201-0390). The
petition requested that 40 CFR 180.910
be amended by establishing an
exemption from the requirement of a
tolerance for residues of iron oxide
yellow (CAS Reg. No. 20344-49-4),
when used as an inert ingredient
(colorant) in pesticide formulations
intended for varroa mite control around
bee hives at a concentration not to
exceed 0.15% by weight. That
document referenced a summary of the
petition prepared by Technology
Sciences Group on behalf of Bayer
HealthCare Inc., the petitioner, which is
available in the docket, http://
www.regulations.gov. Comments were
not received on the notice of filing.

IIIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
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wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term ““inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

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 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. . . .”

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be clearly
demonstrated 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(c)(2)(A), and the factors specified in
FFDCA section 408(c)(2)(B), 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 iron oxide yellow
including exposure resulting from the
exemption established by this action.
EPA’s assessment of exposures and risks
associated with iron oxide yellow
follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered their
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. Specific
information on the studies received and
the nature of the adverse effects caused
by iron oxide yellow as well as the no-
observed-adverse-effect level (NOAEL)
and the lowest-observed-adverse-effect
level (LOAEL) from the toxicity studies
are discussed in this unit.

The acute oral toxicity in rats, mice
and dogs is low for iron oxide yellow.
In an eight-generation reproduction
study with rats, iron oxide was
administered in the feed at an estimated
oral dose of 25 milligram (mg) iron/day.
No signs of toxicity were evident,
reproductive performance was not
affected.

Ten dogs were fed, from 1 to 9 years,
diets containing iron oxide. Daily
consumption was estimated to be 428
mg/dog. Two dogs experienced minor
irregularities with stools, no other
toxicological adverse effects were seen.

Four dogs were injected (i.v.) weekly
for 10 weeks until each dog had
received a total of 0.5 to 1.0 g/kg. There
were signs of retinitis pigmentosa
however there were no negative effects
in hepatic function tests and biopsies of
the liver, spleen, pancreas and other
organs. Hemochromatosis was not
induced.

Iron oxide yellow is poorly absorbed
by mammalian systems after ingestion
but data indicate it can be absorbed as
iron after solubilization in the stomach
and reduction to the ferrous form in the
duodenum. Absorption of ingested iron
in mammalian systems occurs primarily
in the upper small intestine. Iron
absorption is tightly regulated
biologically such that individuals with
low body iron stores absorb more iron
while those with excess iron stores
absorb less iron. Iron balance in the
body is maintained by regulation of iron
absorption in the upper small intestine
because there are no specific
mechanisms to eliminate excess iron.

Iron is an essential element necessary
for maintenance of mammalian
metabolic systems. Iron intake varies
depending on the source of iron, the
foods consumed with the iron, the iron
oxidation state and the iron needs of the
body. For instance, iron from animal
origin (heme-iron) is more readily
absorbed than iron from vegetable
origins (5—-20% for meats; 1-10% from
vegetable iron). The non-heme iron
absorption depends on solubilization of
plant-based or inorganic iron in the
stomach prior to entry in the intestines.
Non-heme iron from ferrous salts is
more readily absorbed than iron from
ionizable ferric salts, and iron from
ferric oxides and hydroxides is the least
readily absorbed. Non-heme iron is
transported into the duodenal mucosal
cells via a transmembrane metal
transporter protein that is upregulated
when body iron stores are low and
down-regulated when body iron stores
are high. This mechanism minimizes
the likelihood of excess systemic
exposure to iron.

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 the NOAEL and the
LOAEL are identified. 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://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

An acute effect was not found in the
database therefore an acute dietary
assessment is not necessary. A NOAEL
has not been identified for risk
assessment purposes. However, the
acceptable daily intake (ADI) level
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identified by the World Health
Organization Joint Expert Committee on
Food and Agriculture is used as a safe
exposure level for risk assessment
purposes.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to iron oxide yellow, EPA
considered exposure under the
proposed exemption from the
requirement of a tolerance. EPA
assessed dietary exposures from iron
oxide yellow in food as follows:

Dietary exposure (food and drinking
water) to iron oxide yellow could occur
following ingestion of honey with
residues from treated beehives. Because
no adverse effects attributable to a single
exposure of iron oxide yellow are seen
in the toxicity databases, an acute
dietary risk assessment is not necessary.
For the chronic dietary risk assessment,
EPA used the Dietary Exposure
Evaluation Model software with the
Food Commodity Intake Database
(DEEM-FCID™, Version 3.16, and food
consumption information from the U.S.
Department of Agriculture’s (USDA’s)
2003-2008 National Health and
Nutrition Examination Survey, What We
Eat in America (NHANES/WWEIA). One
hundred percent crop treated was
assumed, default processing factors, and
tolerance-level residues for honey and
use limitations of not more than 0.15%
by weight in pesticide formulations.

2. Dietary exposure from drinking
water. For the purpose of the screening-
level dietary risk assessment to support
this request for an exemption from the
requirement of a tolerance for iron oxide
yellow, a conservative drinking water
concentration value of 100 parts per
billion (ppb) based on screening-level
modeling was used to assess the
contribution to drinking water for the
chronic dietary risk assessments for
parent compound. These values were
directly entered into the dietary
exposure model

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., textiles (clothing and diapers),
carpets, swimming pools, and hard
surface disinfection on walls, floors,
tables). Iron oxide yellow might be used
in inert ingredients in products that are
registered for specific uses that may
result in residential exposure, such as
pesticides used in and around the home,
personal (care) products, and cosmetics.
The Agency conducted an assessment to
represent worst-case residential dietary
exposure from honey only. The Agency
agrees with the World Health

Organization Joint Expert Committee on
Food and Agriculture opinion that there
was no need for additional human
absorption studies. The WHO JEFCA
committee concluded that it is unlikely
that intake of iron oxides from all
sources would exceed the Acceptable
Daily Intake of 0-0.5 milligram/
kilogram/day (mg/kg/day). Thus the
JEFCA committee did not prepare a
toxicological monograph on the iron
oxides.

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

EPA has not found iron oxide yellow
to share a common mechanism of
toxicity with any other substances, and
iron oxide yellow does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that iron oxide yellow 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 Web site at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

Section 408(b)(2)(c) of the FFDCA
provides that EPA shall apply an
additional 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 that a different
margin of safety will be safe for infants
and children. Due to the expected low
toxicity of iron oxide yellow, EPA has
not used a safety factor analysis to
assess the risk. For the same reasons the
additional tenfold safety factor is
unnecessary.

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

Food Quality Protection Act Safety
Factor (FQPA SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The toxicity database for iron oxide
yellow contains an eight generation
reproduction/developmental toxicity
screening study with the rat. No signs of
toxicity were evident and reproductive
performance was not negatively
affected. There is no indication of
neurotoxicity or immunotoxicity in the
available studies with dogs and rat
therefore, there is no need to require
neurotoxicity or immunotoxicity
studies. Qualitative fetal susceptibility
was observed in the 2-generation
toxicity study in rats. However, concern
for fetal effects are low since they only
occurred in the presence of maternal
toxicity and protecting against maternal
toxicity will subsequently prevent fetal
toxicity. In addition, the ADI of 0.5 mg/
kg/day, will be protective of fetal effects.
In addition, the Agency used
conservative exposure estimates, with
100 percent crop treated (PCT),
tolerance-level residues, conservative
drinking water modeling numbers, and
a worst-case assessment of potential
residential exposure for infants and

children.

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, iron oxide yellow 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 iron oxide
yellow from food (honey) and water will
utilize 0.0% of the ADI for children 1—
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2 years old, the population group
receiving the greatest exposure.

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

Iron oxide yellow may be used as an
inert ingredient in pesticide products
that could result in short-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
(honey). Using the exposure
assumptions described above, EPA has
concluded that the combined short-term
food, water, and residential exposure
result in aggregate MOEs of 6,758 for
both adult males and females
respectively. As the level of concern is
for MOEs that are lower than 100, this
MOE:s is not of concern.

EPA has concluded the combined
short-term food, water, and residential
exposures result in an aggregate MOE of
4,347 for children. As the level of
concern is for MOEs that are lower than
100, this MOEs is not of concern.

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

Iron oxide yellow may be used as an
inert ingredient in pesticide products
that could result in short-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
(honey). Using the exposure
assumptions described above, EPA has
concluded that the combined short-term
food, water, and residential exposure
result in aggregate MOEs of 6,758 for
both adult males and females
respectively. As the level of concern is
for MOEs that are lower than 100, this
MOE:s is not of concern.

EPA has concluded the combined
short-term food, water, and residential
exposures result in an aggregate MOE of
4,347 for children. As the level of
concern is for MOEs that are lower than
100, this MOE:s is not of concern.

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

Iron oxide yellow may be used as
inert ingredients in pesticide products
that could result in intermediate-term
residential exposure and the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
(honey) and water. Using the exposure

assumptions described above, EPA has
concluded that the combined
intermediate-term food, water, and
residential exposures result in aggregate
MOE:s of 6,758 for adult males and
females. As the level of concern is for
MOEs that are lower than 100, this MOE
is not of concern. EPA has concluded
the combined intermediate-term food,
water, and residential exposures result
in an aggregate MOE of 4,347 for
children. As the level of concern is for
MOEs that are lower than 100, this MOE
is not of concern.

5. Aggregate cancer risk for U.S.
population. Based on the data in the
toxicological database iron oxide yellow
is considered not expected to pose a
cancer risk to humans.

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

V. Other Considerations

A. Analytical Enforcement Methodology

An analytical method is not required
for enforcement purposes since the
Agency is not establishing a numerical
tolerance for residues of iron oxide
yellow in or on any food commodities.
EPA is establishing a limitation on the
amount of iron oxide yellow that may be
used in pesticide formulations applied
to growing crops and raw agricultural
commodities after harvest. That
limitation will be enforced through the
pesticide registration process under the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), 7 U.S.C. 136
et seq. EPA will not register any
pesticide formulation for use on
growing crops or raw agricultural
commodities after harvest for sale or
distribution that exceed 0.15% of iron
oxide yellow.

VI. Conclusions

Therefore, an exemption from the
requirement of a tolerance is established
under 40 CFR 180.910 for iron oxide
yellow (CAS Reg. No. 20344—49-4)
when used as an inert ingredient
(colorant) in pesticide products
intended for varroa mite control around
bee hives at a concentration not to
exceed 0.15% by weight in the end-use
product formulation.

VII. Statutory and Executive Order
Reviews

This action establishes exemptions to
the requirement for 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 exemptions 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
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consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

VIII. 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: October 24, 2016.

Daniel J. Rosenblatt,
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 § 180.910, add alphabetically the
inert ingredient “Iron oxide yellow
(CAS Reg. No. 20344—-49-4)" to the table
to read as follows:

§180.910 Inert ingredients used pre- and
post-harvest; exemptions from the
requirement of a tolerance.

* * * * *

Inert ingredients

Limits

Uses

Iron oxide yellow (CAS Reg. No.

20344-49-4). tion.

* *

Not to exceed 0.15% by weight of pesticide formula-

* * *

* *

Colorant in pesticide formulations for varroa mite

control around bee hives

* *

[FR Doc. 2016-27191 Filed 11-9-16; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0745; FRL-9954-04]
Trifloxystrobin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of trifloxystrobin
in or on Cottonseed subgroup 20C;
Cotton, gin byproducts; and amends the
existing tolerance on Corn, field, forage.
Bayer CropScience LP requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2015-0745, 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).

¢ 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-2015-0745 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 January 9, 2017. 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
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by docket ID number EPA-HQ-OPP-
2015-0745, 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.

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

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.

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

II. Summary of Petitioned-for Tolerance

In the Federal Register of June 22,
2016 (81 FR 40594) (FRL-9947-32),
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 5F8380) by Bayer
CropScience, 2 TW Alexander Drive,
P.O. Box 12014, Research Triangle Park,
NC 27709. The petition requested that
40 CFR 180.555 be amended by
establishing tolerances for residues of
the fungicide trifloxystrobin in or on
cotton, undelinted seed, (Crop subgroup
20C) at 0.5 parts per million (ppm);
cotton, gin byproducts at 3 ppm; and
revising the existing tolerance for corn,
field, forage from 6 ppm to 8 ppm. That
document referenced a summary of the
petition prepared by Bayer CropScience
LP, the registrant, which is available in
the docket, http://www.regulations.gov.
A comment was received on the notice
of filing. EPA’s response to this
comment is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has
corrected the commodity definitions for
the requested cotton commodities. The
reason for these changes is explained in
Unit IV.D.

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 trifloxystrobin
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with trifloxystrobin 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. Trifloxystrobin
exhibits very low toxicity following
single oral, dermal and inhalation
exposures. It is a strong dermal
sensitizer and a mild dermal and eye
irritant. In repeated dose studies in rats,
mice, and dogs, liver effects and
reduced body weights along with
reduction in food consumption are the
common findings for trifloxystrobin.
Liver effects included an increase in
liver weights and an increased
incidence of hepatocellular hypertrophy
and/or hepatocellular necrosis. In the
rabbit developmental toxicity study, an
increase in the incidence of fused
sternabrae was seen at a dose 10 times
higher than the maternal lowest
observed adverse effect level (LOAEL),
while no developmental effects was
seen in the rat developmental study at
a limit dose. In the rat reproduction
study, both parents and offspring
showed decreases in body weight
during lactation. The rat and rabbit
developmental and the rat reproduction
toxicity data do not demonstrate an
increase in susceptibility in the fetus or
other offspring. Trifloxystrobin is
classified as: “Not likely to be

Carcinogenic to Humans” based on both
the negative results in the battery of
mutagenicity tests (except at a cytotoxic
dose in one in vitro test), and from the
long-term carcinogenicity studies in rats
and mice. There is no concern for
neurotoxicity or immunotoxicity in the
database.

Specific information on the studies
received and the nature of the adverse
effects caused by trifloxystrobin as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies are discussed in the
document “Trifloxystrobin. Human
Health Risk Assessment for the
Proposed New Use on Cottonseed
Subgroup 20C and a Tolerance
Amendment on Corn Field Forage.,”
dated September 13, 2016.

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://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for trifloxystrobin used for
human risk assessment is discussed in
Unit Unit IIT B of the final rule
published in the Federal Register of
June 11, 2010 (75 FR 33192) (FRL—
8829-2). However, subsequent to that
Federal Register publication, EPA
reassessed the liver effects seen in the
28-day dermal toxicity study according
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to current policy, and determined that
these effects should not be considered
adverse. The NOAEL for the 28-day
dermal study was set at 1,000 mg/kg/
day, and a LOAEL was not established.
Because the Agency no longer considers
there to be a toxic endpoint for dermal
exposure, the endpoints assessed as part
of this action exclude the endpoint for
dermal exposure identified in the table
published in the above-referenced
Federal Register on June 11, 2010.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to trifloxystrobin, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing trifloxystrobin tolerances in 40
CFR 180.555. EPA assessed dietary
exposures from trifloxystrobin 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.

Such effects were identified for
trifloxystrobin. In estimating acute
dietary exposure, EPA used food
consumption information from the
United States Department of Agriculture
(USDA) 2003—-2008 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA conducted the acute
dietary assessment assuming tolerance
level residues and 100 percent crop
treated (PCT) for all commodities.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 2003-2008 CSFII. As to
residue levels in food, EPA assumed
100% crop treated, tolerance level
residues, average residues for some
crops, and default grocessing factors.

iii. Cancer. Based on the data
summarized in Unit III.A., EPA has
concluded that trifloxystrobin 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 information.
Section 408(b)(2)(E) of FFDCA
authorizes EPA to use available data and
information on the anticipated residue
levels of pesticide residues in food and
the actual levels of pesticide residues
that have been measured in food. If EPA
relies on such information, EPA must
require pursuant to FFDCA section
408(f)(1) that data be provided 5 years
after the tolerance is established,
modified, or left in effect, demonstrating

that the levels in food are not above the
levels anticipated. For the present
action, EPA will issue such data call-ins
as are required by FFDCA section
408(b)(2)(E) and authorized under
FFDCA section 408(f)(1). Data will be
required to be submitted no later than

5 years from the date of issuance of
these tolerances.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for trifloxystrobin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
trifloxystrobin. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the PRZM/EXAMS
(Pesticide Root Zone Model)/(Exposure
Analysis Modeling System) and
Pesticide Root Zone Model Ground
Water (PRZM GW), the estimated
drinking water concentrations (EDWCs)
of trifloxystrobin for acute exposures are
estimated to be 29 parts per billion
(ppb) for surface water and 427 ppb for
ground water, respectively. For chronic
non-cancer exposure assessments,
EDWCs are estimated to be 23 ppb for
surface water and 365 ppb for ground
water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 427 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 365 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).

Trifloxystrobin is currently registered
for the following uses that could result
in residential exposures: ornamental
plants and turfgrass. EPA assessed
residential exposure from relevant
registered trifloxystrobin products using
the Agency’s 2012 Residential Standard
Operating Procedures (SOPs) along with
updates in policy regarding body weight
in addition to the following
assumptions:

i. Residential handler exposures.
Residential handler exposure is
expected to be short-term only.
Intermediate-term exposures are not
likely because of the intermittent nature

of applications by homeowners. Dermal
handler exposures were not assessed
since no adverse systemic dermal
hazard was identified for trifloxystrobin.

ii. Residential post-application
exposures. Because dermal hazard has
not been identified for trifloxystrobin, a
quantitative post-application assessment
for dermal exposure is not necessary
and the only exposure scenarios
quantitatively assessed are for children
1 to <2 years old who may experience
short-term incidental oral exposure to
trifloxystrobin from treated turf.
Incidental oral granule ingestion is not
applicable because there is no endpoint
identified for the acute dietary duration
for infants and children. Intermediate-
term incidental oral post-application
exposures are not expected because
trifloxystrobin is not persistent in soil or
water; furthermore, the short-term
incidental oral risk estimates would be
protective of the possible intermediate-
term incidental oral exposures because
the POD for both durations is the same.
Post-application inhalation exposure is
expected to be negligible for the
proposed residential uses. Further
information regarding EPA standard
assumptions and generic inputs for
residential exposures may be found at
http://www.epa.gov/pesticides/trac/
science/trac6a05.pdf.

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

EPA has not found trifloxystrobin to
share a common mechanism of toxicity
with any other substances, and
trifloxystrobin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that trifloxystrobin 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 Web site at http://
www.epa.gov/pesticides/cumulative.

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
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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 is no indication of increased
quantitative or qualitative susceptibility
to trifloxystrobin in rats or rabbits. In
the prenatal developmental study in
rats, there was no developmental
toxicity up to or at the limit dose. In the
prenatal developmental study in rabbits,
developmental toxicity was seen at a
dose that was higher than the dose
causing maternal toxicity. In the
multigeneration study, offspring and
parental LOAELs are at the same dose
level

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
trifloxystrobin is complete.

ii. There is no indication that
trifloxystrobin 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
trifloxystrobin 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 exposure databases are complete or
are estimated based on data that
reasonably account for potential
exposures. The exposure assessments
will not underestimate the potential
dietary (food and drinking water) or
non-dietary exposures for infants and
children from the use of trifloxystrobin.
The chronic dietary food exposure
assessment was conservatively based on
100%CT assumptions and conservative
ground water drinking water modeling
estimates. The dietary drinking water
assessment utilizes water concentration
values generated by models and
associated modeling parameters which
are designed to provide conservative,
health protective, high-end estimates of
water concentrations, and are not likely
to be exceeded. In addition, the

residential post-application assessment
is based upon the residential SOPs
employing surrogate study data. The
Residential SOPs are based upon
reasonable “worst-case” assumptions
and are not expected to underestimate
risk. These data are reliable and are not
expected to underestimate risk to adults
or children.

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. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
trifloxystrobin will occupy 5% of the
aPAD for 13—49 year old females, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to trifloxystrobin
from food and water will utilize 71% of
the cPAD for infants (<1 year old), the
population group receiving the greatest
exposure. Based on the explanation in
Unit III.C.3., regarding residential use
patterns, chronic residential exposure to
residues of trifloxystrobin is not
expected.

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

Trifloxystrobin is currently registered
for uses that could result in short-term
residential exposure, and the Agency
has determined that it is appropriate to
aggregate chronic exposure through food
and water with short-term residential
exposures to trifloxystrobin.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures result in aggregate
MOE:s of 290 for adults and 130 for
children 1—<2 years old. Because EPA’s
level of concern for trifloxystrobin is a
MOE of 100 or below, these MOEs are
not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level). An
intermediate-term aggregate risk
assessment (1 to 6 months of exposure
to trifloxystrobin residues from food,
drinking water, and residential pesticide
uses) is not expected to occur based on
the intermittent nature of homeowner
applications, and the short soil half-life
of trifloxystrobin (about 2 days).
Therefore, an intermediate-term
aggregate risk assessment was not
performed.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
trifloxystrobin is not expected to pose a
cancer risk to humans.

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

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography with nitrogen
phosphorus detection (GC/NPD),
Method AG-659A) is available to
enforce the tolerance expression for the
combined residues of trifloxystrobin
and CGA-321113 in plant and livestock
commodities. The lowest level of
method validation (LLMV) is equivalent
to the limit of quantitation (LOQ) which
was 0.010 ppm for each analyte in/on
all matrices.

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

B. International Residue Limits

In making its tolerance decisions, EPA
seeks to harmonize U.S. tolerances with
international standards whenever
possible, consistent with U.S. food
safety standards and agricultural
practices. EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex), as
required by FFDCA section 408(b)(4).
The Codex Alimentarius is a joint
United Nations Food and Agriculture
Organization/World Health
Organization food standards program,
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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 not established a MRL
for trifloxystrobin on cotton, gin
byproducts; cottonseed subgroup 20C;
or corn, field, forage.

C. Response to Comments

The Agency received one anonymous
public comment suggesting that we
deny this tolerance because there are
“too many toxic chemicals applied to
food with no accurate long term tests
that show any safety at all.” No
supporting data was included to support
this comment.

The Agency considered a complete set
of scientific data to assess the risk of
this chemical and these new uses. These
data, along with conservative models/
assumptions, were used to assess the
safety of these tolerances. The Agency
understands the commenter’s concerns
and recognizes that some individuals
believe that pesticides should be banned
on agricultural crops. However, the
existing legal framework provided by
section 408 of the FFDCA states that
tolerances may be set when persons
seeking such tolerances or exemptions
have demonstrated that the pesticide
meets the safety standard imposed by
that statute. The citizen’s comments
appear to be directed at the underlying
statute and not EPA’s implementation of
it; the citizens have made no contention
that EPA has acted in violation of the
statutory framework.

D. Revisions to Petitioned-for
Tolerances

The Agency is revising the
commodity definitions for the requested
tolerances to reflect the common
commodity vocabulary currently used
by the Agency. Specifically, the
requested ““Cotton, undelinted seed
(Crop subgroup 20C)”” was changed to
“Cottonseed subgroup 20C”’; the
requested ‘““‘Cotton, Gin By-products”
was changed to “Cotton, gin
byproducts”.

V. Conclusion

Therefore, tolerances are established
for residues of trifloxystrobin,
benzeneacetic acid, (E,E)-o-
(methoxyimino)-2-[[[[1-[3-
(trifluoromethyl) phenyllethylidene]
amino]oxy]methyl]-, methyl ester, and
the free form of its acid metabolite
CGA-321113, (E,E)-methoxyimino-[2-[1-

(3-trifluoromethyl-phenyl)-
ethylideneaminooxymethyl]-
phenyllacetic acid, calculated as the
stoichiometric equivalent of
trifloxystrobin, in or on cottonseed
subgroup 20C at 0.50 ppm; cotton, gin
byproducts at 3.0 ppm. The existing
corn, field, forage tolerance of 6.0 parts
per million (ppm) is increased to 8.0

VI. Statutory and Executive Order
Reviews

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

Since tolerances and exemptions that
are established on the basis of a petition
under FFDCA section 408(d), such as
the 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: October 21, 2016.

Michael Goodis,

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 §180.555, in the table in
paragraph (a):

m a. Revise the entry for “Corn, field,
forage”’;

m b. Add alphabetically entries for
“Cotton, gin byproducts” and
“Cottonseed subgroup 20C”.

The revisions and additions read as
follows:

§180.555 Trifloxystrobin; tolerances for
residues.

(a)* EE
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: Parts per
Commodity million
Corn, field, forage ................. 8.0
Cotton, gin byproducts ......... 3.0
Cottonseed subgroup 20C ... 0.50

* * * * *

[FR Doc. 2016—27204 Filed 11-9-16; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2015-0631; FRL—9954-58]
Di-n-butyl Adipate; Exemption From
the Requirement of a Tolerance

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

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of di-n-butyl
adipate (CAS Reg. No. 105—99-7) when
used as an inert ingredient (plasticizer)
at a concentration of not more than 25%
by weight in pesticide formulations
intended for varroa mite control around
bee hives. Bayer Healthcare, LLC
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting establishment of an
exemption from the requirement of a
tolerance. This regulation eliminates the
need to establish a maximum
permissible level for residues of di-n-
butyl adipate.

DATES: This regulation is effective
November 10, 2016. Objections and
requests for hearings must be received
on or before January 9, 2017, 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-2015-0631, 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 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.ecfr.gov/cgi-bin/text-
idx?&c=ecfré&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-2015-0631 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 January 9, 2017. Addresses for
mail and hand delivery of objections
and hearing requests are provided in 40
CFR 178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBD) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP-
2015-0631, 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. Petition for Exemption

In the Federal Register of October 21,
2015 (80 FR 63731) (FRL-9935-29),
EPA issued a document pursuant to
FFDCA section 408, 21 U.S.C. 3464,
announcing the filing of a pesticide
petition (PP IN-10838) by Bayer
Healthcare, LLC, Animal Health
Division, P.O. Box 390 Shawnee
Mission, KS 66201. The petition
requested that 40 CFR 180.910 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of di-n-butyl adipate, (CAS
Reg. No. 105-99-7) when used as an
inert ingredient (plasticizer) intended
for varroa mite control around bee
hives. That document referenced a
summary of the petition prepared by
Bayer Healthcare, LLC, the petitioner,
which is available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

III. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
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hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term ““inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

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 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 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. . . .”

EPA establishes exemptions from the
requirement of a tolerance only in those
cases where it can be clearly
demonstrated that 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(c)(2)(A), and the factors specified in

FFDCA section 408(c)(2)(B), 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 di-n-butyl
adipate including exposure resulting
from the exemption established by this
action. EPA’s assessment of exposures
and risks associated with di-n-butyl
adipate follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered their
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. Specific
information on the studies received and
the nature of the adverse effects caused
by di-n-butyl adipate as well as the no-
observed-adverse-effect level (NOAEL)
and the lowest-observed-adverse-effect
level (LOAEL) from the toxicity studies
are discussed in this unit.

Di-n-butyl adipate is of low acute oral
toxicity, with an oral lethal dose (LD)so
in rats of 1.52 gram/kilogram (g/kg)
body weight. An 8-hour inhalation
exposure to air saturated with di-n-butyl
adipate caused no deaths in a group of
6 albino rats. Di-n-butyl adipate as not
acutely toxic to rabbits by the dermal
route, with a dermal LDs, of 19.24 g/kg.
Non-standard dermal irritation studies
suggest that di-n-butyl adipate is a
dermal irritant. Eye irritation studies in
rabbits indicated minor eye irritation
with recovery in a few days. Di-n-butyl
adipate is not a dermal sensitizer in
guinea pigs.

In two separate Ames Assays, no
mutations were induced in any bacterial
strain at any concentration of di-n-butyl
adipate with or without metabolic
activation. A chromosomal aberration
assay was conducted on di-n-butyl
adipate using cultured Chinese Hamster
lung (CHL/IU) cells. Details of the study
were not reported, but structural
chromosome aberrations were reported
in this study with metabolic activation.
In an in vivo micronucleus assay, no
cytotoxic effects were identified in the
bone marrow cells, and there was no
significant increase in the number of
cells with micronuclei at any dose or
time after dosing.

In a reproduction and developmental
toxicity study, male and female rats
received di-n-butyl adipate at oral doses
of 0, 100, 300 and 1,000 milligram/
kilogram/day (mg/kg/day). There was no

effect of di-n-butyl adipate exposure on
any of the reproductive parameters
measured. Pup body weight in the 1,000
mg/kg/day group was slightly reduced
compared to controls at birth and on
postnatal day 4. The study no-
observable-adverse-effect level (NOAEL)
for general toxicity in the parental
generation of 300 mg/kg/day is based on
the increase in kidney weights in males
and females at 1,000 mg/kg/day. The
NOAEL for reproduction in male and
female rats was 1,000 mg/kg. The
NOAEL for the F; generation (offspring
toxicity) was 300 mg/kg/day.

The potential effects of repeated oral
exposure to di-n-butyl adipate were
evaluated in Sprague-Dawley rats in a
28-day toxicity test. Male and female
rats received gavage doses of di-n-butyl
adipate of 0, 20, 140, or 1000 mg/kg/
day. No test substance-related changes
were seen in any of the monitored
endpoints. The NOAEL in both males
and females was 1,000 mg/kg/day.

The results of the OncoLogic
Quantitative Structure Activity
Relationship (QSAR) model has not
identified any concerns for
carcinogenicity relating to di-n-butyl
adipate.

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://
www.epa.gov/pesticides/factsheets/
riskassess.htm.
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No acute toxicological endpoint of
concern has been identified for di-n-
butyl adipate. On the basis of the
reproduction study (OECD Preliminary
Reproduction Test), the NOAEL for di-
n-butyl adipate was 300 mg/kg/day for
offspring toxicity based on decreased in
pup body weights seen at the LOAEL of
1,000 mg/kg/day was selected for risk
assessment. The available toxicology
data support that an Food Quality
Protection Act safety factor (FQPA SF)
of 3X for di-n-butyl adipate should be
retained to account for uncertainties
associated with subchronic to chronic
extrapolation. Therefore, the chronic
population adjusted dose (cPAD) is 1
mg/kg/day based upon a NOAEL of 300
mg/kg/day and the use of 10X factors for
intra- and inter-species variability and
an FQPA SF of 3X.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to di-n-butyl adipate, EPA
considered exposure under the
proposed exemption from the
requirement of a tolerance. EPA
assessed dietary exposures from di-n-
butyl adipate in food as follows:

Acute and chronic dietary
assessments take into account exposure
estimates from dietary consumption of
food and drinking water. The Agency
assessed the dietary exposures to di-n-
butyl adipate as an inert ingredient at no
more than 25% in the plastic of strips
containing pesticides that are placed at
the entrance to bee hives.

No adverse effects attributable to a
single exposure to di-n-butyl adipate
were seen in the toxicity databases;
therefore, an acute dietary risk
assessment is not appropriate.

In conducting the chronic dietary
exposure assessment to di-n-butyl
adipate the Dietary Exposure Evaluation
Model/Food Commodity Intake
Database (DEEM-FCID)TM, Version
3.16 was used. EPA used food
consumption information from the U.S.
Department of Agriculture’s National
Health and Nutrition Examination
Survey, What We Eat in America,
(NHANES/WWEIA). This dietary survey
was conducted from 2003 to 2008. As to
residue levels in food, no residue data
were submitted for di-n-butyl adipate.
In the absence of specific residue data,
EPA has developed an approach that
uses surrogate information to derive
upper bound exposure estimates for the
subject inert ingredient. Upper bound
exposure estimates are based on the
highest tolerance for a given commodity
from a list of high-use insecticides,
herbicides, and fungicides. A complete
description of the general approach

taken to assess inert ingredient risks in
the absence of residue data is contained
in the memorandum entitled “Alkyl
Amines Polyalkoxylates (Cluster 4):
Acute and Chronic Aggregate (Food and
Drinking Water) Dietary Exposure and
Risk Assessments for the Inerts.”
(D361707, S. Piper, 2/25/09) and can be
found at http://www.regulations.gov in
docket ID number EPA-HQ-OPP-2008—
0738. Adjustments were made to the
DEEM model estimates for oral exposure
from the use of di-n-butyl adipate to
account for the use of not more than
25% di-n-butyl adipate in strips
containing pesticides that are placed at
the entrance to bee hives (for honey and
including exposure through drinking
water).

The Agency has not identified any
concerns for carcinogenicity relating to
di-n-butyl adipate; therefore, a cancer
dietary exposure assessment was not
performed.

2. Dietary exposure from drinking
water. For the purpose of the screening
level dietary risk assessment to support
this request for an exemption from the
requirement of a tolerance for di-n-butyl
adipate, a conservative drinking water
concentration value of 100 parts per
billion (ppb) based on screening level
modeling was used to assess the
contribution to drinking water for the
chronic dietary risk assessments for
parent compound. These values were
directly entered into the dietary
exposure model.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., textiles (clothing and diapers),
carpets, swimming pools, and hard
surface disinfection on walls, floors,
tables).

Di-n-butyl adipate may be used in
inert ingredients in products that are
registered for specific uses that may
result in residential exposure, such as
pesticides used in and around the home.
Based on the available data for products
registered for residential use, the
Agency SOPs concluded that products
containing inert chemicals similar to di-
n-butyl adipate usually comprise no
more than 2-5% of the inert ingredient
in the final product. Therefore, the
Agency conducted an assessment to
represent conservative residential
exposure by assessing di-n-butyl adipate
in pesticide formulations (outdoor
scenarios) and in disinfectant-type uses
(indoor scenarios) at no more than 5%
in the final formulation.

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 or exemption from 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 di-n-butyl adipate
to share a common mechanism of
toxicity with any other substances, and
di-n-butyl adipate does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that di-n-butyl adipate 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 Web site at http://
www.epa.gov/pesticides/cumulative.

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 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.
Considering the overall toxicity profile
and the endpoints and doses selected
for di-n-butyl adipate, the degree of
concern for the effects observed in the
di-n-butyl adipate reproductive and
developmental toxicity screening study
is low, with a clear NOAEL for the
offspring effects and regulatory doses
selected to be protective of any observed
effects. No other residual uncertainties
were identified with respect to
susceptibility.

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 3X. That decision is
based on the following findings:

i. The toxicity database for di-n-butyl
adipate is adequate to assess the safety
of this chemical. However, to account
for potential adverse effects from
chronic exposures, an FQPA SF of 3X is
retained to account for the extrapolation
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of adverse effects seen in subchronic
toxicity studies to chronic exposure
scenarios.

ii. There is no indication that di-n-
butyl adipate is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional uncertainty factors (UFs) to
account for neurotoxicity.

iii. There is some indication that
potential effects of di-n-butyl adipate
results in increased susceptibility in
young rats in the 2-generation
reproduction study but the concern is
low due to the selected endpoints.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100% CT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to di-n-butyl
adipate in drinking water. EPA used
similarly conservative assumptions to
assess postapplication exposure of
children as well as incidental oral
exposure of toddlers. These assessments
will not underestimate the exposure and
risks posed by di-n-butyl adipate.

E. Aggregate Risks and Determination of
Safety

Determination of safety section. 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, di-n-butyl adipate 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 di-n-butyl
adipate from food and water will utilize
<1% of the cPAD for all population
subgroups.

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 from the
chronic oral end-point. Although di-n-
butyl adipate is not currently used as an
inert ingredient in pesticide products
that are registered for any use patterns
that would result in short- or
intermediate-term residential exposure,
there is a possibility that di-n-butyl
adipate could be used in residential
pesticide products that would result in
short- or intermediate-term residential
exposure. As a result, the Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and water with short- and intermediate-
term residential exposures to di-n-butyl
adipate.

Using the exposure assumptions
described above, EPA has concluded
that the combined chronic food and
water, and short- and intermediate-term
residential exposures result in aggregate
MOE:s of 1700 for adult males and
females. Adult residential exposure
combines liquids/trigger sprayer/home
garden use with a high end post
application dermal exposure from
contact with treated lawns. As the level
of concern is for MOEs that are lower
than 100, this MOE is not of concern.
EPA has concluded the combined short-
and intermediate-term aggregated food,
water, and residential exposures result
in an aggregate MOE of 3200 for
children. Children’s residential
exposure includes total exposures
associated with contact with treated
surfaces (dermal and hand-to-mouth
exposures). As the level of concern is for
MOEs that are lower than 100, this MOE
is not of concern.

4. Aggregate cancer risk for U.S.
population. Results of a predictive
Quantitative Structure Activity
Relationship (QSAR) model using the
OncoLogic™ Model (EPA, 2013b,
version 8.0) indicate no evidence for
carcinogenicity of di-n-butyl adipate.
Based on the lack of evidence of
carcinogenicity in the toxicity database
and the model results, di-n-butyl
adipate not expected to pose a cancer
risk to humans.

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 di-n-butyl
adipate residues.

V. Other Considerations

A. Analytical Enforcement Methodology

Although EPA is establishing a
limitation on the amount of di-n-butyl

adipate that may be used in pesticide
formulations, an analytical enforcement
methodology is not necessary for this
exemption from the requirement of
tolerance. The limitation will be
enforced through the pesticide
registration process under the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA), 7 U.S.C. 136 et seq. EPA
will not register any pesticide for sale or
distribution for use on growing crops or
raw agricultural commodities after
harvest with concentrations of di-n-
butyl adipate exceeding 25% by weight
of the formulation.

B. Revisions to Petitioned-for Tolerances

Although not indicated the
petitioner’s notice of filing (NOF), the
proposed concentration of di-n-butyl
adipate indicated is not to exceed a
maximum of 25%.

VI. Conclusions

Therefore, an exemption from the
requirement of a tolerance is established
under 40 CFR 180.910 for di-n-butyl
adipate (CAS Reg. No. 105—-99-7) when
used at no more than 25% by weight in
pesticide formulation for varroa mite
control around bee hives.

VII. Statutory and Executive Order
Reviews

This action establishes an exemption
from the requirement of 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
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the exemption 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,

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).

VIII. 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

List of Subjects in 40 CFR Part 180

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

Dated: October 28, 2016.
Rachel C. Holloman,
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 2.1n §180.910, add alphabetically the
inert ingredient to the table to read as
follows:

§180.910 Inert ingredients used pre- and
post-harvest; exemptions from the
requirement of a tolerance.

entitled “Consultation and Coordination rule” as defined by 5 U.S.C. 804(2). * * * * *
Inert ingredients Limits Uses
di-n-Butyl adipate (CAS Reg. No. Not to exceed 25% by weight of Plasticizer in pesticide formulations for varroa mite control around bee
105-99-7). pesticide formulation. hives

[FR Doc. 2016—27209 Filed 11-9-16; 8:45 am]
BILLING CODE 6560-50—-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622
[Docket No. 101206604—-1758-02]
RIN 0648—-XF017

Coastal Migratory Pelagic Resources
of the Gulf of Mexico and Atlantic
Region; 2016—2017 Commercial
Accountability Measures and Closure
for King Mackerel in the Florida West
Coast Northern Subzone

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

ACTION: Temporary rule; closure.

SUMMARY: NMFS implements
accountability measures (AMs) for
commercially harvested king mackerel
in the Florida west coast northern

subzone of the eastern zone of the Gulf
of Mexico (Gulf) exclusive economic
zone (EEZ) through this temporary rule.
NMFS has determined that the
commercial quota for king mackerel in
the eastern zone, Florida west coast
northern subzone of the Gulf EEZ will
be reached by November 10, 2016.
Therefore, NMFS closes the Florida
west coast northern subzone to
commercial fishing for king mackerel on
November 10, 2016, to protect the Gulf
king mackerel resource.

DATES: The closure is effective at noon,
local time, November 10, 2016, until
12:01 a.m., local time, on October 1,
2017.

FOR FURTHER INFORMATION CONTACT:
Susan Gerhart, NMFS Southeast
Regional Office, telephone: 727-824—
5305, email: susan.gerhart@noaa.gov.

SUPPLEMENTARY INFORMATION: The
fishery for coastal migratory pelagic fish
includes king mackerel, Spanish
mackerel, and cobia, and is managed
under the Fishery Management Plan for
Coastal Migratory Pelagic Resources in
the Gulf of Mexico and Atlantic Region
(FMP). The FMP was prepared by the

Gulf of Mexico and South Atlantic
Fishery Management Councils and is
implemented by NMFS under the
authority of the Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act) by
regulations at 50 CFR part 622.

The Gulf migratory group of king
mackerel is divided into western and
eastern zones. The Gulf’s eastern zone
for king mackerel is further divided into
the Florida west coast northern and
southern subzones that have separate
commercial quotas. The Florida west
coast northern subzone is that part of
the Gulf EEZ between 26°19.8’ N. lat., a
line extending directly west from the
boundary between Lee and Collier
Counties, Florida, and 87°31.1" W. long.,
a line extending directly south from the
state boundary of Alabama and Florida.
The commercial quota for the Florida
west coast northern subzone is 178,848
b (81,124 kg), round or gutted weight,
as specified in 50 CFR
622.384(b)(1)(1)(B)(2).

Regulations at 50 CFR 622.8(b) and 50
CFR 622.388(a)(1)(i) require NMFS to
close the commercial sector for Gulf
migratory group king mackerel in the
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Florida west coast northern subzone
when the commercial quota is reached,
or is projected to be reached, by filing
a notification to that effect with the
Office of the Federal Register. Based on
the best scientific information available,
NMFS has determined the commercial
quota of 178,848 1b (81,124 kg) for Gulf
migratory group king mackerel in the
Florida west coast northern subzone
will be reached by November 10, 2016.
Accordingly, the Florida west coast
northern subzone is closed to
commercial fishing for Gulf migratory
group king mackerel effective from
noon, local time, November 10, 2016,
through September 30, 2017, the end of
the current fishing year. The next
fishing year for the Florida west coast
northern subzone is October 1, 2017,
through September 30, 2018.

Except for a person aboard a charter
vessel or headboat, during the closure,
no person aboard a vessel for which a
commercial permit for king mackerel
has been issued may fish for or retain
Gulf group king mackerel in the EEZ in
the closed subzone, as specified in 50
CFR 622.384(e)(1) and (2). A person
aboard a vessel that has a valid charter
vessel/headboat permit for coastal
migratory pelagic fish may continue to
retain king mackerel in or from the
closed subzone under the bag and
possession limits set forth in 50 CFR
622.382(a)(1)(ii) and (a)(2), provided the
vessel is operating as a charter vessel or
headboat. A charter vessel or headboat
that also has a commercial king
mackerel permit is considered to be
operating as a charter vessel or headboat
when it carries a passenger who pays a
fee or when there are more than three
persons aboard, including operator and
crew.

During the closure, king mackerel
harvested from the closed subzone,
including those harvested under the bag
and possession limits, may not be
purchased or sold. This prohibition
does not apply to king mackerel from
the closed zones or subzones that were
harvested, landed ashore, and sold prior
to the closure and were held in cold
storage by a dealer or processor, as
specified in 50 CFR 622.384(e)(3).

Classification

The Regional Administrator,
Southeast Region, NMFS, has
determined this temporary rule is
necessary for the conservation and
management of Gulf migratory group
king mackerel and is consistent with the
Magnuson-Stevens Act and other
applicable laws.

This action is taken under 50 CFR
622.388(a)(1)(i) and 50 CFR 622.384(e)

and is exempt from review under
Executive Order 12866.

These measures are exempt from the
procedures of the Regulatory Flexibility
Act because the temporary rule is issued
without opportunity for prior notice and
comment.

This action responds to the best
scientific information available. The
Assistant Administrator for NOAA
Fisheries (AA) finds that the need to
immediately implement this action to
close the Florida west coast northern
subzone of the Gulf eastern zone to
commercial king mackerel fishing
constitutes good cause to waive the
requirements to provide prior notice
and opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B), as such procedures are
unnecessary and contrary to the public
interest. Such procedures are
unnecessary, because the rule
implementing the commercial quota and
the associated AMs has already been
subject to notice and public comment,
and all that remains is to notify the
public of the closure. Such procedures
are contrary to the public interest
because the capacity of the fishing fleet
allows for rapid harvest of the
commercial quota, and there is a need
to immediately implement this action to
protect the king mackerel resource. Prior
notice and opportunity for public
comment would require time and could
potentially result in a harvest well in
excess of the established commercial
quota.

For the aforementioned reasons, the
AA also finds good cause to waive the
30-day delay in the effectiveness of this
action under 5 U.S.C. 553(d)(3).

Authority: 16 U.S.C. 1801 et seq.
Dated: November 7, 2016.

Jenni Wallace,

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

[FR Doc. 2016-27200 Filed 11-7-16; 4:15 pm]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648
[Docket No. 151211999-6343-02]
RIN 0648-XF030

Fisheries of the Northeastern United
States; Northeast Multispecies
Fishery; Witch Flounder Trimester
Total Allowable Catch Area Closure for
the Common Pool Fishery

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

ACTION: Temporary rule; area closure.

SUMMARY: This action closes the Witch
Flounder Trimester Total Allowable
Catch Area to Northeast multispecies
common pool vessels fishing with trawl
gear for the remainder of Trimester 2,
through December 31, 2016. The
common pool fishery is projected to
have caught 90 percent of its Trimester
2 quota for witch flounder. The closure
is intended to prevent an overage of the
common pool’s quota for this stock.
DATES: This action is effective
November 9, 2016, through December
31, 2016.

FOR FURTHER INFORMATION CONTACT: Liz
Sullivan, Fishery Management
Specialist, (978) 282—8493.
SUPPLEMENTARY INFORMATION: Federal
regulations at 50 CFR 648.82(n)(2)(ii)
require the Regional Administrator to
close a common pool Trimester Total
Allowable Catch (TAC) Area for a stock
when 90 percent of the Trimester TAC
is projected to be caught. The closure
applies to all common pool vessels
fishing with gear capable of catching
that stock for the remainder of the
trimester.

As of November 1, 2016, the common
pool fishery caught approximately 80
percent of the Trimester 2 TAC (2.4 mt)
for witch flounder. We project that 90
percent of the Trimester 2 TAC was
caught by November 6.

Effective November 9, 2016, the Witch
Flounder Trimester TAC Area is closed
for the remainder of Trimester 2,
through December 31, 2016, to all
common pool vessels fishing with trawl
gear. The Witch Flounder Trimester
TAC Area consists of statistical areas
512, 513, 514, 515, 521, 522, and 525.
The area reopens at the beginning of
Trimester 3 on January 1, 2017.

If a vessel declared its trip through the
Vessel Monitoring System (VMS) or the
interactive voice response system, and
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crossed the VMS demarcation line prior
to November 9, 2016, it may complete
its trip within the Trimester TAC Area.

Any overage of the Trimester 1 or 2
TACs must be deducted from the
Trimester 3 TAC. Any uncaught portion
of the Trimester 1 and Trimester 2 TACs
is carried over into the next trimester. If
the common pool fishery exceeds its
sub-ACL for the 2016 fishing year, the
overage must be deducted from the
common pool’s sub-ACL for fishing year
2017. However, any uncaught portion of
the common pool’s sub-ACL may not be
carried over into the following fishing
year.

Weekly quota monitoring reports for
the common pool fishery are on our
Web site at: http://
www.greateratlantic.fisheries.noaa.gov/
ro/fso/MultiMonReports.htm. We will
continue to monitor common pool catch
through vessel trip reports, dealer-
reported landings, VMS catch reports,
and other available information, and, if
necessary, we will make additional

adjustments to common pool
management measures.

Classification

This action is required by 50 CFR part
648 and is exempt from review under
Executive Order 12866.

The Assistant Administrator for
Fisheries, NOAA, finds good cause
pursuant to 5 U.S.C. 553(b)(B) and 5
U.S.C. 553(d)(3) to waive prior notice
and the opportunity for public comment
and the 30-day delayed effectiveness
period because it would be
impracticable and contrary to the public
interest.

Regulations require the Regional
Administrator to close a trimester TAC
area to the common pool fishery when
90 percent of the Trimester TAC for a
stock has been caught. Updated catch
information only recently became
available indicating that common pool
catch would reach 90 percent of the
Trimester 2 TAC for witch flounder by
November 6, 2016. The time necessary

to provide for prior notice and
comment, and a 30-day delay in
effectiveness, would prevent the
immediate closure of the Witch
Flounder Trimester 2 TAC Area.
Delaying the effective date of the closure
increases the likelihood that the
common pool fishery will exceed its
quota of witch flounder to the detriment
of this stock, which could undermine
management objectives of the Northeast
Multispecies FMP.

Additionally, an overage of the
common pool quota could cause
negative economic impacts to the
common pool fishery as a result of
overage paybacks in a future trimester or
fishing year.

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

Dated: November 8, 2016.
Jennifer M. Wallace,

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

[FR Doc. 2016-27319 Filed 11-9-16; 8:45 am|
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2015-0084; Directorate
Identifier 2014—NM-181-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Supplemental notice of
proposed rulemaking (SNPRM);
reopening of comment period.

SUMMARY: We are revising an earlier
proposed airworthiness directive (AD)
for certain Airbus Model A300 B4-2C,
B4-103, and B4-203 airplanes; and
Model A300 B4-600 and A300 B4—600R
series airplanes. This action revises the
NPRM by adding additional inspections
for cracking, and related investigative
and corrective actions if necessary, and
adding airplanes to the applicability.
We are proposing this SNPRM to detect
and correct cracking on the frame (FR)
40 forward fittings, which could result
in reduced structural integrity of the
airplane. Since these actions impose an
additional burden over those proposed
in the NPRM, we are reopening the
comment period to allow the public the
chance to comment on these proposed
changes.

DATES: The comment period for the
NPRM published in the Federal
Register on February 13, 2015 (80 FR
7992) is reopened.

We must receive comments on this
SNPRM by December 27, 2016.
ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

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

e Fax:202-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations,

M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue SE., Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue SE., Washington, DC, between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays.

For service information identified in
this SNPRM, contact Airbus SAS,
Airworthiness Office—EAW, 1 Rond
Point Maurice Bellonte, 31707 Blagnac
Cedex, France; telephone +33 5 61 93 36
96; fax +33 5 61 93 44 51; email
account.airworth-eas@airbus.com;
Internet http://www.airbus.com. You
may view this referenced service
information at the FAA, Transport
Airplane Directorate, 1601 Lind Avenue
SW., Renton, WA. For information on
the availability of this material at the
FAA, call 425-227-1221.

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-2015—
0084; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this proposed AD, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket Office
(telephone: 800-647-5527) is in the
ADDRESSES section. Comments will be
available in the AD docket shortly after
receipt.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton, WA
98057—3356; telephone 425-227-2125;
fax 425-227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2015-0084; Directorate Identifier
2014-NM-181-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy

aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
wil