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OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 890
RIN 3206—AN03
Federal Employees Health Benefits

Program Miscellaneous Changes:
Medically Underserved Areas

AGENCY: U.S. Office of Personnel
Management.
ACTION: Direct final rule.

SUMMARY: The U.S. Office of Personnel
Management (OPM) is issuing a direct
final rule to discontinue the annual
determination of the Medically
Underserved Areas (MUASs) for the
Federal Employees Health Benefits
(FEHB) Program.

DATES: Effective January 1, 2015.
Comments due February 17, 2015.
ADDRESSES: Send written comments to
Lynelle T. Frye, Policy Analyst,
Planning and Policy Analysis, U.S.
Office of Personnel Management, Room
4312, 1900 E Street NW., Washington,
DC; or FAX to (202) 606—4640 Attn:
Lynelle T. Frye. You may also submit
comments using the Federal
eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
FOR FURTHER INFORMATION CONTACT:
Lynelle T. Frye, Policy Analyst, at (202)
606—0004 or email: Iynelle.frye@
opm.gov.

SUPPLEMENTARY INFORMATION: Due to the
enactment of Section 2706(a) of the
Public Health Service Act (PHSA), OPM
has concluded that the annual
determination of Medically
Underserved Areas (MUASs) for the
FEHB Program is no longer required.
Section 2706(a) of the PHSA requires
that a health insurance issuer or group
health plan offering coverage shall not
discriminate with respect to coverage
against any health care provider who

performs covered services when acting
within the scope of their license or
certification under applicable state law
in any area of a state.

Background

The Federal Employees Health
Benefits (FEHB) law (5 U.S.C.
8902(m)(2)) requires that a State be
designated as a Medically Underserved
Area if 25% or more of the population
lives in an area identified by the
Department of Health and Human
Services (HHS) as a primary medical
care manpower shortage area.

It is intended to provide special
consideration for enrollees who obtain
health services in states with critical
shortages of primary care physicians. As
such, FEHB fee-for-service plans are
required to provide benefits for covered
services (subject to their contract terms)
provided by any licensed provider
practicing within the scope of his/her
license, such as physician assistants or
nurse midwives, which otherwise may
not be considered as covered providers
by the fee-for-service plan.

After the enactment of Section 2706(a)
of the Public Health Service Act (PHSA)
the Department of Labor offered
guidance to health plans and health
insurance issuers that, to the extent an
item or service is a covered benefit
under the plan or coverage, and
consistent with reasonable medical
management techniques specified under
the plan with respect to the frequency,
method, treatment or setting for an item
or service, a plan or issuer shall not
discriminate based on a provider’s
license or certification, to the extent the
provider is acting within the scope of
the provider’s license or certification
under applicable state law. This
provision does not require plans or
issuers to accept all types of providers
into a network. This provision also does
not govern provider reimbursement
rates, which may be subject to quality,
performance, or market standards and
considerations.

The effect of Section 2706(a) of the
PHSA is to expand the geographic area
of coverage for all licensed providers
offering covered services within the
scope of their license to all areas of all
States rather than the only those areas
designated as Medically Underserved
under 5 U.S.C. 8902(m)(2).

OPM has concluded that Section
2706(a) of the PHSA renders the annual
determination of the MUAs for FEHB no

longer required. It serves a similar
purpose, since this Section is to expand
the geographic area of coverage for all
licensed providers offering covered
services within the scope of their
license to all areas of all States rather
than the only those areas designated as
Medically Underserved under 5 U.S.C.
8902(m)(2).

With this change, we are not seeking
a comment period since we feel it serves
the same purpose as MUA.

Regulatory Impact Analysis

OPM has examined the impact of this
proposed rule as required by Executive
Order 12866 and Executive Order
13563, which directs agencies to assess
all costs and benefits of available
regulatory alternatives and, if regulation
is necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public, health, and
safety effects, distributive impacts, and
equity). A regulatory impact analysis
must be prepared for major rules with
economically significant effects of $100
million or more in any one year. This
rule is not considered a major rule
because there will be a minimal impact
on costs to Federal agencies.

Regulatory Flexibility Act

I certify that this regulation will not
have a significant economic impact on
a substantial number of small entities
because the regulation only affects
health insurance benefits of Federal
employees and annuitants.

Regulatory Review

This rule has been reviewed by the
Office of Management and Budget in
accordance with Executive Order 12866.

Federalism

We have examined this rule in
accordance with Executive Order 13132,
Federalism, and have determined that
this rule will not have any negative
impact on the rights, roles, and
responsibilities of State, local, or Tribal
governments.

Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(44 U.S.C. chapter 35; see 5 CFR part
1320) requires that the U.S. Office of
Management and Budget (OMB)
approve all collections of information
by a Federal agency from the public
before they can be implemented.
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Respondents are not required to respond
to any collection of information unless
it displays a current valid OMB control
number. OPM is not proposing any
additional collections in this rule.

List of Subjects in 5 CFR Part 890

Administrative practice and
procedure; Government employees;
Health facilities; Health insurance;
Health professions; Hostages; Irag;
Kuwait; Lebanon; Military personnel;
Reporting and recordkeeping
requirements; Retirement.

U.S. Office of Personnel Management.
Kathleen Archuleta,
Director.

Accordingly, OPM is amending 5 CFR
part 890 as follows:

PART 890—FEDERAL EMPLOYEES
HEALTH BENEFITS PROGRAM

m 1. The authority citation for part 890
continues to read as follows:

Authority: 5 U.S.C. 8913; Sec. 890.301 also
issued under sec. 311 of Pub. L. 111-03, 123
Stat. 64; Sec. 890.111 also issued under
section 1622(b) of Pub. L. 104-106, 110 Stat.
521; Sec. 890.112 also issued under section
1 of Pub. L. 110-279, 122 Stat. 2604; 5 U.S.C.
8913; Sec. 890.803 also issued under 50
U.S.C. 403p, 22 U.S.C. 4069c and 4069c—1;
subpart L also issued under sec. 599C of Pub.
L. 101-513, 104 Stat. 2064, as amended; Sec.
890.102 also issued under sections 11202(f),
11232(e), 11246 (b) and (c) of Pub. L. 105—
33, 111 Stat. 251; and section 721 of Pub. L.
105-261, 112 Stat. 2061; Pub. L. 111-148, as
amended by Pub. L. 111-152.

Subpart G—[Removed and Reserved]

m 1. Remove and Reserve subpart G,
consisting of §§890.701 and 890.702.
[FR Doc. 2014-29554 Filed 12-16-14; 8:45 am)
BILLING CODE 6325-63-P

DEPARTMENT OF COMMERCE

Bureau of Industry and Security

15 CFR Parts 744 and 774

[Docket No. 140813667-4667-01]

RIN 0694—-AG27

Expansion of the Microprocessor
Military End-Use and End-User Control

AGENCY: Bureau of Industry and
Security, Commerce.
ACTION: Final rule.

SUMMARY: The Bureau of Industry and
Security (BIS) is amending the
microprocessor military end-use and
end-user control in the Export
Administration Regulations by
expanding the scope of microprocessors

subject to the restriction to harmonize
with technological advances to
microprocessor chips and expand the
scope to include related software and
technology for the development and
production of these chips. In addition,
this rule adds a prohibition on the use
of license exceptions (including License
Exception ENC) and otherwise expands
license requirements for exports,
reexports, or transfers (in-country) of
microprocessors subject to the military
end-use and end-user restriction. This
expansion is consistent with the foreign
policy objectives of the United States of
preventing U.S. exports that might
contribute to destabilizing military
capabilities against the United States
and its citizens. The foreign policy
report explaining the expansion was
sent to Congress on December 1, 2014.
This rule also expands the scope of
controls to cover in-country transfers, in
order to control in-country transfers to
prohibited military end users or end
uses. BIS is also making editorial and
format revisions to this section to
improve clarity.

DATES: Effective date: This rule is
effective December 17, 2014.

FOR FURTHER INFORMATION CONTACT:
Sharron Cook, Office of Exporter
Services, Bureau of Industry and
Security, Department of Commerce,
Phone: (202) 482—2440 or by email at
Sharron.cook@bis.doc.gov.
SUPPLEMENTARY INFORMATION:

Background

On January 14, 2003 (68 FR 1796), the
Bureau of Industry and Security (BIS)
published a rule to implement the
microprocessor military end-user and
end-use control in § 744.17 of the Export
Administration Regulations (EAR). That
rule imposed an end-use and end-user
based license requirement on the export
of certain microprocessors to military
end uses and end users in countries in
Country Group D:1 (see Supplement No.
1 to part 740 of the EAR).

End-use and end-user based controls
are in addition to any controls based on
the technical parameters of the item.
Thus, the end-use and end-user based
license requirements set forth in
§ 744.17 may apply to a transaction,
even if the Commerce Country Chart
indicates there are no license
requirements, i.e., no “X” in the box.
When controls set forth under more
than one section of the EAR apply to a
transaction, the license requirements for
such a transaction will be determined
based on the requirements of all
applicable sections of the EAR, and
license applications will be reviewed
under all applicable licensing policies.

To determine license requirements,
one should follow the decision tree
flowchart in Supplement No. 1 to part
732. An ECCN may have multiple
license requirements, e.g., CCL-based,
end-use based, or end-user based. Also
note that to use a license exception,
each license requirement on an ECCN
must be overcome.

Revisions to § 744.17 ‘“‘Restrictions on
Certain Exports, Reexports and
Transfers (in-country) of
Microprocessors and Associated
“Software” and “Technology” for
‘Military End Uses’ and to ‘Military End
Users’”’

Since 744.17 was established, BIS’s
administration of export controls has
increasingly focused on end uses and
end users. Consistent with this change,
BIS is adding in-country transfer
controls to this section of the EAR to
incorporate restrictions that would
apply even if a transaction is licensed
for a particular destination.

BIS is also expanding the scope of
microprocessors requiring a license
under § 744.17 by removing the specific
ECCN (3A991.a.1) from the text, so that
the prohibition applies to any
microprocessor meeting the specified
performance criteria, and associated
“software” and “technology.” As
encryption and other “information
security” functionality has become more
commonplace in hardware, BIS has
concluded that microprocessors
classified under any ECCN in Category
5—Part 2 of the EAR (including ECCN
5A992.c for ‘mass market’ encryption
chips and ECCN 5A002 for a variety of
non-‘mass market’ microprocessors)
warrant the same license requirement as
BIS currently requires under § 744.17
for the microprocessors classified
outside of Category 5—Part 2, even if no
license would be required (NLR) or
License Exception ENC would
otherwise be available. Because of this
scope revision, the first sentence of
paragraph (a) is revised to clarify that
this license requirement is in addition
to all license requirements set forth in
the EAR and not just anti-terrorism
reasons for control. Furthermore, BIS is
expanding the scope of the license
requirement in § 744.17 to include
“technology” and “‘software” for the
“development” and “production” of the
microprocessors described in
§744.17(a).

In relation to § 744.17(f)
“Exceptions,” BIS is also moving, from
paragraph (a) to paragraph (f), text that
exempted from § 744.17 personnel and
agencies of the U.S. Government or
agencies of a cooperating government
under License Exception GOV. In
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addition to harmonizing § 744.17(f) with
recent changes in License Exception
GOV, BIS is expanding paragraph (f) to
include exports, reexports and transfers
(in-country) “on behalf of” the U.S.
Government or agencies of a cooperating
government and updating and
incorporating the related citation
references.

BIS is also fixing the use of double
and single quotes around the terms in
this section to increase clarity. Single
quotes are used for terms that are
defined in a section where it appears,
whereas double quotes indicate a term
defined in § 772.1 of the EAR.

Revisions to the Supplement No. 1 to
Part 774 “Commerce Control List”

This rule adds a reference to the
license requirements in § 744.17 in the
affected ECCNs of the Commerce
Control List. Specifically, ECCNs
3A001, 3D002, 3D991, 3E001, 3E002,
3E991, 5A002, 5A992, 5D002, 5D992,
5E002 and 5E992 are amended by
adding a License Requirement Note after
the Control Table in the License
Requirements section. This reference in
the ECCN may help prevent exporters
from missing this combination item/
end-use based license requirement.

ECCN 3A991 already had a license
requirement note pointing to the license
requirements in § 744.17. This rule
replaces the existing note with the same
one being added to the other twelve
ECCNs in this rule.

Export Administration Act

Although the Export Administration
Act expired on August 20, 2001, the
President, through Executive Order
13222 of August 17, 2001, 3 CFR, 2001
Comp., p. 783 (2002), as amended by
Executive Order 13637 of March 8,
2013, 78 FR 16129 (March 13, 2013) and
as extended by the Notice of August 7,
2014, 79 FR 46957 (August 11, 2014),
has continued the Export
Administration Regulations in effect
under the International Emergency
Economic Powers Act. BIS continues to
carry out the provisions of the Export
Administration Act, as appropriate and
to the extent permitted by law, pursuant
to Executive Order 13222 as amended
by Executive Order 13637.

Savings Clause

Shipments of items removed from
license exception eligibility or eligibility
for export, reexport, or transfer (in-
country) without a license as a result of
this regulatory action that were on dock
for loading, on lighter, laden aboard a
carrier, or en route aboard a carrier to
a port, on December 17, 2014, pursuant
to actual orders to a destination, may

proceed to that destination under the
previous license exception eligibility or
without a license so long as they have
been exported, reexported, or
transferred (in-country) before February
17, 2015. Any such items not actually
exported, reexported, or transferred (in-
country) before midnight, on February
17, 2015, require a license in accordance
with this regulation.

Rulemaking Requirements

1. Executive Orders 13563 and 12866
direct agencies to assess all costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility. This rule
has been determined to be not
significant for purposes of Executive
Order 12866.

2. Notwithstanding any other
provision of law, no person is required
to respond to nor be subject to a penalty
for failure to comply with a collection
of information, subject to the
requirements of the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.) (PRA), unless that collection of
information displays a currently valid
Office of Management and Budget
(OMB) Control Number. This regulation
involves collections previously
approved by OMB under control
number 0694-0088, Simplified Network
Application Processing System, which
includes, among other things, license
applications and carries a burden
estimate of 43.8 minutes for a manual or
electronic submission. Total burden
hours associated with the PRA and
OMB control number 0694-0088 are not
expected to increase as a result of this
rule. You may send comments regarding
the collection of information associated
with this rule, including suggestions for
reducing the burden, to Jasmeet K.
Seehra, Office of Management and
Budget (OMB), by email to Jasmeet K. _
Seehra@omb.eop.gov, or by fax to (202)
395-7285.

3. This rule does not contain policies
with Federalism implications as that
term is defined in Executive Order
13132.

4. The provisions of the
Administrative Procedure Act (5 U.S.C.
553) requiring notice of proposed
rulemaking, the opportunity for public
comment and a delay in effective date
are inapplicable because this regulation

involves a military or foreign affairs
function of the United States. (See 5
U.S.C. 553(a)(1)). If this rule were
delayed to allow for notice and
comment and a delay in effective date,
these high performance
microprocessors, as well as associated
development and production
technology and software would
continue to be exported, reexported and
transferred (in-country) to military end
uses or military end users to the
detriment of the national security or
foreign policy interests of the United
States. In addition, publishing a
proposed rule would give notice of the
U.S. Government’s intention to restrict
the export, reexport and transfer of these
items and would create an incentive to
either accelerate exports, reexports and
transfers of these items to conduct
activities that are contrary to the
national security or foreign policy
interests of the United States, and/or to
take steps to try to limit the impact of
the this expanded control once a final
rule was published. No other law
requires that a notice of proposed
rulemaking and an opportunity for
public comment be given for this rule.
Because a notice of proposed
rulemaking and an opportunity for
public comment are not required to be
given for this rule by 5 U.S.C. 553, or
by any other law, the analytical
requirements of the Regulatory
Flexibility Act, 5 U.S.C. 601 et seq., are
not applicable. Accordingly, no
regulatory flexibility analysis is required
and none has been prepared.

List of Subjects
15 CFR Part 744

Exports, Reporting and recordkeeping
requirements, Terrorism.

15 CFR Part 774

Exports, Reporting and recordkeeping
requirements.

Accordingly, parts 744 and 774 of the
Export Administration Regulations (15
CFR parts 730-774) are amended as
follows:

PART 744—[AMENDED]

m 1. The authority citation for 15 CFR
part 744 continues to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 22 U.S.C. 3201 et seq.;
42 U.S.C. 2139a; 22 U.S.C. 7201 et seq.; 22
U.S.C. 7210; E.O. 12058, 43 FR 20947, 3 CFR,
1978 Comp., p. 179; E.O. 12851, 58 FR 33181,
3 CFR, 1993 Comp., p. 608; E.O. 12938, 59
FR 59099, 3 CFR, 1994 Gomp., p. 950; E.O.
12947, 60 FR 5079, 3 CFR, 1995 Comp., p.
356; E.O. 13026, 61 FR 58767, 3 CFR, 1996
Comp., p. 228; E.O. 13099, 63 FR 45167, 3
CFR, 1998 Comp., p. 208; E.O. 13222, 66 FR
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44025, 3 CFR, 2001 Comp., p. 783; E.O.
13224, 66 FR 49079, 3 CFR, 2001 Comp., p.
786; Notice of January 21, 2014, 79 FR 3721
(January 22, 2014); Notice of August 7, 2014,
79 FR 46959 (August 11, 2014); Notice of
September 17, 2014, 79 FR 56475 (September
19, 2014); Notice of November 7, 2014, 78 FR
67035 (November 12, 2014).

m 2. Revise § 744.17 to read as follows:

§744.17 Restrictions on certain exports,
reexports and transfers (in-country) of
microprocessors and associated
“software’” and ““technology’ for “military
end uses” and to “military end users.”

(a) General prohibition. In addition to
the license requirements set forth
elsewhere in the EAR, you may not
export, reexport or transfer (in-country)
microprocessors (‘“‘microprocessor
microcircuits,” “microcomputer
microcircuits,” and microcontroller
microcircuits having a processing speed
of 5 GFLOPS or more and an arithmetic
logic unit with an access width of 32 bit
or more, including those incorporating
“information security” functionality), or
associated “‘software”” and “‘technology”
for the “production” or “development”
of such microprocessors without a
license if, at the time of the export,
reexport or transfer (in-country), you
know, have reason to know, or are
informed by BIS that the item will be or
is intended to be used for a ‘military end
use,” as defined in paragraph (d) of this
section, in a destination listed in
Country Group D:1 (see Supplement No.
1 to part 740 of the EAR); or by a
‘military end user,” as defined in
paragraph (e) of this section, in a
destination listed in Country Group D:1.

(b) Additional prohibition on
exporters or reexporters informed by
BIS. BIS may inform an exporter,
reexporter or transferor, either
individually by specific notice or
through amendment to the EAR, that a
license is required for export, reexport
or transfer (in-country) of items
described in paragraph (a) of this
section to specified end users, because
BIS has determined that there is an
unacceptable risk of diversion to the
end uses or end users described in
paragraph (a) of this section. Specific
notice is to be given only by, or at the
direction of, the Deputy Assistant
Secretary for Export Administration.
When such notice is provided orally, it
will be followed by a written notice
within two working days signed by the
Deputy Assistant Secretary for Export
Administration. The absence of any
such notification does not excuse the
exporter, reexporter or transferor from
compliance with the license
requirements of paragraph (a) of this
section.

(c) License review standards. There is
a presumption of denial for applications
to export, reexport or transfer (in-
country) items subject to this section.

(d) Military end-use. In this section,
the phrase ‘military end use’ means
incorporation into: a military item
described on the U.S. Munitions List
(USML) (22 CFR part 121, International
Traffic in Arms Regulations) or the
Wassenaar Arrangement Munitions List
(as set out on the Wassenaar
Arrangement Web site at http://
www.wassenaar.org); commodities
classified under ECCNs ending in
“A018” or under 600 series” ECCNs; or
any commodity that is designed for the
“use,” “development,” “production,” or
deployment of military items described
on the USML, the Wassenaar
Arrangement Munitions List or
classified under ECCNs ending in
““A018” or under “600 series”” ECCNs.
Supplement No. 1 of this part lists
examples of ‘military end use.’

(e) Military end user. In this section,
the term ‘military end user’ means the
national armed services (army, navy,
marine, air force, or coast guard), as well
as the national guard and national
police, government intelligence or
reconnaissance organizations, or any
person or entity whose actions or
functions are intended to support
‘military end uses’ as defined in
paragraph (d) of this section.

(f) Exceptions. The prohibitions
described in paragraphs (a) and (b) of
this section supersede any license
exception or No License Required (NLR)
designation that would otherwise apply
to a transaction subject to the EAR,
except that this license requirement
does not apply to exports, reexports or
transfers (in-country) of items for or on
behalf of the official use by personnel
and agencies of the U.S. Government or
to agencies of a cooperating government
authorized by License Exception GOV
pursuant to § 740.11 of the EAR. See
§740.11(b)(1) of the EAR for the
definition of ‘agency of the U.S.
Government’ and § 740.11(c)(1) for the
definition of ‘agency of a cooperating
government.’

PART 774—[AMENDED]

m 3. The authority citation for part 774
continues to read as follows:

Authority: 50 U.S.C. app. 2401 et seq.; 50
U.S.C. 1701 et seq.; 10 U.S.C. 7420; 10 U.S.C.
7430(e); 22 U.S.C. 287¢, 22 U.S.C. 3201 et
seq.; 22 U.S.C. 6004; 30 U.S.C. 185(s), 185(u);
42 U.S.C. 2139a; 42 U.S.C. 6212; 43 U.S.C.
1354; 15 U.S.C. 1824a; 50 U.S.C. app. 5; 22
U.S.C. 7201 et seq.; 22 U.S.C. 7210; E.O.
13026, 61 FR 58767, 3 CFR, 1996 Comp., p.
228; E.O. 13222, 66 FR 44025, 3 CFR, 2001

Comp., p. 783; Notice of August 7, 2014, 79
FR 46959 (August 11, 2014).

Supplement No. 1 to Part 774—
[Amended]

m 4. In Supplement No. 1 to part 774

(the Commerce Control List), ECCNs
3A001, 3D002, 3D991, 3E001, 3E002,
3E991, 5A002, 5A992, 5D002, 5D992,
5E002 and 5E992 are amended by
adding a License Requirement Note after
the Control Table in the License
Requirements section to read as follows:

Supplement No. 1 to Part 774—
Commerce Control List

* * * * *

License Requirements

* * * * *

License Requirements Note: See
§ 744.17 of the EAR for additional
license requirements for
microprocessors having a processing
speed of 5 GFLOPS or more and an
arithmetic logic unit with an access
width of 32 bit or more, including those
incorporating “information security”
functionality, and associated “software”
and “technology” for the “production”
or “development” of such
mIicroprocessors.
* * * * *

m 5. In Supplement No. 1 to part 774

(the Commerce Control List), Category 3,
ECCN 3A991 is amended by revising the
License Requirements Notes to read as
follows:

3A991 Electronic Devices, and
“Components” Not Controlled by
3A001.

License Requirements

* * * * *

License Requirements Note: See
§ 744.17 of the EAR for additional
license requirements for
microprocessors having a processing
speed of 5 GFLOPS or more and an
arithmetic logic unit with an access
width of 32 bit or more, including those
incorporating “information security”’
functionality, and associated “‘software’
and “technology” for the “production”
or “development” of such
MmICroprocessors.
* * * * *

’

Dated: December 11, 2014.
Kevin J. Wolf,

Assistant Secretary for Export
Administration.

[FR Doc. 2014—29450 Filed 12—16-14; 8:45 am]
BILLING CODE 3510-33-P
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DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 154

[Docket No. RM14—-21-000; Order No. 801]

Natural Gas Act Pipeline Maps

AGENCY: Federal Energy Regulatory
Commission.

ACTION: Final rule.

SUMMARY: In this Final Rule, the Federal
Energy Regulatory Commission revises

its regulations governing interstate
natural gas pipeline system maps. First,
the Commission eliminates the
requirements that pipelines include
maps in their tariffs and file updated
maps as part of their tariffs by the
following April 30 for any year that
there is a major change in the pipeline’s
system. Second, the Commission retains
the requirement that pipelines post and
maintain a system map on their Internet
Web sites, and implements a quarterly
deadline for updating pipeline maps.

DATES: Effective Date: This rule will
become effective March 17, 2015.

FOR FURTHER INFORMATION CONTACT:

Damien Gaul (Technical Issues), 888
First Street NE., Washington, DC
20426, (202) 502—-8008,
Damien.Gaul@ferc.gov.

Vince Mareino (Legal Issues), 888 First
Street NE., Washington, DC 20426,
(202) 502—-6167, Vince.Mareino@
ferc.gov.

SUPPLEMENTARY INFORMATION:

Order No. 801
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Order No. 801

Final Rule

1. In this Final Rule, the Commission
revises its part 154 regulations
concerning interstate natural gas
pipeline maps. First, as proposed in its
Notice of Proposed Rulemaking,? the
Commission is permanently eliminating
the requirements that pipelines include
system maps in their tariffs and must
file to update those tariff maps by April
30 of any year following a major system
change. Second, as further proposed in
the NOPR, while the Commission is
retaining the requirement that pipelines
maintain a system map on their internet
Web sites, we revise our regulations to
require pipelines to update the online
maps no later than the end of the next
calendar quarter after a major system
change. This Final Rule is designed to
reduce the regulatory burden on
pipelines and to enhance transparency.

I. Discussion

2. The Commission’s current
regulations require every natural gas
interstate pipeline to maintain a system
map within their tariff,2 and specify the
content of those maps and the deadline
for filing updated maps.3 Existing

1 Natural Gas Act Pipeline Maps, 79 FR 43,994
(]uly 29, 2014), FERC Stats. & Regs. ] 32,703 (2014)
(cross-referenced at 148 FERC { 61,024 (2014))
(NOPR).

218 CFR 154.103(a) (2014).

318 CFR 154.106 (2014).

Commission and North American

Energy Standards Board (NAESB) rules
also require that pipeline system maps
to be published in electronic format on
the pipeline’s Web site 4 as well as on
the Commission’s eTariff Web site. The
interstate pipelines had recently
informed Commission Staff, however,
that certain of eTariff’s file restrictions
often reduce the quality of the electronic
maps.®

3. Accordingly, the NOPR proposed to
eliminate the requirement to file maps
via eTariff, and instead proposed to
require that pipelines provide a tariff
record that contains a Web site address,
or Uniform Resource Locator (URL)
reference, to the pipeline’s publicly
available Web site where maps may be
accessed.® The NOPR found that with
the elimination of the requirement to
include a map in the tariff, the current
April 30 deadline to update tariff maps
was effectively obsolete. The NOPR
therefore proposed to revise the section
154.106 deadline for updating pipelines’
internet Web site maps to require that
revised maps be posted in the same

4 See 18 CFR 284.12(a)(1)(v) (2014). See also
Electronic Tariff Filings, Order No. 714, 73 FR
57,515 (Oct 3, 2008), FERC Stats. & Regs. { 31,276
(2008), clarified, Order No. 714-A, 79 FR 29,705
(May 21, 2014) FERC Stats. & Regs. 1 31,356 (2014)
(cross-referenced at 148 FERC { 61,024 (2014) 147
FERC q 61,115 (2014)).

5 See NOPR, FERC Stats. & Regs. { 32,703 at P 3.

6 NOPR, FERC Stats. & Regs. 4 32,703 at P 5.

calendar quarter that system changes
take effect.”

4. Two industry segments, natural gas
producers and marketers, represented
by the Natural Gas Supply Association
(NGSA), and the interstate pipelines,
represented by the Interstate Natural
Gas Association of America (INGAA),
filed comments on the NOPR. Both
groups generally support the
Commission’s proposal but suggest
modifications. INGAA states that the
proposed updating deadline is too strict
and potentially does not allow pipelines
sufficient time to post updated maps.
NGSA suggests that the Commission
should take this opportunity to make
broad changes to modify the quality and
information required for pipeline
system maps.

5. As discussed below, the Final Rule
implements the changes proposed in the
NOPR, with the exception that we will
modify the deadline for posting updated
maps as proposed by INGAA so that
pipelines must revise Web site maps to
reflect any major change no later than
the end of the calendar quarter
subsequent to the calendar quarter in
which the major change occurred. We
also clarify how pipelines should
implement the new rule, and we decline
to expand the scope of this rulemaking
proceeding.

7NOPR, FERC Stats. & Regs. { 32,703 at PP 6—
7.
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A. Implementation: 18 CFR 154.103(a)
and 18 CFR 154.106(a)

6. As noted, the Commission’s
regulations require that natural gas
pipelines’ tariffs include a map of the
pipeline’s system.? The Final Rule
adopts the NOPR proposal to replace
this requirement to include a system
map in pipelines’ tariff with the
requirement to include instead ““. . . a
uniform resource locator for the Internet
address of a map of the system . . .”
The NOPR also proposed a
corresponding change to include new
subsection 18 CFR 154.106(a), which we
adopt here and which states that the
tariff must state a uniform resource
locator on the pipeline’s Internet Web
site, at which the general public may
display and download system map(s).

7. In its comments, INGAA sought
clarification regarding compliance with
the proposed new rule. INGAA noted
that the revised language proposed in
the NOPR refers to Uniform Resource
Locators, while the NOPR text refers to
pipelines “posting” their system map on
the informational posting section of
their Web sites.9 INGAA thus requests
clarification that providing a ‘clickable’
URL in the Tariff/Map category of a
pipeline’s Informational Postings Web
site, through which the public could
view and download the pipeline’s
system map(s), would comply with the
new regulation.10

8. As we stated in the NOPR, upon the
adoption of this rule, NAESB should
also consider whether additional
standards are needed to assure
accessibility and uniformity in the
presentation of the maps. In the interim,
we clarify that the approach proposed
by INGAA, to include a URL in the
Tariff/Map category of its Internet Web
site, appears to be a reasonable method
to for complying with revised section
154.106(a) because it would allow the
public to display and download the
pipeline’s system map. There may be
other reasonable methods for pipelines
to comply based on the idiosyncrasies of
a particular system, and the
Commission in this Final Rule is not
dictating any specific method of
compliance.

B. Reporting Deadline: 18 CFR
154.106(c)

9. Under both the existing and
proposed versions of 18 CFR 154.106(c),
a pipeline need only update its map
after a major change to its system. As
noted, the existing regulation requires
that the revised map be filed no later

818 CFR 154.103(a).
9INGAA comments at 6.
10 [d.

than April 30 of the calendar year after
the major change, thus allowing
pipelines up to 15 months to update
maps from the time of a major change.
The NOPR proposed to shorten that
deadline to require that maps be revised
to reflect any major change no later than
the end of the calendar quarter of the
major change.

10. INGAA commented that the
reporting deadline proposed in the
NOPR could require pipelines to post
maps with little or no advance notice,
especially if a project’s in-service date is
near the end of a calendar quarter.
INGAA argues that this timeframe is too
truncated because a pipeline’s
personnel are at their busiest precisely
when major changes are going into
effect.1? INGAA disputes the
Commission’s suggestion in the NOPR
that the 18 CFR 154.106 map
requirement is analogous to the maps
prepared as part of a NGA section 7
certificate application. The maps filed
with a certificate application, INGAA
states, “‘very often illustrate only
discrete [portions] of a pipeline system
at a detailed level” and “‘are intended
for different circumstances and
instances” than 18 CFR 154.106 maps.12

11. INGAA proposes that instead of
the revisions proposed in the NOPR, the
Commission should modify 18 CFR
154.106(c) to state, “The map must be
revised to reflect any major change no
later than the end of the calendar
quarter that immediately follows the
calendar quarter in which the major
change occurred.” No interveners
oppose INGAA'’s proposal.

12. The Final Rule adopts INGAA’s
proposal for section 154.106(c). The
new rule will allow pipelines at least
three months to update their maps,
which should alleviate any concerns
that pipelines will be additionally
burdened during the certification
process. The revised regulation will also
guarantee that all maps are up-to-date
within at least six months of any major
changes, thereby substantially
shortening the potential 15-month lag
under the previous regulation.3

C. Scope: 18 CFR 154.106(b)

13. The NOPR proposed no changes to
the language of 18 CFR 154.106(a),
which specifies the required content of
system maps, but did propose to move
the language to 18 CFR 154.106(b). That
section would state that the map must

11INGAA comments at 2-3.

12[d. at 4.

13 As we clarified in the NOPR, “[plipelines are
also permitted to display [additional] maps showing
past, future, or hypothetical operations, so long as
these maps are clearly labeled as such.” NOPR,
FERC Stats. & Regs. q 32,703 at P 8.

show the general geographic location of
the company’s principal pipeline
facilities and of the points at which
service is rendered under the tariff. The
boundaries of any rate zones or rate
areas must be shown and the areas or
zones identified. The entire system
should be displayed on a single map. In
addition, a separate map should be
provided for each zone.

14. NGSA states in its comments that
“the Commission should also use this
opportunity to consider additional
improvements to increase the usefulness
of pipeline maps.” 14 In particular,
NGSA requests that the regulations
require:

1. High resolution format to increase
visibility of data.

2. Clearly labeled: Names,
identification numbers, and locations of
compressor stations, meter stations,
receipt and delivery points, and
pipeline interconnects.

3. Descriptive features, such as
pipeline diameter and flow direction.1®

15. NGSA argues that these
improvements to map quality would
benefit customers by gathering more
visual information in one place. NGSA
believes high-quality maps would also
help shippers and operators, as a tool
for daily operational adjustments, and
for assessing capacity constraints.
Finally, NGSA suggests higher-quality
maps would help customers in
complying with any local regulatory
obligations, such as municipal taxes.16

16. In the NOPR, the Commission
emphasized that the intent of this
proceeding was to adjust the filing
requirements for system maps, not to
require changes to the substantive
content of the maps.1” The Commission
suggested that the greater flexibility
afforded by Web site posting may allow
“the overall quality of pipeline maps
[to] improve without the need for
prescriptive regulation,” 18 but
otherwise did not elaborate on the
narrow scope of the proceeding. We find
that NGSA’s requests are outside the
scope of this rulemaking, and thus we
decline to expand the scope of this
proceeding.19

14NGSA comments at 2.

15]1d. at 3.

16 Id. at 4.

17NOPR, FERC Stats. & Regs. q 32,703 at PP 10—
11.

18]d. P 11.

19 An agency has broad discretion to choose how
best to marshal its limited resources and personnel
to carry out its delegated responsibilities, and may
summarily deny requests to expand the scope of
rulemaking proceedings. See Wholesale
Competition in Regions with Organized Electric
Markets, Order No. 719-A, FERC Stats. & Regs.
31,292, at P 118 (2009) (cross-referenced at 128
FERC { 61,059, at P 118 (2009)) (citing Chevron
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D. Effective Date

17. As the NOPR noted, this change
to the map reporting requirement will
obligate every natural gas pipeline to
make an initial compliance filing, which
as the NOPR stated, would have to be
at least 90 days after the Final Rule’s
publication in the Federal Register.2°

18. Pipelines are permitted to update
their tariffs and Web sites as soon as this
rule goes into effect, which will be
during the first quarter of the 2015
calendar year. Because the regulation
uses calendar quarters for setting
deadlines, however, the Commission
shall not require any pipelines to file
until April 1, 2015. In this initial
compliance filing, the pipeline must
reference an online map updated at least
through December 31, 2014.

19. Each pipeline must make its
compliance filing as an eTariff filing
using type of filing code (TOFC) 580,
and the Commission will assign each
pipeline’s compliance filing a separate
RP docket and provide interested parties
an opportunity to intervene in those
dockets. The Commission recommends
that pipelines not include any other

tariff changes in their eTariff
compliance filing. If the content of the
filing is limited to compliance with this
Final Rule, then the Director of the
Office of Energy Market Regulation may,
pursuant to 18 CFR 375.307(a)(7)(ii),
accept the filing under delegated
authority.

I1. Procedural Matters

A. Information Collection Statement

20. The Office of Management and
Budget (OMB) regulations require that
OMB approve certain reporting and
recordkeeping (collections of
information) imposed by an agency.2!
Upon approval of a collection(s) of
information, OMB will assign an OMB
control number and expiration date.
Respondents subject to the filing
requirements of this rule will not be
penalized for failing to respond to these
collections of information unless the
collections of information display a
valid OMB control number.

21. The Commission is submitting
these reporting and recordkeeping
requirements to OMB for its review and
approval under section 3507(d) of the

RM14-21-000 FINAL RULE

PRA. Comments are solicited on the
Commission’s need for this information,
whether the information will have
practical utility, the accuracy of the
provided burden estimate, ways to
enhance the quality, utility, and clarity
of the information to be collected, and
any suggested methods for minimizing
the respondent’s burden, including the
use of automated information
techniques.

22. This Final Rule revises the
regulations governing interstate natural
gas pipeline system maps. First, the
Commission eliminates the
requirements that pipelines include a
map in their tariffs and file an updated
map as part of their tariff by the
following April 30 for any year that
there is a major change in the pipeline’s
system. Second, the Commission retains
the requirement that pipelines must
post and maintain a system map on
their internet Web sites, and
implements a quarterly deadline for
updating pipeline maps.

23. The public reporting burden
follows:

Annual Average Total annual
Number of number of nuL%t:: of burden & burden hours recéosétn?j(z;t
respondents responses per responses cost per & total annual p($)
respondent P response cost
() @ M @=0) 4) @) (4 =0 (6)+ (1)
One-time tariff (Year 1) .....ccocoveviiiniennnnne 165 1 165 8 1,320 $1,024
$1,024 $168,960
Burden Reduction (Year 2 and Beyond) 21 1 21 —4 -84 —$244
—$244 —$5,124
Additional Burden for more frequent map
updates (Year 2 and Beyond) .............. 4 1 4 4 16 $244
$244 $976
TOAl o | e | e 190 | i, 1,252 $1,024
$164,812

24. Title: FERC-545, Gas Pipeline
Rates: Non Formal.

Action: One-time filing and reduced
future filings.

OMB Control Number: 1902—-0154.

Respondents: Natural Gas Pipelines.

Frequency of Responses: One-time
implementation and future reduction in
number of responses. Responses are
mandatory.

Necessity of Information: This Final
Rule would, when implemented, reduce
the burden of interstate natural gas
pipelines resulting from compliance
with the Commission’s regulations.

Internal Review: The Commission has
reviewed the requirements pertaining to

U.S.A. Inc. v. NRDC, 467 U.S. 837, 842—845 (1984));
see also, e.g., Revisions to Page 700 of FERC Form

the modification of the Commission’s
regulations and made a preliminary
determination that the revisions are
necessary to reduce the burden imposed
by the Commission on the natural gas
industry. The Commission has assured
itself, by means of its internal review,
that there is specific, objective support
for the burden estimates associated with
the information requirements.

Interested persons may obtain
information on the reporting
requirements by contacting the
following: Federal Energy Regulatory
Commission, 888 First Street NE.,
Washington, DC 20426 [Attention: Ellen

No. 6, Order No. 783-A, 148 FERC 61,235, at P
30 (2014).

Brown, Office of the Executive Director,
email: DataClearance@ferc.gov, phone:
(202) 502-8663, fax: (202) 273-0873].

Comments concerning the collection
of information and the associated
burden estimate, should be sent to the
Commission in this docket and to the
Office of Management and Budget,
Office of Information and Regulatory
Affairs, Washington, DC 20503
[Attention: Desk Officer for the Federal
Energy Regulatory Commission,
telephone: (202) 395-4638, fax: (202)
395-4718].

20d. P 12.
215 CFR 1320.11.
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B. Environmental Analysis

25. The Commission is required to
prepare an Environmental Assessment
or an Environmental Impact Statement
for any action that may have a
significant adverse effect on the human
environment.22 The Commission has
categorically excluded certain actions
from these requirements as not having a
significant effect on the human
environment.23 The actions taken here
fall within categorical exclusions in the
Commission’s regulations for rules that
are clarifying, corrective, or procedural,
for information gathering, analysis, and
dissemination, and for sales, exchange,
and transportation of natural gas that
requires no construction of facilities.24
Therefore, an environmental assessment
is unnecessary and has not been
prepared as part of this Final Rule.

C. Regulatory Flexibility Act

26. The Regulatory Flexibility Act of
1980 (RFA) 25 generally requires a
description and analysis of final rules
that will have significant economic
impact on a substantial number of small
entities. RFA mandates consideration of
regulatory alternatives that accomplish
the stated objectives of a proposed rule
and that minimize any significant
economic impact on a substantial
number of small entities. The Small
Business Administration’s (SBA) Office
of Size Standards develops the
numerical definition of a small
business.26 The SBA has established a
size standard for pipelines transporting
natural gas stating that a firm is small
if its annual receipts are less than $27.5
million.27

27. The changes promulgated here
only impact interstate pipelines. The
Commission estimates that
approximately 165 entities would be
potential respondents subject to data
collection FERC-545 reporting
requirements. Using 2013 revenue data,
the Commission estimates that 70 28
pipelines not affiliated with larger
companies had annual revenues of less
than $27.5 million. The Commission
estimates that the one-time cost per
small entity is $1,024.29 In the future,
small entities should see a cost savings

22 Regulations Implementing the National
Environmental Policy Act of 1969, Order No. 486,
52 FR 47897, FERC Stats. & Regs. { 30,783 (1987).

2318 CFR 380.4 (2014).

24 See 18 CFR 380.4(a)(2)(ii), 380.4(a)(5),
380.4(a)(27) (2014).

255 U.S.C. 601-612.

2613 CFR 121.101 (2013).

2713 CFR 121.201, subsection 486.

2842.3 percent of the total number of affected
entities.

29 See the Information Collection section for
further explanation.

related to avoiding filing requirements
related to system maps. The
Commission does not consider the
estimated $1,024 impact per entity to be
significant. Accordingly, pursuant to
§605(b) of the RFA, the Commission
certifies that this proposed rule should
not have a significant economic impact
on a substantial number of small
entities.

D. Document Availability

28. In addition to publishing the full
text of this document in the Federal
Register, the Commission provides all
interested persons an opportunity to
view and/or print the contents of this
document via the Internet through
FERC’s Home Page (http://
www.ferc.gov) and in FERC’s Public
Reference Room during normal business
hours (8:30 a.m. to 5:00 p.m. Eastern
time) at 888 First Street NE., Room 2A,
Washington, DC 20426.

29. From FERC’s Home Page on the
Internet, this information is available on
eLibrary. The full text of this document
is available on eLibrary in PDF and
Microsoft Word format for viewing,
printing, and/or downloading. To access
this document in eLibrary, type the
docket number excluding the last three
digits of this document in the docket
number field.

30. User assistance is available for
eLibrary and the FERC’s Web site during
normal business hours from FERC
Online Support at (202) 502—6652 (toll
free at (866) 208—3676) or email at
ferconlinesupport@ferc.gov, or the
Public Reference Room at (202) 502—
8371, TTY (202) 502—-8659. Email the
Public Reference Room at
public.referenceroom@ferc.gov.

E. Effective Date and Congressional
Notification

31. These regulations are effective 90
days after publication in the Federal
Register. The Commission has
determined, with the concurrence of the
Administrator of the Office of
Information and Regulatory Affairs of
OMB, that this rule is not a “major rule”
as defined in section 351 of the Small
Business Regulatory Enforcement
Fairness Act of 1996.

List of subjects in 18 CFR Part 154

Reporting and recordkeeping
requirements.

By the Commission.
Kimberly D. Bose,
Secretary.

In consideration of the foregoing, the
Commission shall amend Part 154,

Chapter I, Title 18, Code of Federal
Regulations, as follows:

PART 154—RATE SCHEDULES AND
TARIFFS

m 1. The authority citation for part 154
continues to read as follows:

Authority: 15 U.S.C. 717-717w; 31 U.S.C.
9701; 42 U.S.C. 7102-7352.

m 2. Revise § 154.103(a) to read as
follows:

§154.103 Composition of tariff.

(a) The tariff must contain sections, in
the following order: A table of contents,
a preliminary statement, a uniform
resource locator for the Internet address
of a map of the system, currently
effective rates, composition of rate
schedules, general terms and
conditions, form of service agreement,

and an index of customers.
* * * * *

m 3. Revise § 154.106 to read as follows:

§154.106 Map.

(a) The tariff must state a uniform
resource locator on the pipeline’s
Internet Web site, at which the general
public may display and download
system map(s).

(b) The map must show the general
geographic location of the company’s
principal pipeline facilities and of the
points at which service is rendered
under the tariff. The boundaries of any
rate zones or rate areas must be shown
and the areas or zones identified. The
entire system should be displayed on a
single map. In addition, a separate map
should be provided for each zone.

(c) The map must be revised to reflect
any major change no later than the end
of the calendar quarter that immediately
follows the calendar quarter in which
the major change occurred.

[FR Doc. 2014-29470 Filed 12-16-14; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2014—-0987]
RIN 1625-AA11

Regulated Navigation Area; Herbert C.
Bonner Bridge, Oregon Inlet, NC

AGENCY: Coast Guard, DHS.

ACTION: Interim final rule; and request
for comments.

SUMMARY: The Coast Guard is
establishing a Regulated Navigation
Area (RNA) on the navigable waters of
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Oregon Inlet, NC surrounding the
Herbert C. Bonner Bridge. This RNA
will allow the Coast Guard to enforce
vessel traffic restrictions within the
RNA when necessary to safeguard
people and vessels from the hazards
associated with potential catastrophic
structural damage that could occur due
to vessel allisions with the bridge.
DATES: This rule is effective without
actual notice on December 17, 2014. For
the purposes of enforcement, actual
notice will be used from November 25,
2014 until December 17, 2014.

Comments and related material must
be received by the Coast Guard on or
before February 17, 2015.

Requests for public meetings must be
received by the Coast Guard on or before
January 16, 2015.

ADDRESSES: Documents mentioned in
this preamble are part of Docket Number
USCG-2014—-0987. To view documents
mentioned in this preamble as being
available in the docket, go to 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
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

You may submit comments, identified
by docket number, using any one of the
following methods:

(1) Federal eRulemaking Portal:
http://www.regulations.gov.

(2) Fax: (202) 493—2251.

(3) Mail or Delivery: Docket
Management Facility (M—-30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue SE.,
Washington, DC 20590-0001. Deliveries
accepted between 9 a.m. and 5 p.m.,
Monday through Friday, except federal
holidays. The telephone number is 202—
366—9329.

See the ‘“Public Participation and
Request for Comments” portion of the
SUPPLEMENTARY INFORMATION section
below for further instructions on
submitting comments. To avoid
duplication, please use only one of
these three methods.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email LT Derek Burrill, Waterways
Management Division Chief, U.S. Coast
Guard Sector North Carolina, telephone
(910) 772-2230, email Derek.].Burrill@
uscg.mil. If you have questions on
viewing or submitting material to the

docket, call Cheryl Collins, Program
Manager, Docket Operations, telephone
(202) 366—9826.

SUPPLEMENTARY INFORMATION:
Table of Acronyms

COTP Captain of the Port

DHS Department of Homeland Security
FR Federal Register

RNA Regulated Navigation Area

A. Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted
without change to http://
www.regulations.gov and will include
any personal information you have
provided.

1. Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking, indicate the specific section
of this document to which each
comment applies, and provide a reason
for each suggestion or recommendation.
You may submit your comments and
material online at http://
www.regulations.gov, or by fax, mail, or
hand delivery, but please use only one
of these means. If you submit a
comment online, it will be considered
received by the Coast Guard when you
successfully transmit the comment. If
you fax, hand deliver, or mail your
comment, it will be considered as
having been received by the Coast
Guard when it is received at the Docket
Management Facility. We recommend
that you include your name and a
mailing address, an email address, or a
telephone number in the body of your
document so that we can contact you if
we have questions regarding your
submission.

To submit your comment online, go to
http://www.regulations.gov, type the
docket number in the “SEARCH”” box
and click “SEARCH.” Click on “Submit
a Comment” on the line associated with
this rulemaking.

If you submit your comments by mail
or hand delivery, submit them in an
unbound format, no larger than 82 by
11 inches, suitable for copying and
electronic filing. If you submit
comments by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
all comments and material received
during the comment period and may
change the rule based on your
comments.

2. Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
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 rulemaking. You may also visit
the Docket Management Facility in
Room W12-140 on the ground floor of
the Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

3. Privacy Act

Anyone can search the electronic
form of comments received into any of
our dockets by the name of the
individual submitting the comment (or
signing the comment, if submitted on
behalf of an association, business, labor
union, etc.). You may review a Privacy
Act notice regarding our public dockets
in the January 17, 2008, issue of the
Federal Register (73 FR 3316).

4. Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one on or before January 16, 2015,
using one of the methods specified
under ADDRESSES. Please explain why
you believe a public meeting would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

B. Regulatory History and Information

The Coast Guard is issuing this
interim final rule without prior notice
and opportunity to comment pursuant
to authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.”

Under 5 U.S.C. 553(b)(B), the Coast
Guard finds that good cause exists for
not publishing a notice of proposed
rulemaking (NPRM) with respect to this
rule. Immediate action is necessary to
protect the maritime public who transit
Oregon Inlet and motorists that use the
Herbert C. Bonner bridge. Vessel strikes
to the Herbert C. Bonner Bridge could
cause catastrophic damage to the bridge
makes immediate action necessary to
minimize the risk of potential loss of
life, damage to the bridge, and the
impact on access to Hatteras Island.
Accordingly, waiting for a comment
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period to run is impractical as it would
expose the public to a longer danger
period.

The particular facts about the Bonner
Bridge and the waterway require special
vessel traffic control measures. A bridge
strike by a vessel could cause
catastrophic damage to the bridge,
impacting motorists, mariners, local
businesses and residents of Hatteras
Island, NC. The North Carolina
Department of Transportation (NC DOT)
indicates that the Bonner Bridge has a
very low sufficiency rating. Sufficiency
rating is an overall rating of a bridge’s
fitness for the duty that it performs. In
addition, recent hydrographic survey
data reports indicate shoaling is present
in the vicinity of the navigation span.
When such shoaling is present, the
Coast Guard has observed vessels
attempting to transit through alternate
spans of the Herbert C. Bonner Bridge.
Transiting through alternate spans is
hazardous as they are not intended for
navigation. The un-fendered or
unprotected structural components of
the bridge among these spans are more
vulnerable to damage caused by a vessel
strike, increasing the risk of consequent
catastrophic damage.

For the same reasons as discussed
about, under 5 U.S.C. 553(d)(3), the
Coast Guard finds that good cause exists
for making this rule effective less than
30 days after publication in the Federal
Register.

C. Basis and Purpose

This rulemaking is authorized by 33
U.S.C. 1231; 46 U.S.C. Chapter 701,
3306, 3703; 50 U.S.C. 191, 195; 33 CFR
1.05-1, 6.04—1, 6.04—6, 160.5; Pub. L.
107-295, 116 Stat. 2064; and DHS
Delegation No. 0170.1. Under these
authorities the Coast Guard may
establish an RNA in defined water areas
that are determined to have hazardous
conditions and in which vessel traffic
can be regulated in the interest of safety.
The purpose of this RNA is to reduce
the risk of a bridge strike resulting from
a vessel transiting through alternative
spans of the Herbert C. Bonner Bridge,
which are not intended for navigation.
A bridge strike to un-fendered or
unprotected structural elements of the
Bonner Bridge would introduce a clear
and present danger to stability of the
bridge, motorists, mariners, and indirect
impacts on local businesses and
residents of Hatteras Island, NC.

U.S. Army Corps of Engineers
(USACE) hydrographic survey data
provide to the Coast Guard over the past
two years indicates shoaling to depths
of less than 3 feet at mean low water
within the approaches to the Bonner
Bridge on a frequently occurring basis.

When shoaling is present in the vicinity
of the navigation span, vessels attempt
to transit through alternate spans.
Transiting through alternate spans is
hazardous. Mariners transiting near and
through the unprotected structural
components increase the potential of a
bridge strike; these spans do not have
fenders or other mechanisms to protect
the bridge from vessel strikes. Vessels
that transit alternate bridge spans risk
safe navigation as there are no
advertised vertical and horizontal
clearances in these areas.

The Coast Guard has also considered
the North Carolina Department of
Transportation (NC DOT) recent
biennial bridge inspection in
accordance with National Bridge
Inspection Standards (NBIS) for the
Herbert C. Bonner Bridge. This report
takes into account the substructure and
superstructure inspections along with
analysis of the maritime navigational
and motor vehicle concerns. The report
noted weakened pile supports as a
result of section loss and substructure
erosion to the point of showing exposed
rebar. Information provided to the Coast
Guard by NC DOT indicates that the
Herbert C. Bonner Bridge has a very low
sufficiency rating. Due to the dynamic
nature of Oregon Inlet waterway,
frequent dredging and realignment of
the approach channel east of the bridge
have become routine. Passage of
hurricanes and strong low pressure
systems, i.e. Nor’easters exacerbate tidal
current and the seasonal fluctuations of
the inlet’s water depths. Maintenance of
adequate depth and adequate channel
alignment is a temporary measure that
typically provides for safe vessel
navigation for a very limited time period
for safe vessel navigation. Maintenance
dredging of the Federal Navigation
Project is dependent on available
funding, marine weather dredging
windows, and channel condition
surveys. Because many of these factors
are uncontrollable, dredging operations
are not regularly scheduled
maintenance activities.

The Herbert C. Bonner Bridge is the
only vehicular access to Hatteras Island
for residents, commercial vendors, and
business owners transiting from Nags
Head-Bodie Island to Hatteras Island.
The Bonner Bridge is subject to heavy
traffic volume, particularly during the
summer tourist season. Risks to the lives
of mariners, vehicle motorist and
passengers, have been considered in the
development of this rulemaking.

D. Discussion of the Interim Rule

To address the aforementioned
hazards, this rule will establish
restrictions for the Oregon Inlet

waterway by prohibiting vessels with
certain characteristics from transiting
under or within 100 yards either side of
the Herbert C. Bonner Bridge. The Coast
Guard invites comments and will
consider comments in development of a
final regulation. This RNA will be
effective with actual notice for purposes
of enforcement on November 25, 2014.
The restrictions for navigation will be
enforceable 24 hours a day as long as
this RNA is in effect. The Coast Guard
will enforce the restriction, however,
only when necessary to protect people
and vessels from hazards. As indicated
above, the Coast Guard expects to
restrict marine traffic if there is shoaling
that impacts safe vessel transit through
the navigation span, or there is damage
to the bridge that presents a hazard to
people and vessels.

There are alternate routes for vessels
bound for Oregon Inlet, North Carolina
and inland waterfront communities,
including Wanchese, NC. Those
alternate routes include transiting
through Beaufort Inlet or Chesapeake
Bay and the Atlantic Intracoastal
Waterway and Sounds of North
Carolina. The distance from Oregon
Inlet Lighted Whistle Buoy “OI” to
Wanchese, North Carolina via Beaufort
Inlet, the Atlantic Intracoastal Waterway
and Pamlico Sound is approximately
190 nautical miles. The distance from
Oregon Inlet Lighted Whistle Buoy “OI”
to Wanchese, North Carolina via
Chesapeake Bay, the Atlantic
Intracoastal Waterway and Albemarle
Sound is approximately 200 nautical
miles.

Whenever it is determined that a
waterway restriction for Oregon Inlet is
necessary, the Coast Guard will provide
the public with as much advanced
notice as possible of the closure dates
and times. Such notice will be readily
provided via http://homeport.uscg.mil/,
Local Notice to Mariners, Broadcast
Notice to Mariners, and other methods
described in 33 CFR 165.7.

E. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on these statutes and executive
orders.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
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section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders.

This regulation will restrict access
within the Regulated Navigation Area at
Oregon Inlet and the Herbert C. Bonner
Bridge, the effect of this rule will not be
significant because: (i) The Coast Guard
will make extensive notifications of the
regulated area to the maritime public via
maritime advisories so mariners can
adjust their plans accordingly; and (ii)
vessels impacted by this regulation may
request permission from Commander
Coast Guard Sector North Carolina/
COTP North Carolina to transit the
regulated area on a case by case basis.

2. Impact on Small Entities

The Regulatory Flexibility Act of 1980
(RFA), 5 U.S.C. 601-612, as amended,
requires federal agencies to consider the
potential impact of regulations on small
entities during rulemaking. The Coast
Guard certifies under 5 U.S.C. 605(b)
that this rule will not have a significant
economic impact on a substantial
number of small entities. The regulation
may have an economic impact on
vessels that normally transit Oregon
Inlet. These small entities are primarily
commercial and recreational fishing
vessels. Operation of vessels of certain
characteristics in this RNA will be
prohibited from transiting Oregon Inlet
by the Captain of the Port (COTP) or
designated representative when
shoaling in the vicinity of the Herbert C.
Bonner Bridge creates unsafe condition
for vessels. The potential risk of loss of
life, damage to the bridge, and the
impact on access to Hatteras Island
outweighs the benefits of permitting
navigation in the vicinity or under the
Bonner Bridge.

Although the Oregon Inlet area is
used by many small entities, including
commercial and recreational fishing
businesses, alternate routes are available
to vessels. The Coast Guard will make
extensive notifications of the regulated
navigation area to the maritime public
via maritime advisories so mariners can
adjust their plans accordingly; and in
extreme circumstances, vessels
prohibited from entry may request
permission from Commander Coast
Guard Sector North Carolina/COTP
North Carolina to transit the RNA on a
case by case basis.

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule

would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT, above.

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

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

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

7. Unfunded Mandates Reform Act

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

we do discuss the effects of this rule
elsewhere in this preamble.

8. Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

9. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

10. Protection of Children From
Environmental Health Risks

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

11. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

12. Energy Effects

This action is not a ““significant
energy action” under Executive Order
13211, Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

14. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA)(42 U.S.C. 4321-4370f1), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves



75054

Federal Register/Vol. 79, No. 242/ Wednesday, December 17, 2014 /Rules and Regulations

establishment of a Regulated Navigation
Area. This rule is categorically excluded
from further review under paragraph
34(g) of Figure 2—1 of the Commandant
Instruction. Preliminary environmental
analysis checklist supporting this
determination and Categorical
Exclusion Determination are available
in the docket where indicated under
ADDRESSES. We seek any comments or
information that may lead to the
discovery of a significant environmental
impact from this rule.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS
AREAS.

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

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—1, 6.04—6, 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. Add § 165.520 to read as follows:

§165.520 Regulated Navigation Area;
Herbert C. Bonner Bridge, Oregon Inlet, NC.

(a) Regulated area. The following area
is a Regulated Navigation Area (RNA):
All navigable waters of Oregon Inlet,
North Carolina within 100 yards under
or surrounding any portion of the
Herbert C. Bonner Bridge.

(b) Definitions. As used in this
section:

(1) Captain of the Port means the
Captain of the Port (COTP) North
Carolina.

(2) Captain of the Port Representative
means any Coast Guard commissioned,
warrant, or petty officer who has been
authorized by the Captain of the Port
North Carolina to act as a designated
representative of the COTP.

(3) Official patrol vessel means any
Coast Guard, Coast Guard Auxiliary,
state, or local law enforcement vessel(s)
assigned and authorized by COTP North
Carolina.

(c) Regulations. (1) The general
regulations governing Regulated
Navigation Areas found in 33 CFR
165.10, 165.11, and 165.13, including
the Regulated Navigation Area
described in paragraph (a) of this
section and the following regulations,
apply. _ _
(2) Operation of vessels of certain
characteristics in this RNA will be

prohibited by the Captain of the Port
(COTP) or designated representative in
order to safeguard people and vessels
from the hazards associated with
shoaling and the Herbert C. Bonner
Bridge from the potential catastrophic
structural damage that could occur from
a vessel bridge strike. The COTP or
designated representative will evaluate
local marine environmental conditions
prior to issuing restrictions regarding
vessel navigation. Factors that will be
considered include, but are not limited
to: Hydrographic survey data, vessel
characteristics such as displacement,
tonnage, length and draft, current
weather conditions including visibility,
wind, sea state, and tidal currents.

(3) The Coast Guard will notify the
public of restrictions via Local Notice to
Mariners, Broadcast Notice to Mariners,
and via other methods described in 33
CFR 165.7. Additionally, Coast Guard
personnel may be on-scene to advise the
public of enforcement of any restrictions
on vessel navigation within the RNA.

(4) In accordance with the general
regulations, entry into, anchoring, or
movement within the RNA, during
periods of enforcement, is prohibited
unless authorized by the Captain of the
Port (COTP) or the COTP’s on-scene
designated representative. The “on-
scene designated representative” of the
COTP is any Coast Guard
commissioned, warrant or petty officer
who has been designated by the COTP
to act on the COTP’s behalf. The on-
scene representative may be on a Coast
Guard vessel; State agency vessel, or
other designated craft; or may be on
shore and will communicate with
vessels via VHF—FM marine band radio
or loudhailer. Members of the Coast
Guard Auxiliary may be present to assist
COTP representatives with notification
of vessel operators regarding the
contents of this regulation.

(5) Any deviation from paragraph
(c)(4) of this section due to extreme
circumstances must be authorized by
the Coast Guard District Commander,
the Captain of the Port (COTP) or the
COTP’s designated representative.
Vessels granted permission to transit the
RNA must do so in accordance with the
directions provided by the COTP or
COTP representative to that vessel. To
request permission to transit the
regulated navigation area, the COTP or
COTP representative can be contacted at
Coast Guard Sector North Carolina,
telephone number (910) 343-3880, or on
VHF-FM marine band radio channel 13
(165.65MHz) or channel 16 (156.8
MHz). During periods of enforcement,
all persons and vessels given permission
to enter or transit within the RNA must
comply with the instructions of the

COTP or designated representative.
Upon being hailed by an official patrol
vessel by siren, radio, flashing-light, or
other means, the operator of a vessel
must proceed as directed.

(d) Enforcement. The Coast Guard
may be assisted in the patrol and
enforcement of the Regulated
Navigation Area by other Federal, State,
and local agencies. The COTP may
impose additional requirements within
the RNA due to unforeseen changes to
shoaling of Oregon Inlet or structural
integrity of the Herbert C. Bonner
Bridge.

(e) Notification. The Coast Guard will
rely on the methods described in 33
CFR 165.7 to notify the public of the
date, time and duration of any closure
of the RNA. Violations of this RNA may
be reported to the COTP at (910) 343—
3880 or on VHF-FM channel 16.

Dated: November 25, 2014.
Stephen P. Metruck,

Rear Admiral, U.S. Coast Guard, Commander,
Fifth Coast Guard District.

[FR Doc. 2014-29589 Filed 12-16-14; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2013-0040]
RIN 1625-AA87

Revision of Safety/Security Zone

Regulations; 2014 Tampa Bay; Captain
of the Port St. Petersburg Zone, FL

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is
consolidating three security zone
regulations into one regulation. In
addition, the Coast Guard is
disestablishing two safety zone
regulations and converting those safety
zones into security zones for all
navigable waterways of Big Bend, Boca
Grande, Crystal River, East Bay,
Hillsborough Bay, MacDill Air Force
Base, Manbirtee Key, Old Port Tampa,
Port Manatee, Port Tampa, Port St.
Petersburg, Port Sutton, Rattlesnake,
and Weedon Island, FL. The purpose of
these revisions is to ensure the security
of vessels, facilities, and the
surrounding areas within these zones.
Entry into the area encompassed by
these security zones is prohibited
without permission of the Captain of the
Port St. Petersburg or a designated
representative.
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DATES: This rule is effective December
17, 2014.

ADDRESSES: Documents mentioned in
this preamble are part of docket USCG—
2013-0040. To view documents
mentioned in this preamble as being
available in the docket, go to 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
rulemaking. You may also visit the
Docket Management Facility in Room
W12-140 on the ground floor of the
Department of Transportation West
Building, 1200 New Jersey Avenue SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Marine Science Technician First
Class Hector I. Fuentes, Sector Saint
Petersburg Waterways Management
Branch, U.S. Coast Guard; telephone
(813) 228-2191, email
Hector.I.Fuentes@uscg.mil. If you have
questions on viewing or submitting
material to the docket, call Cheryl
Collins, Program Manager, Docket
Operations, telephone (202) 366—9826.
SUPPLEMENTARY INFORMATION:

Table of Acronyms

DHS Department of Homeland Security
FR Federal Register
NPRM Notice of Proposed Rulemaking

A. Regulatory History and Information

On September 15, 2014, the Coast
Guard published a notice of proposed
rulemaking (NPRM) entitled, “Revision
of Safety/Security Zone Regulations;
2014 Tampa Bay; Captain of the Port St.
Petersburg Zone, FL” in the Federal
Register (79 FR 54937). We received no
comments on the proposed rule. No
public meeting was requested, and none
was held.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Due to the inherent dangers
involved with the transport of the
hazardous cargos included in this rule,
it is in the best interest of the public to
have a regulation in place and to not
delay its effective date.

B. Basis and Purpose

The legal basis for the rule is the
Coast Guard’s authority to establish
limited access areas: 33 U.S.C.1231; 46
U.S.C. Chapter 701, 3306, 3703; 50
U.S.C. 191, 195; 33 CFR 1.05-1, 6.04-1,
6.04—6, 160.5; Department of Homeland
Security Delegation No. 0170.1. The

purpose of the regulation is to
reorganize and consolidate three
existing security zones in 33 CFR
165.760, 33 CFR 165.767 and 33 CFR
165.768 into a single regulation and to
combine the safety zones in 33 CFR
165.703 and 33 CFR 165.704 into a
single security zone regulation to ensure
the security of vessels, facilities, and the
surrounding areas and provide safety of
life on the navigable waters in the
Captain of the Port St. Petersburg Zone.

C. Comments, Changes and the Final
Rule

There were no comments related to
this regulation during the comment
period and there was no request for a
public meeting made during the
comment period.

D. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes or
executive orders. These regulations
were routed through and approved by
the Tampa Bay Harbor Safety and
Security Committee.

1. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of Executive Order 12866
or under section 1 of Executive Order
13563. The Office of Management and
Budget has not reviewed it under those
Orders.

This regulation is not a significant
regulatory action because this change
constitutes merely the merging of and
increased size of existing regulations.
This rule may have some impact on the
public, but these potential impacts will
be minimized for the following reasons:
There is ample room for vessels to
navigate around security zones and
there are several locations for
recreational and commercial fishing
vessels to fish throughout the Tampa
Bay region.

Also, vessels wishing to enter, transit
through, or anchor in the regulated areas
may do so with the permission of the
Captain of the Port.

2. Impact on Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
the impact of this rule on small entities.
The Coast Guard certifies under 5 U.S.C.

605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

3. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section above. The Coast Guard
will not retaliate against small entities
that question or complain about this
rule or any policy or action of the Coast
Guard.

4. Collection of Information

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

5. Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
determined that this rule does not have
implications for federalism.

6. Protest Activities

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

7. Unfunded Mandates Reform Act

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

8. Taking of Private Property

This rule would not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

9. Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

10. Protection of Children From
Environmental Health Risks

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
would not create an environmental risk
to health or risk to safety that might
disproportionately affect children.

11. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it would not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

12. Energy Effects

This rule is not a “significant energy
action” under Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use.

13. Technical Standards

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

14. Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have determined that this action is one

of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandant Instruction. An
environmental analysis checklist
supporting this determination is
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04-6, 160.5; Pub. L.
107—-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. Revise § 165.703 to read as follows:

§165.703 Security Zones; Tampa Bay:

Big Bend, Boca Grande, Crystal River,
East Bay, Hillsborough Bay, MacDill Air
Force Base, Manbirtee Key, Old Port
Tampa, Port Manatee, Port Tampa, Port
St. Petersburg, Port Sutton, Rattlesnake,
and Weedon Island, FL.

(a) Regulated areas. The following
areas, denoted by coordinates fixed
using the North American Datum of
1983 (World Geodetic System 1984) are
security zones:

(1) Security zones for facilities and
structures—(i) Rattlesnake, Tampa, FL.
All water, from surface to bottom, in
Old Tampa Bay east and south of the
waters encompassed within position
27°53.32" N, 082°32.05” W; thence to
27°53.38" N, 082°32.05" W, including on
land portions of Chemical Formulators
Chlorine Facility, where the fenced area
is bounded by a line connecting the
following points: 27°53.21" N,
082°32.11" W; thence to 27°53.22" N,
082°32.23" W; thence to 27°53.25" N,
082°32.23” W; thence to 27°53.25" N,
082°32.27” W; thence to 27°53.29’ N,
82°32.25"” W; thence to 27°53.30’ N,
082°32.16” W; thence to 27°53.21" N,
082°32.11" W.

(ii) Old Port Tampa, Tampa, FL. All
waters, from surface to bottom, in Old
Tampa Bay encompassed within the
following points: 27°51.62" N,
082°33.14" W; thence to 27°51.71"N,
082°32.5” W; thence to 27°51.76’ N,

082°32.5” W; thence to 27°51.73’ N,
082°33.16” W; thence to 27°51.62" N,
082°33.14" W, closing off the Old Port
Tampa Channel.

(iii) Sunshine Skyway Bridge, FL. All
waters in Tampa Bay, from surface to
bottom, in Cut “A” channel beneath the
bridge’s main span encompassed within
the following points: 27°37.30" N,
082°39.38" W; 27°37.13" N, 082°39.26’
W; and the bridge structure columns,
base and dolphins. This zone is specific
to the bridge structure and dolphins and
does not include waters adjacent to the
bridge columns or dolphins outside of
the bridge’s main span. Any vessel may
transit through this zone but, may not
loiter, anchor, or conduct operations,
including dredging, dive operation,
surveying, or maintenance, unless
otherwise directed by the Captain of the
Port. Anyone wanting to conduct these
operations must submit a request via
email to WWMTampa@uscg.mil or
contact the Sector Command Center
after hours at 727.824.7506.

(iv) Manbirtee Key, Port of Manatee,
FL. All waters, from surface to bottom,
surrounding, surrounding Manbirtee
Key, Tampa Bay, FL extending 500
yards from the island’s shoreline, in all
directions, not to include the Port
Manatee Channel.

(v) MacDill Air Force Base, Tampa
Bay, FL. All waters encompassed within
the following coordinates: 27°51.88" N,
082°29.31” W; thence to 27°52.01" N,
082°28.85" W; thence to 27°51.48" N,
082°28.17" W; thence to 27°51.02° N,
082°27.76” W; thence to 27°50.72’ N,
082°27.61" W; thence to 27°50.33" N,
082°27.59” W; thence to 27°49.65 N,
082°27.73" W; thence to 27°49.34’ N,
082°27.79" W; thence to 27°49.10" N,
082°27.88" W; thence to 27°48.88" N,
082°28.10" W; thence to 27°48.76" N,
082°28.54" W; thence to 27°48.87’ N,
082°29.44” W; thence to 27°49.06" N,
082°30.39” W; thence to 27°48.75" N,
082°31.17" W; thence to 27°49.16" N,
082°32.41" W; thence to 27°49.64" N,
082°33.04" W; thence to 27°49.95" N,
082°32.75" W; thence to 27°50.09’ N,
082°32.81” W; thence to 27°50.56" N,
082°32.75” W; thence to 27°50.71" N,
082°32.18" W.

(vi) Piers, seawalls, and facilities, Port
of Tampa and Port Sutton, Tampa, FL.
All waters, from surface to bottom,
extending 50 yards from the shore,
seawall, and piers around facilities in
Port Sutton within the Port of Tampa
encompassed by a line connecting the
following points: 27°54.15" N,
082°26.06" W; thence to; 27°54.46" N,
082°25.71” W; closing off all Port Sutton
Channel.

(vii) Piers, seawalls, and facilities,
Port of Tampa, on the western side of
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Hooker’s Point, Tampa, FL. All waters,
from surface to bottom, extending 50
yards from the shore, seawall, and piers
around facilities on Hillsborough Bay
northern portion of Cut “D”” Channel,
Sparkman Channel, Ybor Turning Basin,
and Ybor Channel within the Port of
Tampa encompassed by a line
connecting the following points:
27°54.74’ N, 082°26.47" W; thence to
27°55.25" N, 082°26.73" W; thence to
27°55.60" N, 082°26.80" W; thence to
27°56.00" N, 082°26.75" W; thence to
27°56.58" N, 082°26.53" W; thence to
27°57.29’ N, 082°26.51” W; thence to
27°57.29" N, 082°26.61" W; thence to
27°56.65" N, 082°26.63" W; thence to
27°56.58" N, 082°26.69” W; thence to
27°56.53" N, 082°26.90° W.

(viii) St. Petersburg Harbor, FL. All
waters, from surface to bottom,
extending 50 yards from the seawall and
around all moorings and vessels in St.
Petersburg Harbor (Bayboro Harbor),
commencing on the north side of the
channel at day beacon “10” (LLNR
24995) in approximate position
27°45.56" N, 082°37.55" W, and
westward along the seawall to the end
of the cruise terminal in approximate
position 27°45.72" N, 082°37.97" W. The
zone will also include the Coast Guard
south moorings in St. Petersburg Harbor.
The zone will extend 50 yards around
the piers commencing from approximate
position 27°45.51" N, 082°37.99" W; to
27°45.52" N, 082°37.57" W. The southern
boundary of the zone is shoreward of a
line between the entrance to Salt Creek
easterly towards day beacon “11”
(LLNR 24990).

(ix) Crystal River Nuclear Power
Plant. All waters, from surface to
bottom, around the FL, Power Crystal
River Nuclear Power Plant located at the
end of the Florida Power Corporation
Channel, Crystal River, Florida,
encompassed by a line connecting the
following points: 28°56.87" N,
082°45.17" W; thence to 28°57.37"N,
082°41.92" W; thence to 28°56.79’ N,
082°45.13" W; thence to 28°57.32" N,
082°41.92" W.

(x) Crystal River Demory Gap
Channel. All waters, from surface to
bottom, in the Demory Gap Channel in
Crystal River, Florida, encompassed by
the following points: 28°57.61" N,
082°43.42" W thence to; 28°57.55" N,
082°41.88" W thence to; 28°57.58" N,
082°43.42" W thence to; 28°57.51" N,
082°41.88" W.

(xi) Big Bend Power Plant, FL. All
waters of Tampa Bay, from surface to
bottom, adjacent to the Big Bend Power
Facility, and within an area bounded by
the following points: 27°48.08" N,
082°24.88" W; thence to 27°48.15" N,
082°24.96” W; thence to; 27°48.10" N,

082°25.00" W; thence to 27°47.85" N,
082°25.03" W; thence to 27°47.58" N,
082°24.89” W; thence to 27°47.58" N,
082°24.06" W; thence to; 27°47.62" N,
082°24.04" W; thence to 27°47.63" N,
082°24.71" W; thence to 27°48.03" N,
082°24.70" W; thence to 27°48.08’ N,
082°24.88” W, closing off entrance to Big
Bend Power Facility and the attached
cooling canal.

(xii) Weedon Island Power Plant, FL.
All waters of Tampa Bay, from surface
to bottom, extending 50 yards from the
shore, seawall and piers around the
Power Facility at Weedon Island
encompassed by the following points:
27°51.52" N, 082°35.82” W; thence along
the shore to; 27°51.54’ N, 082°35.78" W;
thence to 27°51.89" N, 082°35.82" W;
thence to 27°51.89" N, 082°36.14" W,
closing off the entrance to both canals.

(2) Vessel specific security zones—(i)
Moving security zones for Cruise Ships
and vessels carrying Especially
Hazardous Cargos. The following
security zones and procedures are
established for all waters, from surface
to bottom, within a 500-yard radius, as
outlined below:

(A) For inbound vessels commencing
at Egmont Channel Lighted Buoys “9”
(LLNR 22270) and “10” (LLNR 22275)
through to berth.

(B) For shifting vessels from their
departure berth to destination berth.

(C) For outbound vessels commencing
at berth through to Egmont Channel
Lighted Buoys “9” (LLNR 22270) and
“10” (LLNR 22275).

(D) All subject vessels operating in the
Captain of the Port St. Petersburg Zone
shall follow the reporting requirements
in 33 CFR part 160, subpart C.

(E) Any vessel desiring to enter or
transit the security zone shall obtain
permission from the Captain of the Port
St. Petersburg or a designated
representative. If permission is granted,
all persons and vessels must comply
with any given instructions.

(ii) Fixed security zones for moored
cruise ships and moored vessels
carrying especially hazardous cargos. A
security zone is established for all
waters, from surface to bottom, within a
200-yard radius around moored cruise
ships and moored vessels carrying
especially hazardous cargos, as outlined
below:

(A) All subject vessels operating in
the Captain of the Port St. Petersburg
Zone shall follow reporting
requirements in 33 CFR part 160,
subpart C.

(B) Any vessel desiring to enter or
transit the security zone shall obtain
permission from the Captain of the Port
St. Petersburg or a designated
representative. If permission is granted,

all persons and vessels must comply
with any given instructions.

(C) No vessel may loiter, anchor, or
conduct maintenance operations within
the security zone, unless otherwise
directed by the Captain of the Port St.
Petersburg or a designated
representative. This includes, but is not
limited to dredging operations, dive
operations, and surveying. Anyone
wanting to conduct these operations
must submit a request via email to
WWMTampa@uscg.mil or contact the
Sector Command Center after hours at
727.824.7506.

(b) Definitions. As used in this
section:

Ammonium nitrate means ammonium
nitrate and ammonium nitrate based
fertilizers listed as Division 5.1
(oxidizing) materials as defined in 33
CFR 172.101 except when carried as
CDC residue.

Captain of the Port (COTP) for the
purpose of this section means the
Commanding Officer of Coast Guard
Sector St. Petersburg.

Captain of the Port St. Petersburg
Zone as defined in 33 CFR 3.35-35.

Commercial vessels means any tank,
bulk, container, cargo, cruise ships,
pilot vessels, or tugs. This definition
excludes fishing vessels, salvage vessels,
dead ship tow operations.

Cruise Ship means the same as
defined 33 CFR 101.105.

Designated representative means
Coast Guard Patrol Commanders
including Coast Guard coxswains, petty
officers and other officers operating
Coast Guard vessels, and federal, state,
and local officers designated by or
assisting the COTP, in the enforcement
of regulated navigation areas, safety
zones, and security zones.

Certain dangerous cargo includes
Division 1.5D blasting agents for which
a permit is required under 49 CFR
176.415 or, for which a permit is
required as a condition of Research and
Special Programs Administration
exemption. This includes ammonium
nitrate fuel oil mixture.

Especially hazardous cargo means
anhydrous ammonia, ammonium
nitrate, chlorine, liquefied natural gas,
liquefied petroleum gas, and any other
substance, material, or group or class in
a particular amount and form that the
Secretary determines by regulation
poses a significant risk of creating a
transportation security incident while
being transported in maritime
commerce.

(c) Regulations. (1) Entry into or
remaining on or within the zones
described in paragraph (a) of this
section is prohibited unless authorized
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by the Captain of the Port St. Petersburg
or a designated representative.

(2) Any changes to the requirements
for these regulated areas will be given
by Broadcast Notice to Mariners on
VHF-FM Channel 22A.

Note to § 165.703(c)(2): A graphical
representation of all fixed security zones will
be made available through nautical charts via
the Coast Pilot.

(3) The Captain of Port St. Petersburg
has provisions for escorting especially
hazardous cargos as described in the
above sections of this subchapter, but
reserves the right to establish additional
provisions for any potentially hazardous
cargos.

(4) Enforcement. Under 33 CFR
165.33, no person may authorize the
operation of a vessel in the security
zones contrary to the provisions of this
section.

(d) The Captain of the Port St.
Petersburg may waive any of the
requirements of this subpart for any
vessel, facility, or structure upon
finding that the vessel or class of vessel,
operational conditions, or other
circumstances are such that application
of this subpart is unnecessary or
impractical for purposes of port safety
and security or environmental safety.

§§165.704, 165.760, 165.767, and 165.768
[Removed and Reserved]
m 3. Remove and reserve §§ 165.704,
165.760, 165.767, and 165.768.

Dated: November 20, 2014.
G. D. Case,

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

[FR Doc. 2014-29582 Filed 12-16-14; 8:45 am]
BILLING CODE 9110-04-P

POSTAL SERVICE
39 CFR Part 111

New Standards To Enhance Business
Reply Mail (BRM) Visibility

AGENCY: Postal Service.™
ACTION: Final rule.

SUMMARY: The Postal Service™ will
revise Mailing Standards of the United
States Postal Service, Domestic Mail
Manual (DMM®) to require the use of an
Intelligent Mail® package barcode
(IMpb) on Business Reply Mail® (BRM)
labels intended for use on cartons,
parcel-shaped items, or Priority Mail®
items of any shape.

DATES: Effective date: April 30, 2015.
FOR FURTHER INFORMATION CONTACT:
Juliaann Hess at 202—268-7663, John F.
Rosato at 202-268-8597, or Suzanne
Newman at 202—695—0550.

SUPPLEMENTARY INFORMATION:

I. Proposed Rule

The Postal Service published a
proposed rule (79 FR 4871) on August
18, 2014, with a comment period ending
September 17, 2014, to enhance its
operational capability to scan IMpbs
and to provide tracking information to
mailers by requiring a unique IMpb on
cartons, parcel-shaped items, or Priority
Malil pieces of any shape, returned using
BRM service. Full implementation of
the Postal Service’s package visibility
strategy relies on the availability of
piece-level information provided
through the widespread use of IMpb.
Mailing standards recently added to the
DMM now require the use of IMpb on
all commercial parcels (except parcels
paid for using BRM service). Therefore,
this change will align the IMpb
standards for BRM parcels with that of
all other commercial parcels,
Merchandise Return Service (MRS)
including USPS Returns, and Parcel
Return Service.

Background: On December 18, 2013,
the Postal Service published a final rule
in the Federal Register (78 FR 76548)
announcing that an IMpb, unique to
each mailpiece, would be required on
all commercial parcels, effective January
26, 2014. At that time the Postal Service
also announced that it would be
eliminating the option for any mailpiece
meeting the physical characteristics of a
parcel (under DMM 201), or Priority
Mail pieces of any shape, to pay for
postage using Business Reply Mail®
(BRM).

In response to mailer feedback, on
June 5, 2014, the Postal Service
published a Federal Register document
(79 FR 32490) indefinitely deferring the
elimination of the option to use BRM to
pay postage for cartons, parcel-shaped
items, or Priority Mail pieces of any
shape. At that time the Postal Service
also indicated that it expected to issue
proposed rules requiring the use of an
IMpb on certain BRM cartons and
labels.

In accordance with its previously
expressed intent, the Postal Service
published the proposed rule, on August
18, 2014, for requiring the use of an
IMpb on BRM cartons, parcels, and
Priority Mail items of any shape.

General IMpb Requirements:
Technical and general specifications for
IMpb use are provided in Publication
199, Intelligent Mail Package Barcode
(IMpb) Implementation Guide for:
Confirmation Services and Electronic
Verification System (eVS) Mailers, and
DMM 708.5.1.

BRM: In order to ensure that parcel-
shaped items returned using BRM

service comply with the same standards
as all other commercial parcels
including returns, the Postal Service
will require a unique IMpb on:

a. All BRM cartons.

b. All BRM labels distributed with the
intent of being placed on an item
meeting the physical characteristics of a
parcel in DMM 201.

c. All BRM labels distributed with the
intent of being placed on Priority Mail
items of any shape.

For the purposes of this requirement,
a BRM carton is defined as a parcel-
shaped mailpiece with a BRM label
either printed directly on the mailpiece
or affixed by the end user prior to
mailing. BRM permit holders would not
be required to submit shipping
manifests to support these mailpieces.
BRM labels would be required to use a
unique Mailer ID (MID) for parcel-
shaped BRM pieces and a concatenated
IMpb construct that includes the ZIP+4®
routing code. The barcodes must be
unique for 180 days. BRM cartons and
parcels will use the same IMpb service
type codes used for Merchandise Return
Service (MRS), for Priority Mail, or for
First-Class Mail®, based on the product
used. The Postal Service provides an
exception process—for mailers of small
BRM cartons and parcels lacking
sufficient label space to apply an IMpb
barcode meeting the 34-inch height
requirement—to submit barcodes of at
least 2-inch in height for USPS® testing
and approval. This exception process
will be administered by the National
Customer Service Center (NCSC), as part
of the routine package barcode approval
process. At this time, no other changes
are being made to BRM standards under
DMM 505.1 as applicable to all other
mail shapes.

Noncompliant Mailpieces: Once this
final rule becomes effective, the Postal
Service will assess a per-piece IMpb
non-compliance fee on all BRM parcels
not bearing an IMpb and returned using
Priority Mail service. The proposed
effective date for the per-piece IMpb
non-compliance fee on First-Class Mail
parcels being returned using BRM
would be predicated on the Postal
Service filing a notice with, and
receiving approval from, the Postal
Regulatory Commission. Thus, the non-
compliance fee would start immediately
with Priority Mail pieces only.

II. Comments and Responses

The Postal Service received one
comment to the proposed rule of
August, 18, 2014, from a Postal Service
employee. The employee commented on
the barcoding resources available for
small to mid-size mailers and the use of
Label 400 with BRM parcels. The Postal
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Service continues to encourage mailers
to use one of the various merchandise
return services products for return
merchandise, instead of using Business
Reply Mail, which is primarily intended
for use with letter and flat sized pieces.
The Postal Service currently offers a
Merchandise Return Service (MRS) web-
tool (API) interface that permits all
mailers to create their MRS labels with
the required IMpb. The Postal Service
will continue to consider additional
enhancements for all return services to
make it easier for companies of all sizes
to do business with us.

II1. Features of the Final Rule

The Postal Service continues to
enhance its operational capability to
scan IMpbs, encoded with routing and
tracking information, via automated
mail processing equipment and
Intelligent Mail scanning devices, and to
provide tracking information to the
mailers. Full implementation of the
Postal Service’s package visibility
strategy relies on the availability of
piece-level information provided
through the widespread use of IMpb.

Recent changes to mailing stan(ﬁlrds
now require the use of IMpb on all
commercial parcels (excluding parcels
paid for using BRM service). The Postal
Service now advances its package
visibility strategy by requiring a unique
IMpb on cartons, parcels, or Priority
Mail pieces of any shape, preprinted or
with labels affixed to be returned using
BRM service.

For the purposes of this requirement,
a BRM carton is defined as a parcel-
shaped mailpiece with a BRM label
either printed directly on the mailpiece
or affixed by the end user prior to
mailing. BRM permit holders would not
be required to submit shipping
manifests to support these mailpieces.
BRM labels would be required to use a
unique Mailer ID (MID) for BRM parcels
and a concatenated IMpb construct that
includes the ZIP+4®routing code. The
barcodes must be unique for 180 days.
BRM cartons and parcels will use IMpb
service type codes for Merchandise
Return Service for Priority Mail or First-
Class Mail®, based on the product used.
The Postal Service will provide an
exception process—for mailers of small
BRM cartons and parcels lacking
sufficient label space to apply an IMpb
barcode meeting the %s-inch height
requirement—to submit barcodes of at
least /z-inch in height for USPS testing
and approval. This exception process
will be administered by the National
Customer Service Center (NCSC), as part
of the normal package barcode approval
process. At this time, no other changes
would be made to the BRM standards in

DMM 505.1 applicable to all other mail
shapes.

Noncompliant Mailpieces: The Postal
Service will assess a per-piece IMpb
non-compliance fee on all BRM parcels
not bearing an IMpb and returned using
Priority Mail. The proposed effective
date for the per-piece fee on First-Class
Mail parcels being returns using BRM
would be predicated on the Postal
Service filing a notice with, and
receiving approval from, the Postal
Regulatory Commission. Thus, the non-
compliance fee starts immediately with
Priority Mail pieces only.

List of Subjects in 39 CFR Part 111

Administrative practice and
procedure, Postal Service.

For the reasons stated in the

preamble, 39 CFR part 111 is amended
as follows:

PART 111—[AMENDED]

m 1. The authority citation for 39 CFR
part 111 continues to read as follows:
Authority: 5 U.S.C. 552(a); 13 U.S.C. 301—
307; 18 U.S.C. 1692-1737; 39 U.S.C. 101,
401, 403, 404, 414, 416, 3001-3011, 3201—
3219, 3403-3406, 3621, 3622, 3626, 3632,
3633, and 5001.
m 2. Revise the following sections of
Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM), as follows:

Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM)

* * * * *

505 Return Services
1.0 Business Reply Mail (BRM)

* * * * *

1.4 General Information
1.4.1 Description

[Insert a new fourth sentence in 1.4.1
to read as follows:]

* * * All BRM labels intended for
use on cartons, mailpieces meeting the
physical characteristics of a parcel in
DMM 201, or a Priority Mail item of any
shape, must meet the standards under
1.7.10.

R

* * * * *

1.7 Mailpiece Characteristics

* * * * *

[Insert new 1.7.10 to read as follows:|
1.7.10 Labels for Parcels

BRM labels intended for use on
cartons, mailpieces meeting the physical
standards of a parcel under DMM 201,
or a Priority Mail item of any shape,

must also bear an IMpb prepared under
708.5.0 and meet the technical
standards in the Parcel Labeling Guide
available on RIBBS.

* * * * *

1.8 Format Elements
1.8.1 General

[Revise the text of the first and second
sentences of 1.8.1 to read as follows:]
Except for BRM labels for parcels as
provided under 1.7.10, all pieces of
BRM are subject to these format
elements. For all other BRM pieces, an
Intelligent Mail barcode (IMb) is not
required, except for QBRM prices; if an
IMb is used, it must be printed and
placed as provided under 1.9 and as
shown in Exhibit 1.8.1. * * *

* * * * *

Stanley F. Mires,

Attorney, Federal Requirements.

[FR Doc. 2014-29479 Filed 12-16-14; 8:45 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2013-0662; FRL—9918-99]

Fluopyram; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of fluopyram in
or on multiple commodities that are
identified and discussed later in this
document. Bayer CropScience requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
December 17, 2014, except for the
amendment to § 180.661 in amendatory
instruction number 3, which is effective
June 17, 2015. Objections and requests
for hearings must be received on or
before February 17, 2015, 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-2013-0662, 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


http://www.regulations.gov

75060

Federal Register/Vol. 79, No. 242/ Wednesday, December 17, 2014 /Rules and Regulations

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

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

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

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.ecfr.gov/cgi-bin/text-
idx?&c=ecfr&tpl=/ecfrbrowse/Title40/
40tab_02.tpl. To access the OCSPP test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/ocspp and select “Test
Methods and Guidelines.”

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-2013-0662 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 February 17, 2015. 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—
2013-0662, by one of the following
methods:

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

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

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.html.
Additional instructions on commenting
or visiting the docket, along with more
information about dockets generally, is
available at http://www.epa.gov/
dockets.

II. Summary of Petitioned-For
Tolerance

In the Federal Register of May 23,
2014 (79 FR 29729) (FRL-9910-29),
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 3F8190) by Bayer
CropScience, P.O. Box 12014, 2 T.W.
Alexander Dr., Research Triangle Park,
NC 27709. The petition requested that
40 CFR 180.661 be amended by
establishing tolerances for residues of
the fungicide fluopyram, N-[2-[3-chloro-
5-(trifluoromethyl)-2-pyridinyl]ethyl]-2-
(trifluoromethyl)benzamide, including
its metabolites and degradates in or on
the following commodities: Beef,
byproducts at 0.70 parts per million
(ppm); beef, fat at 0.10 ppm; beef, meat
at 0.10 ppm; grain, cereal, forage, group
16 at 1.5 ppm; cotton, gin by-products
at 0.80 ppm; cotton, seed at 0.01 ppm;
egg at 0.15 ppm; grain, cereal group 15,
except rice at 0.03 ppm; grain, cereal,
fodder, hay and straw, group 16 at 2.0

ppm; hog, fat at 0.05 ppm; hog, meat at
0.10 ppm; hog, meat byproducts at 0.70
ppm; milk at 0.10 ppm; peanuts at 0.09
ppm; poultry, fat at 0.10 ppm; poultry,
meat at 0.10 ppm; poultry, meat
byproducts at 0.20 ppm; and soybean,
seed at 0.04 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.
Comments were received on the notice
of filing. EPA’s response to these
comments is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA is issuing
some tolerances that vary from the
fluopyram tolerances as requested. The
reasons for these changes are 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 fluopyram
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with fluopyram 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
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concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Decreased body weight and liver
effects were the common and frequent
findings in the fluopyram subchronic
and chronic oral toxicity studies in rats,
mice, and dogs, and they appeared to be
the most sensitive effects. Liver effects
were characterized by increased liver
weight, hepatocellular hypertrophy,
hepatocellular vacuolation, increased
mitosis and hepatocellular necrosis.
Thyroid effects were found at dose
levels similar to those that produced
liver effects in rats and mice; these
effects consisted of follicular cell
hypertrophy, increased thyroid weight
and hyperplasia at dose levels greater
than or equal to 100 milligrams/
kilogram/day (mg/kg/day). Changes in
thyroid hormone levels were also seen
in a subchronic toxicity study. In male
mice, there was an increased incidence
of thyroid adenomas.

Although increased liver tumors were
observed in female rats in the
carcinogenicity study, EPA has
concluded that fluopyram is “Not Likely
to be Carcinogenic to Humans” at doses
that do not induce cellular proliferation
in the liver or thyroid glands. This
classification was based on convincing
evidence that non-genotoxic modes of
action for liver tumors in rats and
thyroid tumors in mice have been
established and that the carcinogenic
effects have been demonstrated as a
result of a mode of action dependent on
activation of the CAR/PXR receptors.
Moreover, fluopyram is not genotoxic or
mutagenic.

Fluopyram is not a developmental
toxicant, nor did it adversely affect
reproductive parameters. No evidence of
qualitative or quantitative susceptibility
was observed in developmental studies

in rats and rabbits or in a multi-
generation study in rats.

In an acute neurotoxicity study,
transient decreased motor activity was
seen only on the day of treatment, but
no other findings demonstrating
neurotoxicity were observed. In
addition, no neurotoxicity was observed
in the subchronic neurotoxicity study in
the presence of other systemic adverse
effects. Fluopyram did not produce
treatment-related effects on the immune
system.

Fluopyram has low acute toxicity via
the oral, dermal, and inhalation routes
of exposure. Fluopyram is not a skin or
eye irritant or sensitizer under the
conditions of the murine lymph node
assay.

Specific information on the studies
received and the nature of the adverse
effects caused by fluopyram as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
entitled “Fluopyram: Human Health
Risk Assessment for Proposed New Use
as a Soil/In-Furrow Treatment for
Cotton and Peanut, and as a Seed
Treatment to Cotton and Soybean, Plus
a Proposal for Amended Inadvertent
Tolerances for the Crop Group 15 Cereal
Grains and Crop Group 16 Forage,
Fodder, and Straw of Cereal Grains” in
docket ID number EPA-HQ-OPP-2013—
0662.

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.

The details for selecting toxicity
endpoints and points of departure for
various exposure scenarios can be found
at http://www.regulations.gov in the
document entitled “Fluopyram: Human
Health Risk Assessment for Proposed
New Use as a Soil/In-Furrow Treatment
for Cotton and Peanut, and as a Seed
Treatment to Cotton and Soybean, Plus
a Proposal for Amended Inadvertent
Tolerances for the Crop Group 15 Cereal
Grains and Crop Group 16 Forage,
Fodder, and Straw of Cereal Grains” in
docket ID number EPA-HQ-OPP-2013—
0662.

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

TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR FLUOPYRAM 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
years of age).

An endpoint attributable to a single dose exposure has not been identified for this subpopulation.

Acute dietary (General popu-

NOAEL = 50 mg/kg/

Acute RfD = 0.50

mg/kg/day.
aPAD = 0.50 mg/kg/
day kg/day.

Acute Neurotoxicity Study in Rats.
LOAEL = 100 mg/kg/day based on decreased motor and loco-
motor activity in females. The LOAEL in males was 125 mg/

lation including infants and day.
children). UFA = 10x
UFH = 10x
FQPA SF = 1x
Chronic dietary (All populations)
day.
UF4 = 10x
UF]—[ = 10x

NOAEL = 1.2 mg/kg/

FQPA SF = 1x

Chronic RfD = 0.012
mg/kg/day.

cPAD = 0.012 mg/
kg/day

Combined Chronic/Carcinogenicity in Rats.

LOAEL = 6.0 mg/kg/day based on follicular cell hypertrophy in
the thyroid, and increased liver weight with gross patholog-
ical and histopathological findings.



http://www.epa.gov/pesticides/factsheets/riskassess.htm
http://www.epa.gov/pesticides/factsheets/riskassess.htm
http://www.epa.gov/pesticides/factsheets/riskassess.htm
http://www.regulations.gov
http://www.regulations.gov
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TABLE 1—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR FLUOPYRAM 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

Cancer (Oral, dermal, inhala-
tion).

Classification: Not likely to be carcinogenic to humans at doses that do not induce cellular proliferation in the
liver or thyroid glands.

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 = 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 fluopyram, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
fluopyram tolerances in 40 CFR
180.661. EPA assessed dietary
exposures from fluopyram 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 fluopyram. In estimating acute
dietary exposure, EPA used food
consumption information from the
United States Department of Agriculture
(USDA) 2003-2008 National Health and
Nutrition Examination Survey/What We
Eat in America (NHANES/WWEIA). As
to residue levels in food, EPA included
tolerance residue levels, the assumption
of 100 percent crop treated (PCT), and
processing factors (empirical and
default).

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 included average field-trial residue
levels, the assumption of 100 PCT, and
processing factors (empirical and
default).

iii. Cancer. Based on the data
summarized in Unit III.A., EPA has
concluded that fluopyram does not pose
a cancer risk to humans at doses that do
not induce cellular proliferation in the
liver or thyroid glands. The chronic RfD
is derived using the NOAEL of 1.2
mg/kg/day as the “point of departure”
which is below the dose of 11
mg/kg/day that caused cell proliferation
in the liver (i.e., a key event in tumor
formation) and the subsequent liver
tumors at a higher dose (89 mg/kg/day).
Therefore, the Agency believes the
chronic assessment will be protective of
any cancer risk; therefore, a separate

dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

iv. Anticipated residue and PCT
information. EPA did not use
anticipated residue and/or PCT
information in the dietary assessment
for fluopyram. Tolerance level residues
or average field-trial residues and 100
PCT were assumed for all food
commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for fluopyram in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of fluopyram.
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 Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Pesticide
Root Zone Model Ground Water (PRZM
GW), the estimated drinking water
concentrations (EDWCs) of fluopyram
for acute exposures are estimated to be
19.4 parts per billion (ppb) for surface
water and 87.5 ppb for ground water.
The chronic exposures for non-cancer
assessments are estimated to be 4.9 ppb
for surface water and 76.8 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 87.5 ppb was used to assess the
contribution to drinking water. For
chronic dietary risk assessment, the
water concentration of value 76.8 ppb
was used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Fluopyram 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.” EPA has not
found fluopyram to share a common
mechanism of toxicity with any other
substances, and fluopyram does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that
fluopyram 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
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 available developmental toxicity
studies in rats and rabbits and the multi-
generation reproduction in rats


http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/oppefed1/models/water/index.htm
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demonstrate no evidence of increased
susceptibility in the developing or
young animals, which were exposed
during prenatal or postnatal periods.
Decreased fetal body weight was
observed at levels equal to or greater
than the maternal LOAEL in both rat
and rabbit developmental studies.
Likewise, body-weight effects were seen
in offspring at levels equal to the
parental LOAEL in the rat 2-generation
reproductive toxicity study.

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 fluopyram
is complete.

ii. The fluopyram toxicology database
did not demonstrate evidence of
neurotoxicity. Although transient
decreases in motor and locomotor
activities in the acute neurotoxicity
study on the day of treatment and
limited use of hind-limbs and reduced
motor activity in the rat chronic/
carcinogenicity study were seen, there
were no other associated
neurobehavioral or histopathology
changes found in other studies in the
fluopyram toxicity database. The effects
seen in the chronic/carcinogenicity
study were in the presence of increased
mortality and morbidity such as general
pallor and appearance. Therefore, the
reduced motor activity and limited use
of hind-limbs seen in these two studies
were judged to be the consequence of
the systemic effects and not direct
neurotoxicity. Therefore, there is no
need for a developmental neurotoxicity
study or additional uncertainty factors
(UFs) to account for neurotoxicity.

iii. There is no evidence that
fluopyram 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 acute and chronic dietary exposure
assessment was performed using
tolerance level residues or average field-
trial residues for all crops. Both acute
and chronic assessments assumed 100
PCT and incorporated empirical or
default processing factors. The dietary
exposure assessment also assumed that
all drinking water will contain
fluopyram at the highest EDWC levels
modeled by the Agency for ground or
surface water. Residential exposures are
not expected. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to fluopyram in

drinking water. These assessments will
not underestimate the exposure and
risks posed by fluopyram.

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
fluopyram will occupy 4.4% of the
aPAD for children 1-2 years old, the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to fluopyram from
food and water will utilize 38% of the
cPAD for all infants, the population
group receiving the greatest exposure.
There are no residential uses for
fluopyram. Based on the explanation in
Unit III.C.3., regarding residential use
patterns, chronic residential exposure to
residues of fluopyram 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). Because there are no
residential uses, short-term residential
exposures are not likely to occur, and
therefore fluopyram is not expected to
pose a short-term aggregate risk.

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).
Because there are no residential uses,
intermediate-term residential exposures
are not likely to occur, and therefore
fluopyram is not expected to pose an
intermediate-term aggregate risk.

5. Aggregate cancer risk for U.S.
population. Based on the data
summarized in Unit III.A. and the lack
of a chronic risk, fluopyram 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 fluopyram
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

The German multi-residue method
DFG Method S 19, a gas
chromatography with mass selective
detection (GC/MSD) method, is
adequate for the enforcement of
tolerances for fluopyram residues in or
on crop commodities, and a high
performance liquid chromatography
method with tandem mass spectrometry
detection (HPLC/MS/MS), Method
01079, is adequate for the enforcement
of tolerances for residues of fluopyram
and its metabolite, AE C656948-
benzamide, in livestock commodities.
The validated limit of quantitation
(LOQ) is 0.01 ppm for each analyte in
each matrix. The enforcement methods
for plant commodities (DFG Method
S19) and livestock commodities
(Method 01079) are deemed adequate as
enforcement methods. Adequate HPLC/
MS/MS methods were used for data
collection for crop and livestock
commodities. Thus, adequate
enforcement methodologies (DFG
Method S 19 and Method 01079) are
available to enforce the tolerance
expression.

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. As required by FFDCA section
408(b)(4), EPA considers the
international maximum residue limits
(MRLs) established by the Codex
Alimentarius Commission (Codex) in its
tolerance decisions. 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.

The Codex MRL for peanut is 0.03
mg/kg, which is lower than the U.S.
tolerance as amended for peanuts at
0.09 ppm. The U.S. peanut tolerance
cannot be harmonized at 0.03 because
following the approved label directions
could result in residues above 0.03 ppm.
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There are Codex MRLs for the
livestock commodities that are higher
than the U.S. tolerances for livestock
commodities. The lowering of the
tolerances for the cereal grains (group
15), and cereal grains forages, stovers,
and straws (group 16), all as rotational
crops, resulted in considerably less
fluopyram in the livestock diets than
under the previous tolerances. As a
result, the tolerances for the livestock
commodities were lowered. Calculated
values were adjusted slightly to
harmonize with Canada for all livestock
commodity tolerances/MRLs but could
not be harmonized with Codex MRLs,
which are generally higher (5X-60X),
because they are based on a different
residue definition, do not reflect the
North American Free Trade Agreement
(NAFTA) plant commodity use patterns,
and do not consider the Maximum
Reasonably Based Diet.

C. Response to Comments

Two comments were received in
response to the notice of filing of Bayer
CropScience’s application. Both
commenters objected to the increase of
chemical residues generally and one
commenter expressed additional
concerns about the carcinogenic effects
of chemicals in general on humans. The
Agency understands the commenters’
concerns regarding toxic chemicals and
their potential effects on humans.
Pursuant to its authority under the
FFDCA, and as discussed further in this
preamble, EPA conducted a
comprehensive assessment of
fluopyram, which included an
assessment on the carcinogenic
potential of fluopyram. Based on its
assessment of the available data, the
Agency has concluded that fluopyram is
not likely to be a carcinogen and that
there is a reasonable certainty that no
harm will result from aggregate
exposure to residues of fluopyram.

D. Revisions to Petitioned-For
Tolerances

EPA is establishing tolerances for
cotton gin byproducts and for cereal
grain forage group 16 that differ from
the petitioned-for tolerances. The
petitioned-for tolerances differ from the
tolerances for cotton gin byproducts and
for cereal grain forage group 16. The
petition requested a tolerance of 0.80
ppm for cotton gin byproducts, but
based on residue data provided and
using the Organization for Economic
Cooperation and Development (OECD)
statistical calculation, EPA is
establishing a tolerance level of 0.70
ppm. The petition also requested two
different tolerances for the cereal grain
forage, fodder, stover, and straw group

16: 1.5 ppm for forage and 2.0 ppm for
hay, fodder, and straw. Only one
tolerance is possible for the group, so
the Agency is establishing the tolerance
at 2.0 ppm to cover residues within that
crop group.

EPA is establishing tolerances for fat,
meat, and meat byproducts of cattle,
hog, and poultry; egg; and milk lower
than the petition requested based on a
recalculation of the livestock dietary
burdens and adjusted upwards to
harmonize with Canada. The Agency is
revising the commodity terms to “‘cattle,
fat”; “cattle, meat”’; and ‘““cattle, meat
byproducts” to be consistent with the
food commodity vocabulary used for
tolerances.

E. Trade Considerations

A few of the tolerance actions result
in reductions of existing tolerance
levels; therefore, EPA is delaying the
effective date of the following tolerance
actions for 6 months to allow a
reasonable interval for producers in
exporting member countries of the
World Trade Organization’s Sanitary
and Phytosanitary Measures Agreement
to adapt to the requirements of these
modified tolerances. The tolerance
actions subject to the 6-month delay are
effective June 17, 2015 are as follows:
Modifying tolerances in § 180.661(a)(2)
for cattle, fat at 0.05 ppm; cattle, meat
at 0.05 ppm; cattle, meat byproducts at
0.40 ppm; egg at 0.06 ppm; hog, fat at
0.02 ppm; hog, meat at 0.02 ppm; hog,
meat byproducts at 0.03 ppm; milk at
0.06 ppm; poultry, fat at 0.03 ppm;
poultry, meat at 0.03 ppm; and poultry,
meat byproducts at 0.10 ppm; modifying
tolerances in § 180.661(d) for grain,
cereal, group 15, except rice at 1.5 ppm
to grain, cereal, except rice, group 15 at
0.03 ppm; establishing tolerances in
§180.661(d) for grain, cereal, forage,
fodder and straw, group 16 at 2.0 ppm;
and removing tolerances from
§180.661(d) for grain, cereal, forage,
fodder and straw, group 16, except rice;
forage at 4.0 ppm; grain, cereal, forage,
fodder and straw, group 16, except rice;
hay, straw and stover at 7.0 ppm; and
soybean, seed at 0.10 ppm.

V. Conclusion

Therefore, tolerances are established
for residues of fluopyram, N-[2-[3-
chloro-5-(trifluoromethyl)-2-
pyridinyl]ethyl]-2-
(trifluoromethyl)benzamide, including
its metabolites and degradates in or on
the following commodities: Cattle, fat at
0.05 ppm; cattle, meat at 0.05 ppm;
cattle, meat byproducts at 0.40 ppm;
cotton, gin byproducts at 0.70 ppm;
cotton, undelinted seed at 0.01 ppm; egg
at 0.06 ppm; grain, cereal, except rice,

group 15 at 0.03 ppm; grain, cereal,
forage, fodder and straw, group 16 at 2.0
ppm; hog, fat at 0.02 ppm; hog, meat at
0.02 ppm; hog, meat byproducts at 0.03
ppm; milk at 0.06 ppm; peanuts at 0.09
ppm; poultry, fat at 0.03 ppm; poultry,
meat at 0.03 ppm; poultry, meat
byproducts at 0.10; and soybean, seed at
0.04 ppm.

VI. Statutory and Executive Order
Reviews

This final rule 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 final rule
has been exempted from review under
Executive Order 12866, this final rule 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 final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA) (44
U.S.C. 3501 et seq.), nor does it require
any special considerations under
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994).

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

This final rule 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
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that Executive Order 13132, entitled . Parts per . Parts per
“Federalism” (64 FR 43255, August 10, Commodity million Commodity million
1999) and Executive Order 13175, . . X . .
entitled “Consultation and Coordination . . . . .
with Indian Tribal Governments” (65 FR . [FR Doc. 201429480 Filed 12-16-14; 8:45 am]
67249, November 9, 2000) do 1ot apply  Goton, tndeinted seed .. 001 LN CODE esso-s0-p
to this final rule. In addition, this final
rule does not impose any enforceable * * * * *
duty or contain any unfunded mandate  Peanut ........ccccccoceeeiireieinnnn. 009 ENVIRONMENTAL PROTECTION
as described under Title II of the AGENCY
Unfunded Mandates Reform Act of 1995 ¥ * * * ¥
(UMRA) (2 U.S.C. 1501 et seq.). Soybean, seed ...........cccovrunne. 0.04 40CFR Part 180

This action does not involve any . . . . . [EPA-HQ-OPP-2014-0352; FRL—9919-35]

technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(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: December 9, 2014.
G. Jeffrey Herndon,
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 §180.661 (effective December 17,

2014):

m a. Add alphabetically “Cotton, gin by-

products’’; “Cotton, undelinted seed”;

and “Soybean, seed” to the table in

paragraph (a)(1).

m b. Revise the entry for “Peanut” in the

table in paragraph (a)(1).

m c. Remove the entries “Cotton, gin

byproducts” and “Cotton, undelinted

seed,” in the table in paragraph (d).
The additions and revision read as

follows:

§180.661
residues.
(a) * % %
(1) * *x %

Fluopyram; tolerances for

* * * * *

m 3.In § 180.661 (effective June 17,
2015):
m a. Revise in the table in paragraph
(a)(2) the following entries listed in the
table below.
m b. Add alphabetically “Grain, cereal,
except rice, group 15” and “Grain,
cereal, forage, fodder and straw, group
16" to the table in paragraph (d).
m c. Remove the entries “Grain, cereal,
forage, fodder and straw, group 16,
except rice; forage”’; “Grain, cereal,
forage, fodder and straw, group 16,
except rice; hay, straw and stover”’; and
“Grain, cereal, group 15, except rice” in
the table in paragraph (d).

The additions and revisions read as
follows:

§180.661 Fluopyram; tolerances for
residues.
(a] * % %
(2) * * %
: Parts per
Commodity million
Cattle, fat ....cccceeeeeeeeiieeeeciees 0.05
Cattle, meat ........cccceeeeene 0.05
Cattle, meat byproducts ... 0.40
EQg oo, 0.06
0.02
0.02
0.03
MITK e 0.06
Poultry, fat ........ 0.03
Poultry, meat .... 0.03
Poultry, meat byproducts .......... 0.10
* * * * *
(d) * % %
: Parts per
Commodity million
Grain, cereal, except rice,
group 15 i 0.03
Grain, cereal, forage, fodder
and straw, group 16 .............. 2.0

Natamycin; Amendment to an
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 the biochemical
pesticide natamycin in or on
pineapples. DSM Food Specialties B.V.
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an amendment to
the exemption from the requirement of
a tolerance. This regulation eliminates
the need to establish a maximum
permissible level for residues of
natamycin in or on pineapple.

DATES: This regulation is effective
December 17, 2014. Objections and
requests for hearings must be received
on or before February 17, 2015, 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-2014-0352, 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:
Robert McNally, Biopesticides and
Pollution Prevention Division (7511P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,


http://www.regulations.gov
http://www.epa.gov/dockets
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DC 20460-0001; main telephone
number: (703) 305—7090; email address:
BPPDFRNotices@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:

¢ 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 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. To access the OCSPP test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/ocspp and select “Test
Methods and Guidelines.”

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-2014-0352 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 February 17, 2015. 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—
2014-0352, by one of the following
methods:

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

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

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

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

II. Background and Statutory Findings

In the Federal Register of August 1,
2014 (79 FR 44729) (FRL-9911-67),
EPA issued a document pursuant to
FFDCA section 408(d)(3), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 4F8233)
by DSM Food Specialties B.V. (the
Petitioner), Alexander Fleminglaan 1,
2613 AX Delft, The Netherlands. The
petition requested that 40 CFR part 180
be amended by establishing an
exemption from the requirement of a
tolerance for residues of natamycin for
post-harvest indoor use on pineapples.
That document referenced a summary of
the petition prepared by the Petitioner,
which is available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

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. Pursuant to
FFDCA section 408(c)(2)(B), in
establishing or maintaining in effect an

exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in FFDCA section
408(b)(2)(C), which require 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. . . .”” Additionally,
FFDCA section 408(b)(2)(D) requires
that 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 performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability, and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

A. Overview of Natamycin

Natamycin is a naturally occurring
compound derived from the common
soil microorganisms Streptomyces
natalensis, Streptomyces lydicus, and
Streptomyces chattanoogensis.
Natamycin was originally discovered in
Streptomyces natalensis in South Africa
in the early 1950s, and was
subsequently discovered to also occur
naturally in North America in
Streptomyces lydicus and Streptomyces
chattanoogensis. It is commercially
produced by a submerged oxygen-based
fermentation of Streptomyces
natalensis, Streptomyces lydicus, or
Streptomyces chattanoogensis.
Natamycin has been used as a food
preservative worldwide for over 40
years and is approved as a food
additive/preservative by the European
Union, the World Health Organization,
and individual countries including New
Zealand and Australia for use as a
fungistat to suppress mold on cheese,
meats, and sausage. In the United States,
natamycin is approved by the Food and
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Drug Administration (FDA) as a direct
food additive/preservative for the
inhibition of mold and yeast on the
surface of cheeses (21CFR 172.155) and
as an additive to the feed and drinking
water of broiler chickens to retard the
growth of specific molds (21CFR
573.685). Natamycin is also FDA
approved for use as a treatment to
suppress fungal eye infections such as
blepharitis, conjunctivitis, and keratitis.

As a biochemical pesticide active
ingredient, natamycin is already
approved for use as a fungistat to
prevent and control the germination of
mold and yeast spores in the growth
media of mushrooms produced in
enclosed mushroom production
facilities (77 FR 29543). Additional
potential uses of natamycin include
controlling fungal growth post-harvest
on pineapples treated indoors.
Natamycin has a non-toxic mode of
action, has no effects on fungal myecelia,
and development of antibiotic resistance
to natamycin has not been reported
during its entire history of use. See the
document entitled, “Federal Food, Drug,
and Cosmetic Act (FFDCA)
Considerations for Natamycin”
(November 7, 2014), available in the
docket for this action.

B. Biochemical Pesticide Toxicology
Data Requirements

All applicable mammalian toxicology
data requirements supporting the
petition to amend the existing tolerance
exemption by adding use as a fungicide
post-harvest, indoors, on pineapples
have been fulfilled. No toxic endpoints
were established and no significant
toxicological effects were observed in
any of the acute toxicity studies. In
addition, studies submitted indicate that
natamycin is not genotoxic, has no
subchronic toxic effects, and is not a
developmental toxicant. There are no
known effects on endocrine systems via
oral, dermal, or inhalation routes of
exposure. For a summary of the data
upon which EPA relied, and its human
health risk assessment based on that
data, please refer to the document
entitled, “Federal Food, Drug, and
Cosmetic Act (FFDCA) Considerations
for Natamycin” (November 7, 2014).
This document, as well as other relevant
information, is available in the docket
for this action as described under
ADDRESSES.

IV. Aggregate Exposures

In examining aggregate exposure,
FFDCA section 408 directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including

drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

The proposed use patterns may
results in dietary exposure to
natamycin, however, exposure is
expected to be insignificant (see
document entitled, “Federal Food, Drug,
and Cosmetic Act (FFDCA)
Considerations for Natamycin”
(November 7, 2014), available in the
docket for this action. No significant
exposure via drinking water is expected;
natamyecin is applied indoors only.
Some dietary exposure to natamycin
might occur through other nonpesticidal
sources as a result of its use as a food
additive/preservative. Should exposure
occur, however, minimal to no risk is
expected for the general population,
including infants and children, due to
the low toxicity of natamycin as
demonstrated in the data submitted and
evaluated by the Agency, as fully
explained in the document entitled,
“Federal Food, Drug, and Cosmetic Act
(FFDCA) Considerations for Natamycin”
(November 7, 2014), available in the
docket for this action.

B. Other Non-Occupational Exposure

Other non-occupational exposure
(other than dietary) from pesticidal use
is not expected because natamycin is
not approved for residential uses. The
active ingredient is applied directly to
commodities and degrades rapidly.
There may be some exposure to
natamycin as a result of its use as
treatment of infections, but minimal to
no risk is expected for the general
population, including infants and
children, due to the low toxicity of
natamycin as demonstrated in the data
submitted and evaluated by the Agency,
as fully explained in the document
entitled, “Federal Food, Drug, and
Cosmetic Act (FFDCA) Considerations
for Natamycin” (November 7, 2014),
available in the docket for this action.

V. Cumulative Effects From Substances
With a Common Mechanism of Toxicity

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

EPA has not found natamycin to share
a common mechanism of toxicity with
any other substances, and natamycin

does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that natamycin 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.

VI. Determination of Safety for U.S.
Population, Infants and Children

FFDCA section 408(b)(2)(C) provides
that, in considering the establishment of
a tolerance or tolerance exemption for a
pesticide chemical residue, EPA shall
assess the available information about
consumption patterns among infants
and children, special susceptibility of
infants and children to pesticide
chemical residues, and the cumulative
effects on infants and children of the
residues and other substances with a
common mechanism of toxicity. In
addition, FFDCA section 408(b)(2)(C)
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
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 dif