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

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101
[Docket No. FDA-2000—-N-0011]

Uniform Compliance Date for Food
Labeling Regulations

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA or we) is
establishing January 1, 2016, as the
uniform compliance date for food
labeling regulations that are issued
between January 1, 2013, and December
31, 2014. We periodically announce
uniform compliance dates for new food
labeling requirements to minimize the
economic impact of label changes. On
December 15, 2010, we established
January 1, 2014, as the uniform
compliance date for food labeling
regulations issued between January 1,
2011, and December 31, 2012.

DATES: This rule is effective November
28, 2012. Submit electronic or written
comments by January 28, 2013.
ADDRESSES: You may submit comments,
identified by Docket No. FDA—2000-N—
0011, by any of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

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

Written Submissions

Submit written submissions in the
following ways:

e FFAX:301-827-6870.

e Mail/Hand delivery/Courier (for
paper or CD-ROM submissions):
Division of Dockets Management (HFA—

305), Food and Drug Administration,
5630 Fishers Lane, Rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2000-N—0011 for this
rulemaking. All comments received may
be posted without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments” heading
of the SUPPLEMENTARY INFORMATION
section of this document.

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

FOR FURTHER INFORMATION CONTACT: Paul
L. Ferrari, Center for Food Safety and
Applied Nutrition (HFS-24), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 240—
402-1722.

SUPPLEMENTARY INFORMATION:

I. Background

FDA periodically issues regulations
requiring changes in the labeling of
food. If the effective dates of these
labeling changes were not coordinated,
the cumulative economic impact on the
food industry of having to respond
separately to each change would be
substantial. Therefore, we periodically
have announced uniform compliance
dates for new food labeling
requirements (see, e.g., the Federal
Register of October 19, 1984 (49 FR
41019); December 24, 1996 (61 FR
67710); December 27, 1996 (61 FR
68145); December 23, 1998 (63 FR
71015); November 20, 2000 (65 FR
69666); December 31, 2002 (67 FR
79851); December 21, 2006 (71 FR
76599); December 8, 2008 (73 FR
74349); and December 15, 2010 (75 FR
78155). Use of a uniform compliance
date provides for an orderly and
economical industry adjustment to new
labeling requirements by allowing
sufficient lead time to plan for the use
of existing label inventories and the
development of new labeling materials.
This policy serves consumers’ interests
as well because the cost of multiple

short-term label revisions that would
otherwise occur would likely be passed
on to consumers in the form of higher
prices.

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

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

We have examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct Agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). We
believe that this final rule is not a
significant regulatory action under
Executive Order 12866.

The establishment of a uniform
compliance date does not in itself lead
to costs or benefits. We will assess the
costs and benefits of the uniform
compliance date in the regulatory
impact analyses of the labeling rules
that take effect at that date.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant economic impact of a rule on
small entities. Because the final rule
does not impose compliance costs on
small entities, FDA certifies that the
final rule will not have a significant
economic impact on a substantial
number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
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or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $139
million, using the most current (2011)
Implicit Price Deflator for the Gross
Domestic Product. We do not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

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

This action is not intended to change
existing requirements for compliance
dates contained in final rules published
before January 1, 2013. Therefore, all
final rules published by FDA in the
Federal Register before January 1, 2013,
will still go into effect on the date stated
in the respective final rule.

We generally encourage industry to
comply with new labeling regulations as
quickly as feasible, however. Thus,
when industry members voluntarily
change their labels, it is appropriate that
they incorporate any new requirements
that have been published as final
regulations up to that time.

In rulemaking that began with
publication of a proposed rule on April
15, 1996 (61 FR 16422), and ended with
a final rule on December 24, 1996, we
provided notice and an opportunity for
comment on the practice of establishing
uniform compliance dates by issuance
of a final rule announcing the date.
Receiving no comments objecting to this
practice, we find any further rulemaking
unnecessary for establishment of the
uniform compliance date. Nonetheless,
under 21 CFR 10.40(e)(1), we are
providing an opportunity for comment
on whether this uniform compliance
date should be modified or revoked.

The new uniform compliance date
will apply only to final FDA food
labeling regulations that require changes
in the labeling of food products and that
publish after January 1, 2013, and before
December 31, 2014. Those regulations
will specifically identify January 1,
2016, as their compliance date. All food
products subject to the January 1, 2016,
compliance date must comply with the
appropriate regulations when initially

introduced into interstate commerce on
or after January 1, 2016. If any food
labeling regulation involves special
circumstances that justify a compliance
date other than January 1, 2016, we will
determine for that regulation an
appropriate compliance date, which
will be specified when the final
regulation is published.

II. Comments

Interested persons may submit either
written comments regarding this
document to the Division of Dockets
Management (see ADDRESSES) or
electronic comments to http://
www.regulations.gov. It is only
necessary to send one set of comments.
Identify comments with the docket
number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday, and
will be posted to the docket at http://
www.regulations.gov.

Dated: November 20, 2012.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2012-28817 Filed 11-27-12; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 127

[Docket No. USCG-2011-0227]
RIN 1625-AB67
Reconsideration of Letters of

Recommendation for Waterfront
Facilities Handling LNG and LHG

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

SUMMARY: This final rule clarifies the
role and purpose of the Letter of
Recommendation (LOR) issued by the
Coast Guard Captain of the Port
regarding the suitability of a waterway
for liquefied natural gas (LNG) or
liquefied hazardous gas (LHG) marine
traffic. It also establishes a separate
process for reconsideration of LORs by
the Coast Guard. The process applies
only to LORs issued after the effective
date of the rule.

DATES: This final rule is effective
December 28, 2012.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part

of docket USCG-2011-0227 and are
available for inspection or copying at
the 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, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. You may also
find this docket on the Internet by going
to http://www.regulations.gov and
inserting “USCG-2011-0227"" in the
“Search” box.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Mr. Ken Smith (CG-OES-2), U.S.
Coast Guard; telephone (202) 372-1413,
email Ken.A.Smith@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone (202)
366—9826.

SUPPLEMENTARY INFORMATION:

Table of Contents for Preamble

1. Abbreviations
II. Regulatory History
III. Basis and Purpose
IV. Background
V. Discussion of Comments and Changes
VI. Regulatory Analyses
A. Regulatory Planning and Review
B. Small Entities
C. Assistance for Small Entities
D. Collection of Information
E. Federalism
F. Unfunded Mandates Reform Act
G. Taking of Private Property
H. Civil Justice Reform
L. Protection of Children
J. Indian Tribal Governments
K. Energy Effects
L. Technical Standards
M. Environment

1. Abbreviations

APA  Administrative Procedure Act

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security

FERC Federal Energy Regulatory
Commission

FR Federal Register

LHG Liquefied hazardous gas

LNG Liquefied natural gas

LOI Letter of Intent

LOR Letter of Recommendation

NEPA National Environmental Policy Act
of 1969

NPRM Notice of proposed rulemaking

Pub. L. Public Law

PWSA Ports and Waterways Safety Act of
1972, as amended

U.S.C. United States Code

II. Regulatory History

On December 16, 2011, we published
a notice of proposed rulemaking
(NPRM) entitled ‘“Reconsideration of
Letters of Recommendation for
Waterfront Facilities Handling LNG and
LHG” in the Federal Register (76 FR
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78188). We received two letters
commenting on the proposed rule. No

public meeting was requested and none
was held.

III. Basis and Purpose

Under existing regulations contained
in 33 CFR part 127, an owner or
operator intending to build a new
waterfront facility handling liquefied
natural gas (LNG) or liquefied hazardous
gas (LHG), or planning new construction
to expand or modify marine terminal
operations in an existing waterfront
facility that would result in an increase
in the size and/or frequency of LNG or
LHG marine traffic on the waterway
associated with the proposed facility or
modification to an existing facility, must
submit a Letter of Intent (LOI) to the
Captain of the Port (COTP) of the zone
in which the facility is or will be
located. The COTP then issues, to the
Federal, State, or local government
agencies having jurisdiction for siting,
construction, and operation of the
facility, a Letter of Recommendation
(LOR) as to the suitability of the
waterway for LNG or LHG marine traffic
related to the facility.

The Coast Guard issues LORs
pursuant to the authority of the Ports
and Waterways Safety Act of 1972, as
amended (PWSA) (33 U.S.C. 1221 et
seq.). Section 813 of the Coast Guard
Authorization Act of 2010 also directs
the Coast Guard to make a
recommendation to the Federal Energy
Regulatory Commission (FERC) as to the
suitability of marine traffic associated
with a proposed waterside LNG facility
(Pub. L. 111-281, 124 Stat. 2905, 2999)
(Oct. 15, 2010), and the LOR meets that
requirement. This rule clarifies the role
and purpose of the LOR, and establishes
a separate process for reconsideration of
LORs issued by the Coast Guard. This
clarification and establishment of a new
process are necessary because of
confusion caused in part by the past
practice of reconsidering LORs using the
appeals process set forth in 33 CFR
127.015. We issue this final rule under
the authority of the statutes already
described, as well as Department of
Homeland Security Delegation No.
0170.1 and 33 CFR subpart 1.05.

IV. Background

As described above, the Coast Guard
issues an LOR in response to an LOI
received from an owner or operator
intending to build a new waterfront
facility handling LNG or LHG, or
planning new construction to expand or
modify marine terminal operations in an
existing facility that would result in an
increase in the size and/or frequency of
LNG or LHG marine traffic on the

waterway associated with the proposed
facility or modification to an existing
facility. The LOR is intended to provide
an expert, unbiased recommendation as
to whether the waterway and port
infrastructure can safely and securely
support the anticipated marine traffic
associated with the new or modified
facility.

Prior to May 2010, the COTP issued
the LOR to the owner or operator of the
facility as well as to the State and local
government agencies with jurisdiction.
However, in 2010 the Coast Guard
changed that process in a final rule
updating the LOI and LOR regulations
(“Revision of LNG and LHG Waterfront
Facility General Requirements,” 75 FR
29420 (May 26, 2010)). Currently, the
Coast Guard issues the LOR to the
Federal, State, or local government
agency having jurisdiction for siting,
construction, and operation of the
waterfront facility (referred to in this
document as the “‘jurisdictional
agency”’), and sends a copy to the owner
or operator of the proposed facility. The
majority of recent LOR recipients have
been facilities handling LNG, and FERC
is the jurisdictional agency with
exclusive authority to approve or deny
an application for the siting,
construction, expansion, and operation
of an LNG terminal. FERC has
incorporated into its regulations the
Coast Guard’s requirement that the
facility owner or operator submit an LOI
(33 CFR 127.007), making submission of
the LOI to the Coast Guard a required
element of the facility owner or
operator’s application for FERC
approval (18 CFR 157.21(a)(1)).
Following the receipt of the facility
owner or operator’s LOI, the COTP
issues the LOR to FERC, as part of
FERC’s public comment and decision
making process, as a function of the
Coast Guard’s subject matter expertise
(33 CFR 127.009). Unlike the LOI, the
LOR is not a pre-filing or a permitting
requirement under FERC regulations,
and is not a required element of the
facility owner or operator’s application
to FERC. The LOR is the Coast Guard’s
“comment” on FERC’s proposed action.

Several issued LORs have invited the
recipient to request reconsideration of
the LOR pursuant to 33 CFR 127.015,
which provides that “[alny person
directly affected by an action taken
under this part may request
reconsideration by the Coast Guard
officer responsible for that action.” The
process set forth in § 127.015 is the
same that an owner or operator would
use to appeal agency actions described
elsewhere in Part 127, such as a COTP’s
Order to suspend operations. The use of
§127.015 to request reconsideration of

LORs, however, has led to confusion
about the nature and proper role of the
LOR. This is in part because use of the
words “action” and ‘““final agency
action” in §127.015 create confusion as
to whether the LOR is an agency action
for purposes of the Administrative
Procedure Act (APA) (5 U.S.C. 551 et
seq.). While we believe LORs should be
subject to internal Coast Guard review,
we did not intend to suggest that an
LOR is an agency action, or that the LOR
conveys a right or obligation.

As we explained in the NPRM, the
LOR is not an “agency action” as that
term is defined by the APA or
understood in the context of enforceable
legal actions. To constitute agency
action for purposes of the APA, an
activity must constitute, in whole or in
part, an agency rule, order, license,
sanction, relief, or the equivalent or
denial thereof, or failure to act (5 U.S.C.
551(13)). The LOR is none of these. The
LOR neither entitles nor forbids an
owner or operator to construct or
modify an LNG or LHG facility. The
Coast Guard has no authority to site or
license waterfront facilities handling
LNG or LHG. Rather, the Coast Guard
provides its LOR to an agency that does
have that authority—the jurisdictional
agency—to inform that agency’s review
of the siting, construction, or operation
of a facility. The LOR is a
recommendation, and is not legally
enforceable on or by any agency or
person, including the Coast Guard.

As discussed above, we believe that
some of the past confusion regarding the
nature of LORs stems from the Coast
Guard’s use of 33 CFR 127.015 for LOR
reconsiderations. The process in
§127.015 is designed for appeals of
agency actions taken under the
authority of Part 127, and using that
same process for internal
reconsideration of LORs inadvertently
caused confusion between the two. In
particular, § 127.015 applies to “[alny
person directly affected by an action
taken under this part,” and using that
language in reference to an
unenforceable recommendation is inapt.

The Coast Guard seeks to resolve the
resulting confusion and, further,
believes the process in § 127.015 is
inappropriately complicated and
lengthy in light of the LOR’s role as a
recommendation to another agency in
the context of that agency’s permitting

1The Coast Guard does take agency action with

respect to LNG and LHG facilities when it enforces
its rules addressing the operation, maintenance,
personnel training, firefighting, and security of the
marine transfer area of waterfront facilities that
handle LNG or LHG cargos, and when the COTP
issues an Order directing vessel operations. See the
detailed discussion in the NPRM (76 FR 78189).
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process. The LOR is intended to inform
the jurisdictional agency’s process, and
therefore should be available to the
jurisdictional agency early in that
process. A reconsideration process that
results in revisions to the LOR after the
jurisdictional agency’s decision does not
serve the purpose of the LOR.

V. Discussion of Comments and
Changes

The Coast Guard received two letters
commenting on this proposed
rulemaking: one from the Attorney
General for the State of Rhode Island,
and one from the Rhode Island
Department of Environmental
Management. Both commenters
expressed the opinion that issuance of
an LOR constitutes an agency action
under the APA, and one expressed the
opinion that the issuance of an LOR is
a major federal action that triggers the
environmental impact analysis
requirements of the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370h). The
Coast Guard disagrees with these
comments.

Pursuant to the Natural Gas Act, as
amended, FERC possesses the exclusive
authority to approve or deny an
application for the siting, construction,
expansion, and operation of a waterfront
LNG facility (see 15 U.S.C. 717b(e)).
Similarly, for proposals to site,
construct, expand, or operate a
waterfront LHG facility, the agency with
jurisdiction (Federal, State, or local)
over the project possesses approval
authority. The agency with jurisdiction
over the proposed action of siting,
constructing, or operating the waterfront
LNG or LHG facility serves as the lead
agency responsible for complying with
the applicable environmental review
requirements.

Issuance of an LOR is not an “‘action”
by the Coast Guard under the APA or
NEPA. The LOR is not the functional
equivalent of a permit or a form of
permission that substantively affects a
license, nor is it a “‘determination” that
can be enforced. The Coast Guard has
no jurisdiction to authorize the siting,
construction, and operation of
waterfront LNG and LHG facilities.
Jurisdictional agencies, such as FERGC,
are not required to issue or deny a
license or other authorization based on
the recommendations contained in an
LOR, or impose any recommended
mitigation measures as terms of the
authorization, even where the LOR is
required. The Coast Guard has no
authority over the content of the
jurisidictional agency’s license or
permit. Although the Coast Guard is
required to provide recommendations to

FERC under section 813 of the Coast
Guard Authorization Act of 2010, (Pub.
L. 111-281, 124 Stat. 2905, 2999 (Oct.
15, 2010)), FERC is not prohibited from
issuing an order without having
received a Coast Guard
recommendation. For these reasons, the
LOR does not “substantively affect”” a
license or licensing process as suggested
by the commenters. The LOR merely
provides information for the
jurisdictional agency to consider in its
own deliberative process.

Furthermore, issuing an LOR neither
authorizes nor prohibits vessel transit to
or from the LNG or LHG facility. If
safety or security concerns prompted
the Coast Guard to address vessel
operations near the facility, the Coast
Guard Captain of the Port (COTP) would
do so in a COTP order; that COTP order
would be issued pursuant to specific
authority granted by the Ports and
Waterways Safety Act (PWSA) (33
U.S.C. 1221 et seq.) that is wholly
independent of, and does not rely on or
enforce, an LOR. To interpret the LOR
as a Federal agency action under the
APA would impermissibly detract from
the jurisdictional agency’s authority to
license the siting, construction, and
operation of LNG and LHG waterfront
facilities.

Issuing an LOR is not a major Federal
action that triggers an independent duty
to prepare an environmental impact
analysis under NEPA. NEPA requires
FERGC, as the responsible official for the
permitting process, to consult with
agencies that have special expertise
with respect to any environmental
impact involved (42 U.S.C. 4332(C)).
There is no requirement, however, that
the agency consulted prepare a separate
environmental impact statement (42
U.S.C. 4332; see also 40 CFR 1501.5).
The Coast Guard, as an agency with
subject matter expertise in matters
affecting the safety and security of the
waterway, serves as a cooperating
agency to the jurisdictional agency (see
40 CFR 1501.6). In this role as a
cooperating agency, and in accordance
with 33 CFR Part 127, the Coast Guard
makes its recommendation as to the
suitability of the waterway to the
Federal, State, or local government
agency with jurisdiction. This
recommendation, communicated in the
LOR, is a document to be used in the
jurisdictional agency’s permitting
process. There is no requirement that it
independently comply with NEPA or
other environmental compliance
statutes.

For the reasons explained above, the
LOR is not an “agency action” under the
APA or a major Federal action under
NEPA. The Coast Guard has made no

change to the proposed rule in response
to the comments received.

The Coast Guard did change the rule
by adding the words “Indian tribal
government” to the list of entities that
may request reconsideration of the LOR
pursuant to the revised § 127.009(c),
with conforming changes in revised
§127.009(d). As we explained in our
NPRM, new § 127.009(c) is intended to
provide opportunity for additional
discussion with governmental entities
in the vicinity of the facility who may
have unique information about the
safety and security of the waterway (76
FR 78190). In our NPRM we provided
notice and opportunity for public
comment on this optional participation
of local government entities in the
reconsideration process. Like State and
local governments, Indian tribal
governments in the vicinity of a facility
may be able to provide unique
information regarding safety and
security issues affecting the suitability
of certain waterways, and logically
would be included among the entities
that may choose to request
reconsideration. Adding Indian tribal
governments to the list of entities will
avoid any ambiguity as to their
inclusion, and does not alter the intent
or expected effect of the rule.

Separately, the Coast Guard slightly
reworded new § 127.010(c)(1) for clarity.
Both changes are nonsubstantive
clarifications for which prior notice and
public comment is unnecessary under 5
U.S.C. 553(b)(B).

VI. 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 or executive
orders.

A. Regulatory Planning and Review

Executive Orders 12866 (‘Regulatory
Planning and Review”) and 13563
(“Improving Regulation and Regulatory
Review”’) direct agencies to assess the
costs and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(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 final
rule has not been designated a
“significant regulatory action” under
section 3(f) of Executive Order 12866.
Accordingly, the final rule has not been
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reviewed by the Office of Management
and Budget.

We received no public comments
from industry and we received no
additional information or data that
would alter our assessment of the
NPRM. Therefore, we adopt the
Preliminary Regulatory Analysis for the
NPRM as final. A summary of the
analysis follows:

This rule clarifies the role and
purpose of the LORs issued by the Coast
Guard COTP regarding the suitability of
a waterway for LNG or LHG marine
traffic. It also provides a separate
process for LOR reconsideration for
facility owners or operators and State,
local, or Indian tribal government in the
vicinity of the facility. If an LNG or LHG
facility owner or operator or State, local,
or Indian tribal government were to seek
reconsideration of an LOR, a written
request would be sent to the COTP who
issued the LOR, and a copy would be
sent to the jurisdictional agency. The
process applies only to LORs issued
after the effective date of the rule.

We do not expect this rule to impose
new regulatory costs on the LNG/LHG
industry because an LNG or LHG facility
owner or operator and State, local, or
Indian tribal government in the vicinity
of the facility will only request
reconsideration if it does not agree with
the recommendation. The option to
request reconsideration of an LOR has
been an industry practice for several
years. Since 2007, there has been an
average of about three requests for
reconsiderations annually. As
previously discussed, this rule replaces
the existing process for reconsideration
with the process in new §127.010, and
applies to new LORs issued after the
effective date of the rule, not to LORs
already issued. For these reasons, no
change in either the burden or the
frequency of requests is projected as a
result of this rulemaking. Although
market conditions may change in the
future, the Coast Guard does not have
any data to indicate the receipt of new
requests for reconsideration of LORs
within the foreseeable future.

B. Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000. The
Coast Guard received no comments from

the Small Business Administration on
this rule.

Large corporations own the existing
waterfront LNG facilities, and we expect
this type of ownership to continue in
the future. This type of ownership also
exists for the approximately 159 LHG
facilities operating in the United States.
In addition, as stated above, the Coast
Guard does not expect a change in
either the burden or the frequency of
requests as a result of this rulemaking.
Therefore, the Coast Guard certifies
under 5 U.S.C. 605(b) that this final rule
will not have a significant economic
impact on a substantial number of small
entities.

C. Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking. 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.

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).

D. Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

E. 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
have determined that it does not have
implications for federalism.

F. 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.

G. 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.

H. 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.

L Protection of Children

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.

J. Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments. This
rule does give Indian tribal governments
in the vicinity of the facility the option
to request reconsideration of Coast
Guard LORs for that facility, but 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.

K. Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
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require a Statement of Energy Effects
under Executive Order 13211.

L. Technical Standards

The National Technology Transfer
and Advancement Act (15 U.S.C. 272
note) directs agencies to use voluntary
consensus standards in their regulatory
activities unless the agency provides
Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with

applicable law or otherwise impractical.

Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

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

M. 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. 4321-4370h), and
have concluded 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
creating a separate process for
reconsideration of LORs and is
categorically excluded under section
2.B.2, figure 2—1, paragraph (34)(a) of
the Instruction, which includes
regulations that are editorial or
procedural, such as those updating
addresses or establishing application
procedures. An environmental analysis
checklist and a categorical exclusion
determination are available in the
docket where indicated under the
ADDRESSES section of this preamble.

List of Subjects in 33 CFR Part 127

Fire prevention, Harbors, Hazardous
substances, Natural gas, Reporting and
recordkeeping requirements, Security
measures.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 127 as follows:

PART 127—WATERFRONT FACILITIES
HANDLING LIQUEFIED NATURAL GAS
AND LIQUEFIED HAZARDOUS GAS

m 1. The authority citation for part 127
continues to read as follows:

Authority: 33 U.S.C. 1231; 46 U.S.C.
Chapter 701; Department of Homeland
Security Delegation No. 0170.1.

m 2. Revise § 127.009 to read as follows:

§127.009 Letter of recommendation.

(a) After the COTP receives the Letter
of Intent under §127.007(a) or (b), the
COTP issues a Letter of
Recommendation (LOR) as to the
suitability of the waterway for LNG or
LHG marine traffic to the Federal, State,
or local government agencies having
jurisdiction for siting, construction, and
operation, and, at the same time, sends
a copy to the owner or operator, based
on the—

(1) Information submitted under
§127.007;

(2) Density and character of marine
traffic in the waterway;

(3) Locks, bridges, or other man-made
obstructions in the waterway;

(4) Following factors adjacent to the
facilitysuch as—

(i) Depths of the water;

(ii) Tidal range;

(iii) Protection from high seas;

(iv) Natural hazards, including reefs,
rocks, and sandbars;

(v) Underwater pipelines and cables;

(vi) Distance of berthed vessel from
the channel and the width of the
channel; and

(5) Any other issues affecting the
safety and security of the waterway and
considered relevant by the Captain of
the Port.

(b) An LOR issued under this section
is a recommendation from the COTP to
the agency having jurisdiction as
described in paragraph (a), and does not
constitute agency action for the
purposes of § 127.015 or the
Administrative Procedure Act (5 U.S.C.
551 et seq.).

(c) The owner or operator, or a State,
local, or Indian tribal government in the
vicinity of the facility, may request
reconsideration as set forth in §127.010.

(d) Persons other than the owner or
operator, or State, local, or Indian tribal
government in the vicinity of the
facility, may comment on the LOR by
submitting comments and relevant
information to the agency having
jurisdiction, as described in paragraph
(a), for that agency’s consideration in its
permitting process.

(e) Paragraphs (c) and (d) of this
section apply to LORs issued after
December 28, 2012. For LORs issued

prior to that date, persons requesting
reconsideration must follow the process
set forth in § 127.015.

m 3. Add §127.010 to read as follows:

§127.010 Reconsideration of the Letter of
Recommendation.

(a) A person requesting
reconsideration pursuant to § 127.009(c)
must submit a written request to the
Captain of the Port (COTP) who issued
the Letter of Recommendation (LOR),
and send a copy of the request to the
agency to which the LOR was issued.
The request must explain why the COTP
should reconsider his or her
recommendation.

(b) In response to a request described
in paragraph (a) of this section, the
COTP will do one of the following—

(1) Send a written confirmation of the
LOR to the agency to which the LOR
was issued, with copies to the person
making the request and the owner or
operator; or

(2) Revise the LOR, and send the
revised LOR to the agency to which the
original LOR was issued, with copies to
the person making the request and the
owner or operator.

(c) A person whose request for
reconsideration results in a
confirmation as described in paragraph
(b)(1) of this section, and who is not
satisfied with that outcome, may
request, in writing, the opinion of the
District Commander of the district in
which the LOR was issued.

(1) The request must explain why the
person believes the District Commander
should instruct the COTP to reconsider
his or her recommendation.

(2) A person making a request under
paragraph (c) of this section must send
a copy of the request to the agency to
which the LOR was issued.

(3) In response to the request
described in this paragraph (c), the
District Commander will do one of the
following—

(i) Send a written confirmation of the
LOR to the agency to which the LOR
was issued, with copies to the person
making the request, the owner or
operator, and the COTP; or

(ii) Instruct the COTP to reconsider
the LOR, and send written notification
of that instruction to the agency to
which the original LOR was issued,
with copies to the person making the
request and the owner or operator.

(d) The District Commander’s written
confirmation described in paragraph
(c)(3)(1) of this section ends the
reconsideration process with respect to
that specific request for reconsideration.
If the COTP issues an LOR pursuant to
paragraph (b)(2) or (c)(3)(ii) of this
section, persons described in
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§127.009(c) may request
reconsideration of that revised LOR
using the process beginning in
paragraph (a) of this section.

Dated: November 14, 2012.
J.G. Lantz,

Director of Commercial Regulations and
Standards, U.S. Coast Guard.

[FR Doc. 2012-28794 Filed 11-27-12; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2012-0945]
RIN 1625-AA00

Safety Zone; Bay Bridge Construction,
San Francisco Bay, San Francisco, CA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
the navigable waters of the San
Francisco Bay near Yerba Buena Island,
CA in support of the Bay Bridge
Construction Safety Zone from
November 1, 2012 through July 31,
2013. This safety zone is being
established to protect mariners
transiting the area from the dangers
associated with over-head construction
operations. Unauthorized persons or
vessels are prohibited from entering
into, transiting through, or remaining in
the safety zone without permission of
the Captain of the Port or their
designated representative.

DATES: This rule is effective with actual
notice from 12:01 a.m. on November 1,
2012 through November 28, 2012. This
rule is effective in the Federal Register
from November 28, 2012 until 11:59
p.-m. on July 31, 2013.

ADDRESSES: Documents mentioned in
this preamble are part of docket USCG—
2012-0945. 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 temporary
rule, call or email Ensign William
Hawn, U.S. Coast Guard Sector San
Francisco; telephone (415) 399-7442 or
email at D11-PF-
MarineEvents@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, 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

The Coast Guard is issuing this 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 because publishing an NPRM
would be impracticable. The Coast
Guard received notification of the load
transfer operations on September 25,
2012 and the event would occur before
the rulemaking process would be
completed. Because of the dangers
posed by over-head construction of the
Bay Bridge, the safety zone is necessary
to provide for the safety of mariners
transiting the area.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. For the reasons stated above,
delaying the effective date would be
impracticable.

B. Basis and Purpose

The legal basis for the proposed
temporary rule is the Ports and
Waterways Safety Act which authorizes
the Coast Guard to establish safety zones
(33 U.S.C. 1221 et seq.).

CALTRANS will sponsor the Bay
Bridge Construction Safety Zone on
November 1, 2012 through July 31,
2013, in the navigable waters of the San
Francisco Bay near Yerba Buena Island,
CA. Construction is scheduled to take
place from 12:01 a.m. on November 1,
2012 until 11:59 p.m. on July 31, 2013.
Upon commencement of the over-head

construction for the Self-Anchored
Suspension Span, the safety zone will
encompass the navigable waters of the
San Francisco Bay within a box
connected by the following points:
37°49'06” N, 122°21’17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°21’35”
W; 37°48’53” N, 122°21°40” W (NAD 83).
The construction is necessary to
facilitate the completion of the Bay
Bridge project. The Bay Bridge is
constructed using a self-anchoring
suspension system that requires
frequent installation and removal of
false work on and around the bridge. A
safety zone is needed to establish a
temporary limited access area on the
waters surrounding the load transfer
operation. A safety zone is necessary to
protect mariners transiting the area from
the dangers associated with the
construction of the Bay Bridge Self-
Anchoring Suspension Span.

C. Discussion of the Final Rule

The Coast Guard is establishing a
safety zone in navigable waters around
and under the Bay Bridge within a box
connected by the following points:
37°49°06” N, 122°21"17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°21’35”
W; 37°48’53” N, 122°21°40” W (NAD 83)
during construction operations.
Construction on the Self-Anchoring
Suspension Span is scheduled to take
place from 12:01 a.m. on November 1,
2012 until 11:59 p.m. on July 31, 2013.
At the conclusion of the construction
operations the safety zone shall
terminate. The Captain of the Port San
Francisco (COTP) will notify the
maritime community of periods during
which this zone will be enforced via
Broadcast Notice to Mariners in
accordance with 33 CFR 165.7.

The effect of the temporary safety
zone will be to restrict navigation in the
vicinity of the construction operations.
Except for persons or vessels authorized
by the Coast Guard Patrol Commander,
no person or vessel may enter or remain
in the restricted area.

D. Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of 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
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potential costs and benefits under
section 6(a)(3) of that Executive Order
12866 or under section 1 of Executive
Order 13563. The Office of Management
and Budget has not reviewed it under
those Orders.

We expect the economic impact of
this rule does not rise to the level of
necessitating a full Regulatory
Evaluation. The safety zone is limited in
duration, and is limited to a narrowly
tailored geographic area. In addition,
although this rule restricts access to the
waters encompassed by the safety zone,
the effect of this rule will not be
significant because the local waterway
users will be notified via public
Broadcast Notice to Mariners to ensure
the safety zone will result in minimum
impact. The entities most likely to be
affected are waterfront facilities,
commercial vessels, and pleasure craft
engaged in recreational activities.

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 term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: O wners and operators of
waterfront facilities, commercial
vessels, and pleasure craft engaged in
recreational activities and sightseeing, if
these facilities or vessels are in the
vicinity of the safety zone at times when
this zone is being enforced. This rule
will not have a significant economic
impact on a substantial number of small
entities for the following reasons: (i)
This rule will encompass only a small
portion of the waterway for a limited
period of time, (ii) vessel traffic can
transit safely around the safety zone,
and (iii) the maritime public will be
advised in advance of this safety zone
via Broadcast Notice to Mariners.

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, 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 calls for no 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
have determined that it 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

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. 4321-4370f), and
have determined that this action is one
of a category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a safety
zone of limited size and duration. This
rule is categorically excluded from
further review under paragraph 34(g) of
Figure 2—1 of the Commandant
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Instruction. An environmental analysis
checklist supporting this determination
and a 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. 1226, 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, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T11-534 to read as
follows:

§165.T11-534 Safety zone; Bay Bridge
Construction, San Francisco Bay, San
Francisco, CA.

(a) Location. This temporary safety
zone is established in the navigable
waters of the San Francisco Bay near
Yerba Buena Island, California as
depicted in National Oceanic and
Atmospheric Administration (NOAA)
Chart 18650. The safety zone will
encompass the navigable waters of the
San Francisco Bay within a box
connected by the following points:
37°49°06” N, 122°21"17” W; 37°49°01” N,
122°21'12” W; 37°48’48” N, 122°2135”
W; 37°48’53” N, 122°21°40” W (NAD 83).

(b) Enforcement Period. The zone
described in paragraph (a) of this
section will be in effect from 12:01 a.m.
on November 1, 2012 until 11:59 p.m.
on July 31, 2013. The Captain of the Port
San Francisco (COTP) will notify the
maritime community of periods during
which this zone will be enforced via
Broadcast Notice to Mariners in
accordance with 33 CFR 165.7.

(c) Definitions. As used in this
section, “designated representative”
means a Coast Guard Patrol
Commander, including a Coast Guard
coxswain, petty officer, or other officer
on a Coast Guard vessel or a Federal,
State, or local officer designated by or
assisting the COTP in the enforcement
of the safety zone.

(d) Regulations. (1) Under the general
regulations in 33 CFR part 165, Subpart

C, entry into, transiting or anchoring
within this safety zone is prohibited
unless authorized by the COTP or a
designated representative.

(2) The safety zone is closed to all
vessel traffic, except as may be
permitted by the COTP or a designated
representative.

(3) Vessel operators desiring to enter
or operate within the safety zone must
contact the COTP or a designated
representative to obtain permission to
do so. Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the COTP or a designated
representative. Persons and vessels may
request permission to enter the safety
zone on VHF-23A or through the 24-
hour Command Center at telephone
(415) 399-3547.

Dated: November 2, 2012.
Cynthia L. Stowe,

Captain, U.S. Coast Guard, Acting, Captain
of the Port San Francisco.

[FR Doc. 2012—-28792 Filed 11-27-12; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-A047

Authorization for Non-VA Medical
Services

AGENCY: Department of Veterans Affairs.
ACTION: Direct final rule.

SUMMARY: The Department of Veterans
Affairs (VA) is taking direct final action
to amend its regulation governing
payment by VA for non-VA outpatient
care under VA’s statutory authority to
provide non-VA care. Under this
authority, VA may contract for certain
hospital care (inpatient care) and
medical services (outpatient care) for
eligible veterans when VA facilities are
not capable of providing such services
due to geographical inaccessibility or
are not capable of providing the services
needed. This amendment revises VA’s
existing regulation in accordance with
statutory authority to remove a
limitation on which veterans are eligible
for medical services under this
authority.

DATES: This final rule is effective on
January 28, 2013, without further notice,
unless VA receives a significant adverse
comment by December 28, 2012.
ADDRESSES: Written comments may be
submitted through
www.Regulations.gov; by mail or hand-
delivery to the Director, Regulation

Policy and Management (02REG),
Department of Veterans Affairs, 810
Vermont Ave. NW., Room 1068,
Washington, DC 20420; or by fax to
(202) 273—9026. This is not a toll-free
number. Comments should indicate that
they are submitted in response to “RIN
2900-A047—Authorization for Non-VA
Medical Services.”” Copies of comments
received will be available for public
inspection in the Office of Regulation
Policy and Management, Room 1068,
between the hours of 8:00 a.m. and 4:30
p-m., Monday through Friday (except
holidays). Please call (202) 461-4902 for
an appointment. This is not a toll-free
number. In addition, during the
comment period, comments may be
viewed online through the Federal
Docket Management System (FDMS) at
www.Regulations.gov.

FOR FURTHER INFORMATION CONTACT: Lisa
Brown, Chief, Policy Management
Department, Department of Veterans
Affairs, Chief Business Office,
Purchased Care, 3773 Cherry Creek
North Drive, Suite 450, Denver, CO
80209 at (303) 331-7829. This is not a
toll-free number.

SUPPLEMENTARY INFORMATION:

Over the past two decades, the
healthcare industry has increasingly
emphasized providing care in the least
restrictive environment. Care that was
provided in hospitals is now provided
with a full range of outpatient and
ambulatory care options previously
unavailable. VA has adopted this trend
toward outpatient and ambulatory care
and, whenever possible, provides
treatment options to veterans in these
less restrictive modes of healthcare
delivery. Although VA has made great
strides to expand the delivery of
healthcare to veterans, VA is, like the
rest of the healthcare industry,
economically unable to provide all
possible services at all VA-operated
venues of care. VA addresses this in part
by authorizing non-VA care when
necessary to meet the veteran’s plan of
care.

VA uses the authority in 38 U.S.C.
1703 to provide certain hospital care
and medical services to eligible veterans
when VA facilities are not capable of
providing such services due to
geographical inaccessibility or are not
capable of providing the services
needed, ensuring the continuity of care
for the patient and the maximization of
healthcare resources. VA may use this
authority to provide needed non-VA
care using community resources, such
as private physicians or community
hospitals. Care provided under VA’s
authority in 38 U.S.C. 1703 is usually
referred to as the Non-VA Care program.
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Non-VA care enables VA to maximize
resources and available options for
patient care at the local level, providing
care in the least restrictive mode
possible and closer to the patient’s
home.

Public Law 104-262, 104(b)(2)(B)
amended 38 U.S.C. 1703(a)(2)(B) to
expand VA’s authority to provide non-
VA medical services under the non-VA
care authority. As amended, the law
authorizes VA to provide such medical
services for a veteran who has been
furnished hospital care, nursing home
care, domiciliary care, or medical
services and who requires medical
services to complete treatment incident
to such care or services.

At present, 38 CFR 17.52(a)(2)(ii)
provides that “[a] veteran who has
received VA inpatient care for treatment
of nonservice-connected conditions for
which treatment was begun during the
period of inpatient care” is eligible for
non-VA medical services under the non-
VA care authority. The existing VA
regulation does not reflect the
amendment made by Public Law 104—
262 to 38 U.S.C. 1703(a)(2)(B). This VA
regulation thus does not permit VA to
complete a veteran’s treatment through
non-VA providers under the non-VA
care authority unless the VA treatment
was begun during a period of
hospitalization.

VA is amending its regulation at 38
CFR 17.52(a)(2)(ii) to reflect the current
statutory authority found at 38 U.S.C.
1703(a)(2)(B). In doing so, VA will
increase the availability of care in areas
where VA cannot directly provide the
care. Paragraph (a)(2)(ii) of this revised
regulation provides that veterans who
have been furnished hospital care,
nursing home care, domiciliary care, or
medical services, and who require
medical services to complete treatment
incident to such care or services, are
eligible for non-VA medical services
under the non-VA care authority. By
expanding veterans’ eligibility for non-
VA care, VA will be able to better utilize
resources and enhance patient care at
the local level. This regulation will give
VA greater flexibility to refer patients
for care in the least restrictive and most
convenient setting.

This revision to §17.52(a)(2)(ii)
clarifies the time period during which
veterans are eligible to receive non-VA
care to complete their treatments.
Currently, § 17.52(a)(2)(ii) states that the
non-VA care treatment period, which
includes “care furnished in both
facilities of VA and non-VA facilities or
any combination of such modes of
care,” is limited to no more than 12
months after the veteran is discharged
from the hospital, unless VA determines

that the veteran requires continued non-
VA care “by virtue of the disabilities
being treated.” This revision clarifies
that each authorization for non-VA care
needed to complete treatment may
continue for up to 12 months, and that
VA may issue new authorizations as
needed. The requirement to issue a new
authorization gives VA an opportunity
to determine whether non-VA care
continues to be the appropriate means
of providing the veteran’s treatment.

We note that this amendment only
affects the eligibility of certain veterans
for medical services provided by a non-
VA provider under the non-VA care
authority in 38 U.S.C. 1703; this
amendment does not require providers
outside of VA to accept VA patients. We
also note that this amendment does not
affect other provisions in this regulation
that specify veterans’ eligibility for non-
VA care.

Administrative Procedure Act

VA believes this rule is non-
controversial, anticipates that this rule
will not result in any significant adverse
comment and, therefore, is issuing this
regulatory amendment as a direct final
rule. Previous actions of this nature,
which remove restrictions on VA
medical benefits to improve health
outcomes, have not been controversial
and have not resulted in significant
adverse comments or objections.
However, in the ‘“Proposed Rules”
section of the Federal Register, VA is
publishing a separate, substantially
identical proposed rule that will serve
as a proposal for the provisions in this
direct final rule in the event that any
significant adverse comment is received
by VA. (See RIN 2900-A046.)

For purposes of the direct final
rulemaking, a significant adverse
comment is one that explains why the
rule would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or why it would
be ineffective or unacceptable without
change. If VA receives a significant
adverse comment, VA will publish a
notice of receipt of a significant adverse
comment in the Federal Register and
withdraw the direct final rule. In
determining whether an adverse
comment is significant and warrants
withdrawing a direct final rule, we will
consider whether the comment raises an
issue serious enough to warrant a
substantive response in a notice-and-
comment process in accordance with
section 553 of the Administrative
Procedure Act (5 U.S.C. 553). Comments
that are frivolous, insubstantial, or
outside the scope of the rule will not be
considered adverse under this
procedure. For example, a comment

recommending an additional change to
the rule will not be considered a
significant comment unless the
comment states why the rule would be
ineffective or unacceptable without the
additional change.

Under direct final rule procedures, if
no significant adverse comment is
received within the comment period,
this rule will become effective on the
date specified above. After the close of
the comment period, VA will publish a
document in the Federal Register
indicating that VA received no
significant adverse comment and
restating the date on which the final
rule will become effective. VA will also
publish a notice in the Federal Register
withdrawing the proposed rule, RIN
2900—-A046.

In the event that VA withdraws the
direct final rule because of receipt of
any significant adverse comment, VA
will proceed with the rulemaking by
addressing the comments received and
publishing a final rule. The comment
period for the proposed rule runs
concurrently with that of the direct final
rule. VA will treat any comments
received in response to the direct final
rule as comments regarding the
proposed rule. VA will consider such
comments in developing a subsequent
final rule. Likewise, VA will consider
any significant adverse comment
received in response to the proposed
rule as a comment regarding the direct
final rule. VA has determined that it is
not necessary to provide a 60-day
comment period for this rulemaking that
would merely align a current regulation
with existing statutory authority and
make a minor modification concerning
determination of the time period during
which veterans are eligible to receive
non-VA care to complete their
treatments. VA has instead specified
that comments must be received within
30 days of publication in the Federal
Register.

Effect of Rulemaking

Title 38 of the Code of Federal
Regulations, as revised by this
rulemaking, represents VA’s
implementation of its legal authority on
this subject. Other than future
amendments to this regulation or
governing statutes, no contrary guidance
or procedures are authorized. All
existing or subsequent VA guidance
must be read to conform with this
rulemaking if possible or, if not
possible, such guidance is superseded
by this rulemaking.

Paperwork Reduction Act

This final rule contains no provisions
constituting a collection of information
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under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501-3521).

Regulatory Flexibility Act

The Secretary hereby certifies that
this regulatory amendment will not
have a significant economic impact on
a substantial number of small entities as
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This rule affects
only VA beneficiaries and does not
affect a substantial number of small
entities. Because this rule updates an
existing regulation to make it consistent
with existing statutory authority and
reflect current and long-standing VA
practices, VA anticipates no additional
expenditures or actions as a result of
this rule. Therefore, under 5 U.S.C.
605(b), this rulemaking is exempt from
the initial and final regulatory flexibility
analysis requirements of sections 603
and 604.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, and other advantages;
distributive impacts; and equity).
Executive Order 13563 (Improving
Regulation and Regulatory Review)
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility. Executive Order
12866 (Regulatory Planning and
Review) defines a “‘significant
regulatory action” requiring review by
the Office of Management and Budget
(OMB) as “‘any regulatory action that is
likely to result in a rule that may: (1)
Have an annual effect on the economy
of $100 million or more or adversely
affect in a material way the economy, a
sector of the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or tribal governments or communities;
(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency; (3)
Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) Raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in this Executive
Order.”

The economic, interagency,
budgetary, legal, and policy
implications of this regulatory action
have been examined, and it has been

determined not to be a significant
regulatory action under Executive Order
12866.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in
expenditures by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more,
adjusted annually for inflation, in any
one year. This final rule will have no
such effect on State, local, and tribal
governments, or on the private sector.

Catalog of Federal Domestic Assistance

The Catalog of Federal Domestic
Assistance numbers and titles for the
programs affected by this document are
64.007, Blind Rehabilitation Centers;
64.008, Veterans Domiciliary Care;
64.009, Veterans Medical Care Benefits;
64.010, Veterans Nursing Home Care;
64.011, Veterans Dental Care; 64.012,
Veterans Prescription Service; 64.013,
Veterans Prosthetic Appliances; 64.014,
Veterans State Domiciliary Care; 64.015,
Veterans State Nursing Home Care;
64.018, Sharing Specialized Medical
Resources; 64.019, Veterans
Rehabilitation Alcohol and Drug
Dependence; 64.022, Veterans Home
Based Primary Care; and 64.024, VA
Homeless Providers Grant and Per Diem
Program.

Signing Authority

The Secretary of Veterans Affairs, or
designee, approved this document and
authorized the undersigned to sign and
submit the document to the Office of the
Federal Register for publication
electronically as an official document of
the Department of Veterans Affairs. John
R. Gingrich, Chief of Staff, Department
of Veterans Affairs, approved this
document on November 19, 2012, for
publication.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug
abuse, Government contracts, Grant
programs—health, Government
programs—veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Mental health
programs, Nursing homes, Reporting
and recordkeeping requirements,
Veterans.

Dated: November 21, 2012.
Robert C. McFetridge,
Director, Regulation Policy and Management,
Office of the General Counsel, Department
of Veterans Affairs.

For the reasons stated in the
preamble, the Department of Veterans
Affairs amends 38 CFR part 17 as
follows:

PART 17—MEDICAL

m 1. The authority citation for part 17
continues to read as follows:

Authority: 38 U.S.C. 501, and as noted in
specific sections.

m 2. Revise § 17.52(a)(2)(ii) to read as
follows:

§17.52 Hospital care and medical services
in non-VA facilities.
* *x %

Ezzi)) * *x %

(ii) A veteran who has been furnished
hospital care, nursing home care,
domiciliary care, or medical services,
and requires medical services to
complete treatment incident to such
care or services (each authorization for
non-VA treatment needed to complete
treatment may continue for up to 12
months, and new authorizations may be
issued by VA as needed), and
* * * * *

[FR Doc. 2012-28778 Filed 11-27—12; 8:45 am|]
BILLING CODE 8320-01-P

POSTAL SERVICE
39 CFR Part 111

New Marking Standards for Parcels
Containing Hazardous Materials

AGENCY: Postal Service™,
ACTION: Final rule.

SUMMARY: The Postal Service is revising
Mailing Standards of the United States
Postal Service, Domestic Mail Manual
(DMM®) 601.10 to adopt new
mandatory marking standards for
parcels containing mailable hazardous
material that will align with the revised
requirements provided by the
Department of Transportation (DOT).
This revision also provides terminology
and categorization changes needed to
respond to the pending elimination of
the “Other Regulated Material”” (ORM—
D) category and the partial elimination
of the “consumer commodity”’ category
by the DOT.

DATES: Effective January 1, 2013.

FOR FURTHER INFORMATION CONTACT:
Kevin Gunther at 202—268-7208.
SUPPLEMENTARY INFORMATION: The Postal
Service will revise DMM 601.10, and
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make corresponding revisions to
Publication 52, Hazardous, Restricted,
and Perishable Mail, chapters 2, 3 and
7, and Appendices A and C, to adopt
new marking standards for parcels
containing mailable hazardous
materials. In August 2012, these
marking standards were added to the
DMM for optional-use by mailers and
supplement the previously authorized
DMM marking standards for parcels
containing mailable hazardous
materials.

With this revision, the Postal Service
will require the use of these markings
on parcels intended for air and surface
transportation. However, the new
markings standards will be deferred for
parcels intended for surface
transportation to coincide with the
delayed implementation date for ground
transportation provided by the DOT.
The new standards, including proposed
implementation dates, are summarized
below.

Mailers should note that any other
marking or documentation requirements
not specifically referenced in this final
rule, including the preparation of a
properly completed shipper’s
declaration, will not be modified or
eliminated by any of the revisions
described herein. It should also be noted
that the adoption of these new standards
is not intended to expand or limit the
mailable materials or quantities
previously permitted under the ORM-D
category.

Background

On January 19, 2011, the DOT’s
Pipeline and Hazardous Materials Safety
Administration (PHMSA) published
final rule HM-215K (76 FR 3308-3389),
which harmonized the requirements of
the U.S. Hazardous Materials
Regulations (HMR) with international
transport requirements. In its Federal
Register final rule, PHMSA signaled its
intent to, among other things, eliminate
the “Other Regulated Material”” (ORM—
D) classification for all forms of
transportation. This change will become
effective on January 1, 2013, for
shipments intended for air
transportation and on January 1, 2015,
for shipments intended for surface
transportation.

In addition to the elimination of the
ORM-D category, PHMSA also
eliminates the “‘consumer commodity”
category for products in hazard Classes
4,5, and 8, as well as a portion of
hazard Class 9, for all shipments
intended for air transportation. This
change will become effective on January
1, 2013. After this date, the mailability
of materials previously falling within
the “‘consumer commodity” category

must be evaluated based on its
eligibility under the limited quantity
category in the HMR.

PHMSA expects that the alignment of
the existing limited quantity provisions
in the HMR with international standards
and regulations will enhance safety by
facilitating a single uniform system of
transporting limited quantity materials.
Because of the inherent risk unique to
air transportation, PHMSA believes that
full harmonization with the
International Civil Aviation
Organization Technical Instructions
(ICAO TI) is necessary with regard to
the materials authorized and the
guidelines for limited quantities
(including consumer commodities)
intended for transport by air. The ICAO
TI also include specific provisions for
air transport of dangerous goods in the
mail, which are much more restrictive
than the general standards. No
dangerous goods are allowed in
international mail, with the exception of
certain infectious substances, certain
patient specimens and certain
radioactive materials as noted in section
135 of Mailing Standards of the United
States Postal Service, International Mail
Manual (IMM®); these materials may be
sent only by authorized mailers for
authorized purposes.

On August 6, 2012, based on the
regulations provided by PHMSA in its
January 19, 2011, Federal Register final
rule, the Postal Service revised the
DMM to incorporate optional marking
standards for parcels containing
mailable hazardous materials. These
standards provided that mailers could
optionally use new marking standards
consistent with the new DOT marking
requirements, or continue to use the
previous USPS® marking standards.

On October 3, 2012, the Postal Service
published a proposed rule in the
Federal Register (77 FR 60334—60339)
to announce its proposal for new
mailing standards to align with PHMSA
regulations provided in the January 19,
2011, notice. The Postal Service
received comments in response to this
proposed rule, which are summarized
later in this notice.

Air Transport Standards for January 1,
2013

The Postal Service will align its
hazardous materials mailing
requirements with those of PHMSA by
requiring the marking standards
described in this final rule on all parcels
intended for air transportation. Effective
January 1, 2013, the optional marking
standards for parcels containing
mailable hazardous materials described
in the August 6, 2012, DMM revision

will become mandatory for materials
intended for air transportation.

Effective January 1, 2013, the Postal
Service will begin to categorize
hazardous materials meeting the current
definition of a mailable ORM-D
material within hazard Classes 4, 5, or
8, and portions of 9, using the
description “mailable limited quantity;”
and will retain the description
“consumer commodity” for all other
mailable hazard classes. The Postal
Service will also revise the DMM to
replace the current ORM-D category for
parcels containing materials intended
for air transportation with the
applicable “consumer commodity” or
the new “mailable limited quantity”
categories.

Mailpieces containing currently
authorized air-eligible consumer
commodities (ORM—-D-AIR) within DOT
Class 2.2 (nonflammable, nontoxic
gasses), Class 3 (flammable and
combustible liquids), Class 6.1 (toxic
substances), and Class 9 (miscellaneous)
will be reclassified under hazard Class
9 (miscellaneous) instead of their
previous “ORM-D-AIR” classification.
Mailpieces containing this material will
also be required to bear the proper
shipping name “Consumer
Commodity,” the Identification Number
“ID8000,” and both the DOT square-on-
point marking including the symbol “Y”
and an approved DOT Class 9 hazardous
material warning label. Mailpieces must
also bear a shipper’s declaration for
dangerous goods.

Mailpieces containing mailable air-
authorized limited quantity Class 9
materials within UN3077, UN3082,
UN3334 and UN3335, will be required
to bear the proper shipping name
“Consumer Commodity,” Identification
Number “ID8000,” and both the DOT
square-on-point marking including the
symbol Y and an approved DOT Class
9 hazardous material warning label.
These are the only Class 9 materials
authorized by the DOT to be shipped
under the limited quantity classification
by domestic air transportation.

Effective January 1, 2013, the Postal
Service will also require the use of other
DOT hazardous warning labels on
packages intended for air transportation,
which contain materials that meet the
current definition of a mailable ORM-D
material in hazard Class 5.1 (oxidizing
substances), hazard Class 5.2 (organic
peroxides) and hazard Class 8
(corrosives). The DOT will no longer
define a consumer commodity category
for these particular hazard classes.
Similarly, the DOT will not define a
consumer commodity in hazard Class 4
(flammable solids); however this will
not have an impact for USPS mailers
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because the Postal Service does not
currently permit hazard class 4
materials in its air transportation
networks. These mailpieces will also be
required to bear the proper shipping
name and Identification Number, as
identified in Publication 52 Appendix
A, both DOT square-on-point marking
(including the symbol “Y”), and the
appropriate approved DOT hazardous
material warning label. Mailpieces must
also bear a shipper’s declaration for
dangerous goods.

Before January 1, 2015, mailable
hazardous materials intended for
surface transportation will continue to
be classified using the ORM-D
categorization. Until that time, mailers
will have the option of continuing to
use the current “ORM-D”’ marking for
materials intended for ground
transportation, or using the new DOT-
authorized ““square-on-point” limited
quantity marking on parcels containing
mailable hazardous materials.

Surface Transport Standards for
January 1, 2015

The Postal Service plans to
implement the final segment of its
alignment with PHMSA by eliminating
the optional ORM-D markings and
categorization for hazardous materials
intended for surface transportation on
January 1, 2015. The use of ORM-D
markings will no longer be permitted for
use with any materials being tendered
for transport within USPS networks,
either by surface or air. After this date,
all mailpieces containing hazardous
materials will be required to be marked
using the appropriate DOT square-on-
point marking.

With this revision, mailable limited
quantity and mailable consumer
commodity materials, when tendered to
the Postal Service, must bear an
approved DOT square-on-point marking.
The use of additional DOT hazardous
material warning labels will not be
required or permitted on parcels
intended for transportation in USPS
ground networks.

Comments

The Postal Service received three
comments in response to the October 3,
2012, proposed rule, with some
commenters addressing more than a
single issue. All commenters were
generally in support of the Postal
Service’s actions to align with DOT
regulations in regards to the mailing of
hazardous materials. These comments
are summarized as follows:

Comment: One commenter questions
why the Postal Service would agree to
adopt PHMSA regulations, provided in
49 Code of Federal Regulations (CFR)

into their mailing standards when the
Postal Service claims to be regulated by
39 CFR.

Response: Although Postal Service
mailing standards are provided in 39
CFR, the Postal Service attempts to
maintain consistency with 49 CFR
whenever possible. Generally, Postal
Service mailing standards are more
restrictive than those provided in 49
CFR, and include many additional
limitations and prohibitions not
applicable to commercial carriers. One
benefit of the Postal Service’s alignment
with PHMSA is that it will provide for
consistency in the marking
requirements for hazardous materials,
whether transported through the Postal
Service or a commercial carrier. Another
benefit to the alignment with PHMSA
regulations is the adoption of common
categorization and terminology. The
Postal Service expects that the use of
terminology common to both the DOT
and USPS will improve the processing
and consistency of rulings on the
mailability of hazardous materials and
will make these rulings more consistent.

Comment: A commenter asks if the
Postal Service intends to provide
appropriate labeling, marking, and
packaging material.

Response: Although the Postal Service
provides mailing supplies and
packaging for customer use with some
postal products, it generally does not
provide supplies expressly for the
purpose of mailing hazardous materials.
The Postal Service does not intend to
modify its current policy as a result of
the changes described in this notice.

Comment: A commenter states that
the DMM revisions provided by the
Postal Service in its October 3, 2012
proposed rule are inconsistent with
Publication 52, as it relates to the
mailability of UN3175, solids containing
flammable liquids, materials. The
commenter notes that Publication 52
limits the mailing of these materials
only to surface transportation.

Response: The Postal Service agrees
and has chosen not to provide an option
for air transportation of these materials.
The Postal Service has revised its
proposed standards accordingly.
Qualifying UN3175 materials may still
be shipped via USPS surface
transportation.

Comment: A commenter states that
the mailing standards provided in the
October 3, 2012, proposed rule
incorrectly imply that all hazardous
materials in hazard Classes 2.2, 3, 6.1,
and 9 are eligible to be reclassified
under Class 9 and permitted to bear the
ID8000 identification number, when
being shipped through the Postal
Service. The commenter recommends

revised language to clarify that this
option is applicable only to articles or
substances that meet the definition of a
consumer commodity in hazard Class 2
(non-toxic aerosols only), Class 3
(packing group II and III only), Division
6.1 (packing group III only), or UN3077
and UN3082 materials that do not have
subsidiary risk and are authorized
aboard passenger aircraft.

Response: It was not the intent of the
Postal Service to either limit or expand
the group of hazardous materials
presently mailable by air transportation.
The Postal Service believes that use of
the language recommended by the
commenter would limit the mailability
of some materials currently accepted for
air transportation. However, the Postal
Service agrees with the commenter that
further clarification is necessary to
specify that only certain materials and
quantities are eligible for air
transportation in USPS networks.
Therefore, the Postal Service will
modify the October 3, 2012, proposed
language to specify that only mailable
air-eligible consumer commodity
materials can be tendered to the Postal
Service for air transportation.

Comment: A commenter expressed
concern that the regulations provided by
PHMSA in its January 19, 2011, Federal
Register final rule relates a false
impression that all hazard Class 3, 6.1
and 9 materials, including lithium
batteries would be eligible to be
reclassified under hazard Class 9 and
permitted to bear the ID8000
identification number.

Response: Without commenting on
the objective of PHMSA relative to the
transport of lithium batteries, the Postal
Service intends to continue to provide
standards unique to the mailing of
lithium batteries and solid carbon
dioxide (dry ice) and will not provide
an option for mailers to classify or mark
parcels containing lithium batteries or
dry ice as ID8000 materials.

Comment: A commenter states that
the Postal Service’s January 1, 2015,
proposed implementation date for the
surface transportation portion of these
standards is premature. This commenter
states that the HMR allows for materials
to classified and marked as ORM-D for
surface transportation until December
31, 2013, and that PHMSA has only
proposed to extend the required date for
these regulations until January 1, 2015.

Response: This commenter is correct
in that PHMSA has only proposed to
delay their implementation until
January 1, 2015, however the Postal
Service expects the extension of their
implementation date to be adopted. The
Postal Service views the timeline for
implementation of the standards
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relating to surface transportation to be
less critical than those for air
transportation and has proposed a
January 1, 2015, implementation date as
the most likely to correspond with the
actual PHMSA effective date. However,
the Postal Service expects to be able to
implement its standards relating to
surface transportation either before or
after PHMSA’s implementation date
without significant issues.

Implementation

The applicable standards contained in
this final rule are effective on January 1,
2013, and will be incorporated into the
DMM on January 27, 2013,
corresponding with the previously
scheduled price change update.

The Postal Service adopts the
following changes to Mailing Standards
of the United States Postal Service,
Domestic Mail Manual (DMM), which is
incorporated by reference in the Code of
Federal Regulations. See 39 CFR part
111.1.

List of Subjects in 39 CFR Part 111

Administrative practice and
procedure, Postal Service.

Accordingly, 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)

* * * * *

600 Basic Standards for All Mailing
Services

601 Mailability

* * * * *

10.0 Hazardous Materials
10.1 Definitions

The following definitions apply:

* * * * *

[Revise 10.1c as follows:]

¢. ORM-D (Other Regulated Material)
material is a limited quantity of a
hazardous material that presents a
limited hazard during transportation
due to its form, quantity, and packaging.
Not all hazardous materials permitted to
be shipped as a limited quantity can
qualify as an ORM-D material. The
ORM-D category is only applicable for
materials intended for ground
transportation. Effective January 1,
2015, the ORM-D category will be
eliminated for materials intended for
surface transportation. After this date,
the mailability of materials previously
fitting the description of ORM-D must
be evaluated based on its eligibility
under the applicable consumer
commodity or mailable limited quantity
categories.

[Revise 10.1d, Consumer Commodity,
by adding a new last sentence as
follows:]

d. * * * The consumer commodity
category will not apply to materials,
intended for air transportation, in
hazard classes 4, 5, and 8, and portions
of hazard Class 9.

[Re-sequence the current 10.1e
through 10.1i as the new 10.1f through
10.1j, and add a new item 10.1e as
follows:]

e. Mailable Limited Quantity is a
hazardous material in hazard Classes 4,
5, 8 or portions of 9 that presents a
limited hazard during transportation
(specifically air transport), and is
mailable in USPS air networks under
certain conditions and in limited

quantities.
* * * * *

10.3 USPS Standards for Hazardous
Material

[Revise 10.3 as follows:]

The USPS standards generally restrict
the mailing of hazardous materials to
ORM-D (permitted for surface
transportation only until January 1,
2015), and consumer commodity or
mailable limited quantity materials that
meet USPS quantity limitations and
packaging requirements. All exceptions
are subject to the standards in 10.0.
Detailed information on the mailability
of specific hazardous materials is
contained in Publication 52, Hazardous,
Restricted, and Perishable Mail.

* * * * *

10.4 Hazard Class

* * * * *

EXHIBIT 10.4 DOT HAZARD CLASSES AND MAILABILITY SUMMARY

Transportation method
Hazard class name and
Class a0 . L . .
division Domestic mail air Domestic mail surface International mail
transportation transportation
* * * * *

[Revise text for hazard Classes 2 and
3, under the “Domestic Mail Air

Transportation” column (only) as
follows:]

Gases

Division—

2.1 Flammable Gases

2.2 Nonflammable, Nontoxic
Gases

2.3 Toxic Gases

Flammable and Combus-
tible Liquids

Division 2.1 and 2.3: Prohib-
ited.

Division 2.2: Only mailable
air-eligible Consumer Com-
modity materials per
10.12.2.

Flammable liquids: Prohibited.

Combustibles: Only mailable
air-eligible Consumer Com-
modity materials per
10.13.3.
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* * * * *

[Revise text for hazard Classes 5 and
6, under the “Domestic Mail Air

Transportation” column (only) as
follows:]

5 o Oxidizing Substances, Or- Only air-eligible Mailable Lim-

ganic Peroxides ited Quantity materials per
Division— 10.15.2.
5.1 Oxidizing Substances
5.2 Organic Peroxides

6 e Toxic Substances and Infec- | Division 6.1: Only mailable

tious Substances air-eligible Consumer Com-
Division— modity materials per
6.1 Toxic Substances 10.16.2.
6.2 Infectious Substances Division 6.2: Only per 10.17.

* * * * * [Revise text for hazard Class 8, under
the “Domestic Mail Air Transportation”
column (only) as follows:]

8 e Corrosives Only Mailable Limited Quan-

tity materials per 10.19.2.

[Revise text for hazard Class 9, under
the “Hazard Class Name and Division”
and ‘“Domestic Mail Air

Transportation” columns (only) as
follows:]

9 Miscellaneous Hazardous Only mailable air-eligible Con-
Materials sumer Commodity materials
ID8000 materials UN3077, per 10.20.
UN3082, UN3334, or
UN3335 materials
* * * * *

10.7 Warning Labels for Hazardous
Materials

[Revise 10.7 as follows:]

With few exceptions as noted in these
standards, most hazardous materials
acceptable for mailing fall within the
current Other Regulated Materials
(ORM-D) regulations of 49 CFR 173.144
for materials intended for surface
transportation, and the consumer
commodity or mailable limited quantity
categories for materials intended for air
transportation. Mailpieces containing
mailable hazardous materials intended
for transportation by air are required to
bear an approved DOT square-on-point
marking under 10.8b and may also be
required to bear a specific DOT
hazardous material warning label (if
required for the hazard class shipped).
Mailpieces containing mailable
hazardous materials must be marked as
required in 10.8 and must bear DOT
handling labels (e.g., orientation arrows,
magnetized materials) when applicable.
Effective January 1, 2015, the ORM-D
category will be eliminated for materials
intended for surface transportation, and
mailpieces containing hazardous
materials intended for surface
transportation will be required to be
marked using the appropriate DOT

square-on-point marking. Also after this
date, the mailability of materials
previously fitting the description of
ORM-D must be evaluated based on its
eligibility under the applicable
consumer commodity or mailable
limited quantity categories.

10.8 Package Markings for Hazardous
Materials

[Revise 10.8 as follows:]

Unless otherwise noted, each
mailpiece containing a mailable
hazardous material must be plainly and
durably marked on the address side
with the required shipping name and
UN identification number. Mailpieces
containing mailable air-eligible
hazardous materials intended for air
transportation must bear a DOT limited
quantity square-on-point marking under
8b. Mailpieces containing mailable
hazardous materials intended for
surface transportation may be entered
and marked under the ORM-D category
before January 1, 2015. After this date,
all parcels containing mailable
hazardous materials must bear the
appropriate DOT square-on-point
marking and other associated markings
when required. The following also
applies:

a. The use of DOT limited quantity
square-on-point markings are required

for mailpieces intended for air
transportation and optional (until
January 1, 2015) for mailpieces intended
for surface transportation (see Exhibit
10.8b). The plain square-on-point
marking is used for shipments sent by
surface transportation, and the square-
on-point marking including the symbol
“Y” superimposed in the center is used
for shipments sent by air transportation.
The following also applies:

1. Markings must be durable, legible
and readily visible.

2. The marking must be applied on at
least one side or one end of the outer
packaging. The border forming the
square-on-point must be at least 2 mm
(0.08 inch) in width and the minimum
dimension of each side must be 100 mm
(3.94 inches), unless the package size
requires a reduced size marking of no
less than 50 mm (1.97 inches) on each
side.

3. For surface transportation, the top
and bottom portions of the square-on-
point and the border forming the square-
on-point must be black and the center
must be white or of a suitable
contrasting background. Surface
shipments containing qualifying ORM—
D materials and bearing the square-on-
point limited quantity marking are not
required to be marked with the shipping
name and identification number.



70900 Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012 /Rules and Regulations

4. For transportation by aircraft, the
top and bottom portions of the square-
on-point and the border forming the
square-on-point must be black and the
center must be white or of a suitable
contrasting background. The symbol
“Y” must be black and located in the
center of the square-on-point and be
clearly visible. Mailpieces intended for
transport by air must also be marked
with the proper shipping name,
identification number, and must also
display the appropriate DOT hazardous
material warning label (only when
required for the hazard class shipped) in
accordance with Publication 52.

b. The UN identification number is
not required on mailpieces containing
ORM-D materials and intended for
surface transportation. A mailable
ORM-D material must be marked on the
address side with “ORM-D"’ (or marked
under 10.8a) immediately following, or
below the proper shipping name. The
proper shipping name for a mailable
ORM-D material is “consumer
commodity.” The designation “ORM-
D’ must be placed within a rectangle
that is approximately 6.3 mm (V4 inch)
larger on each side than the applicable
designation. Mailpieces containing
ORM-D materials sent as Standard Mail,
Parcel Post, Parcel Select, or Package
Services must also be marked on the
address side as “Surface Only” or
“Surface Mail Only.”

* * * * *

10.9 Shipping Papers for Hazardous
Materials

* * * Shipping papers are required as
follows:

* * * * *

[Revise 10.9a and 10.9b to update
product references as follows:]

a. Air transportation requirements.
Except for nonregulated materials sent
under 10.17.3 or 10.17.8 and diagnostic
specimens sent under 10.17.5,
mailpieces containing mailable
hazardous materials sent as Express
Mail, Priority Mail, First-Class Mail, or
First-Class Package Service, must
include a shipping paper.

b. Surface transportation
requirements. Except for nonregulated
materials sent under 10.17.3 or 10.17.8
and mailable ORM-D materials,
mailpieces containing mailable
hazardous materials sent as Standard
Mail, Parcel Post, Parcel Select, or
Package Services, must include a

shipping paper.
10.10 Air Transportation Prohibitions
for Hazardous Materials

[Revise the introductory paragraph of

10.10 to update product references as
follows:]

All mailable hazardous materials sent
as Express Mail, Priority Mail, First-
Class Mail, or First-Class Package
Service, must meet the requirements for
air transportation. The following types
of hazardous materials are always
prohibited on air transportation

regardless of class of mail:
* * * * *

10.12 Gases (Hazard Class 2)

* * * * *

10.12.2 Mailability

[Revise the third and fourth sentences
of 10.12.2 as follows:]

* * * Flammable gases in Division
2.1 are prohibited in domestic mail via
air transportation but are permitted via
surface transportation if the material can
qualify as an ORM-D material (or after
January 1, 2015, a consumer commodity
material) and meet the standards in
10.12.3 and 10.12.4. Mailable
nonflammable gases in Division 2.2 are
generally permitted in the domestic
mail via air or surface transportation if
the material can qualify as an ORM-D
material when intended for surface
transportation, or as a consumer
commodity material when intended for
air transportation, and also meet the
standards in 10.12.3 and 10.12.4.

* * * * *

10.12.4 Marking

[Revise the second sentence and add
a new third sentence for 10.12.4 as
follows:]

* * * For air transportation, packages
must bear the DOT square-on-point
marking including the symbol “Y,” an
approved DOT Class 9 hazardous
material warning label, Identification
Number “ID8000,” and the proper
shipping name ‘“Consumer
Commodity.” Mailpieces must also bear
a shipper’s declaration for dangerous
goods.

10.13 Flammable and Combustible
Liquids (Hazard Class 3)

* * * * *

10.13.2 Flammable Liquid Mailability

[Revise the third sentence of the
introductory paragraph of 10.13.2 as
follows:]

* * * Other flammable liquid is
prohibited in domestic mail via air
transportation but is permitted via
surface transportation if the material can
qualify as an ORM-D material (or after
January 1, 2015, a consumer commodity
material) and meet the following
conditions as applicable:

[Revise 10.13.2a and 2b as follows:]

a. The flashpoint is above 20 °F (-7
°C) but no more than 73 °F (23 °C); the

liquid is in a metal primary receptacle
not exceeding 1 quart, or in another type
of primary receptacle not exceeding 1
pint, per mailpiece; enough cushioning
surrounds the primary receptacle to
absorb all potential leakage; the
cushioning and primary receptacle are
packed within a securely sealed
secondary container that is placed
within a strong outer shipping
container; and each mailpiece is plainly
and durably marked on the address side
with “Surface Only” or “Surface Mail
Only” and “ORM-D” immediately
following or below the proper shipping
name (or with a DOT square-on-point
marking under 10.8b).

b. The flashpoint is above 73 °F (23
°C) but less than 100 °F (38 °C); the
liquid is in a metal primary receptacle
not exceeding 1 gallon, or in another
type of primary receptacle not
exceeding 1 quart, per mailpiece;
enough cushioning surrounds the
primary receptacle to absorb all
potential leakage; the cushioning and
primary receptacle are placed within a
securely sealed secondary container that
is placed within a strong outer shipping
container; and each mailpiece is plainly
and durably marked on the address side
with “Surface Only” or “Surface Mail
Only” and “ORM-D” immediately
following or below the proper shipping
name (or with a DOT square-on-point
marking under 10.8b).

10.13.3 Combustible Liquid
Mailability

[Revise the second sentence of the
introductory paragraph of 10.13.3 as
follows:]

* * * Combustible liquid is
permitted in domestic mail if the
material can qualify as an ORM-D
material, when intended for ground
transportation or a consumer
commodity material, when intended for
air transportation, and when the
following conditions are met as
applicable:

[Revise 10.13.3a as follows:]

a. For surface transportation, if the
flashpoint is 100 °F (38 °C) but no more
than 141 °F (60.5 °C); the liquid is in a
metal primary receptacle not exceeding
1 gallon, or in another type of primary
receptacle not exceeding 1 quart, per
mailpiece; enough cushioning
surrounds the primary receptacle to
absorb all potential leakage; the
cushioning and primary receptacle are
packed in a securely sealed secondary
container that is placed within a strong
outer shipping container; and each
mailpiece is plainly and durably marked
on the address side with “Surface Only”
or “Surface Mail Only” and “ORM-D”
immediately following or below the
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proper shipping name (or with a DOT
square-on-point marking under 10.8b).

[Revise 10.13.3b as follows:]

b. For surface or air transportation, if
the flashpoint is above 141 °F (60.5 °C)
but no more than 200 °F (93 °C); the
liquid is in a primary receptacle not
exceeding 1 gallon per mailpiece;
enough cushioning surrounds the
primary receptacle to absorb all
potential leakage; the cushioning and
primary receptacle are packed in a
securely sealed secondary container that
is placed within a strong outer shipping
container. For surface transportation,
each mailpiece must be plainly and
durably marked on the address side
with “ORM-D” immediately following
or below the proper shipping name; and
each piece must be marked on the
address side as ““Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol “Y,” an approved
DOT Class 9 hazardous material
warning label, Identification Number
“ID8000,” the proper shipping name
“Consumer Commodity,” and a
shipper’s declaration for dangerous
goods.

* * * *

10.14 Flammable Solids (Hazard Class
4)

* * * * *

10.14.2 Mailability

[Revise the last sentence of 10.14.2 as
follows:]

* * * A flammable solid that can
qualify as an ORM-D material (or after
January 1, 2015, a mailable limited
quantity material) is permitted in
domestic mail via surface transportation
if the material is contained in a secure
primary receptacle having a weight of 1
pound or less; the primary receptacle(s)
is packed in a strong outer shipping
container with a total weight of 25
pounds or less per mailpiece; and each
mailpiece is plainly and durably marked
on the address side with “Surface Only”
or “Surface Mail Only” and “ORM-D”
immediately following or below the
proper shipping name (or with a DOT

square-on-point marking under 10.8b).
* * * * *

10.15 Oxidizing Substances, Organic
Peroxides (Hazard Class 5)

* * * * *

10.15.2 Mailability

[Revise 10.15.2 as follows:]

Oxidizing substances and organic
peroxides are prohibited in
international mail. Class 5 materials are

permitted in domestic mail if the
material can qualify as an ORM-D
material (until January 1, 2015), when
intended for ground transportation; or
an air-eligible mailable limited quantity
material, when intended for air
transportation. Liquid materials must be
enclosed within a primary receptacle
having a capacity of 1 pint or less; the
primary receptacle(s) must be
surrounded by absorbent cushioning
material and held within a leak-resistant
secondary container that is packed
within a strong outer shipping
container. Solid materials must be
contained within a primary receptacle
having a weight capacity of 1 pound or
less; the primary receptacle(s) must be
surrounded with cushioning material
and packed within a strong outer
shipping container. Each mailpiece may
not exceed a total weight of 25 pounds.
For surface transportation, each
mailpiece must be plainly and durably
marked on the address side with
“ORM-D” immediately following or
below the proper shipping name; and
each piece must be marked on the
address side as ““Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol ““Y,” the
appropriate approved DOT Class 5.1 or
5.2 hazardous material warning label,
the identification number, the proper
shipping name, and a shipper’s
declaration for dangerous goods.

10.16 Toxic Substances (Hazard Class
6, Division 6.1)

* * * * *

10.16.2 Mailability

[Revise the second sentence of 10.16.2
as follows:]

* * * For domestic mail, a Division
6.1 toxic substance or poison that can
qualify as an ORM-D material (until
January 1, 2015) when intended for
ground transportation, or a mailable air-
eligible consumer commodity material
when intended for air transportation, is
permitted when packaged under the
applicable requirements in 10.16.4.

* *x %

* * * * *

10.16.4 Packaging and Marking

The following requirements must be
met, as applicable:

[Revise 16.4a as follows:]

a. A toxic substance that can qualify
as an ORM-D material (until January 1,
2015) when intended for ground
transportation, or a mailable air-eligible
consumer commodity material when
intended for air transportation, and does

not exceed a total capacity of 8 ounces
per mailpiece is permitted if: The
material is held in a primary
receptacle(s); enough cushioning
material surrounds the primary
receptacle to absorb all potential
leakage; and the cushioning and
primary receptacle(s) are packed in
another securely sealed secondary
container that is placed within a strong
outer shipping container. For surface
transportation, each mailpiece must be
plainly and durably marked on the
address side with “ORM-D”
immediately following or below the
proper shipping name; and each piece
must be marked on the address side as
“Surface Only” or “Surface Mail Only”
(or with a DOT square-on-point marking
under 10.8b). For air transportation,
packages must bear the DOT square-on-
point marking including the symbol
“Y,” an approved DOT Class 9
hazardous material warning label,
Identification Number “ID8000,” the
proper shipping name “Consumer
Commodity,” and a shipper’s

declaration for dangerous goods.
* * * * *

10.19 Corrosives (Hazard Class 8)

* * * * *

10.19.2 Mailability

[Revise the second sentence of the
introductory paragraph of 10.19.2 as
follows:]

* * * A corrosive that can qualify as
an ORM-D material (until January 1,
2015), when intended for ground
transportation; or an air-eligible
mailable limited quantity material,
when intended for air transportation, is
permitted in domestic mail via air or
surface transportation subject to these
limitations:

* * * * *

10.19.3 Marking

[Revise 10.19.3 as follows:]

For surface transportation, each
mailpiece must be plainly and durably
marked on the address side with
“ORM-D” immediately following or
below the proper shipping name; and
each piece must be marked on the
address side as “Surface Only” or
“Surface Mail Only” (or with a DOT
square-on-point marking under 10.8b).
For air transportation, packages must
bear the DOT square-on-point marking
including the symbol “Y,” the
appropriate approved DOT Class 8
hazardous material warning label, the
identification number, the proper
shipping name, and a shipper’s
declaration for dangerous goods.
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10.20 Miscellaneous Hazardous
Materials (Hazard Class 9)

* * * * *

10.20.2 Mailability

[Revise the second sentence of 10.20.2
as follows:]

* * * A miscellaneous hazardous
material that can qualify as an ORM-D
material (until January 1, 2015) when
intended for ground transportation, or a
mailable air-eligible consumer
commodity material when intended for
air transportation, is permitted for
domestic mail via air or surface
transportation, subject to the applicable
49 CFR requirements.

10.20.3 Marking

[Revise 10.20.3 as follows:]

For surface transportation, the
mailpiece must be plainly and durably
marked on the address side with
“Surface Only” or “Surface Mail Only”
and “ORM-D” immediately following
or below the proper shipping name (or
with a DOT square-on-point marking
under 10.8b). For air transportation,
packages must bear the DOT square-on-
point marking including the symbol
“Y,” an approved DOT Class 9
hazardous material warning label,
Identification Number “ID8000,” the
proper shipping name “Consumer
Commodity,” and a shipper’s
declaration for dangerous goods.

* * * * *

We will publish an appropriate
amendment to 39 CFR part 111 to reflect
these changes.

Stanley F. Mires,

Attorney, Legal Policy and Legislative Advice.
[FR Doc. 2012-28673 Filed 11-27-12; 8:45 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0644; FRL-9366—1]
Fenpropathrin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of fenpropathrin
in or on multiple commodities which
are identified and discussed later in this
document. Interregional Research
Project Number 4 (IR—4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
November 28, 2012. Objections and

requests for hearings must be received
on or before January 28, 2013, 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-2009-0644, 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), EPA West
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:
Laura Nollen, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 305—7390; email address:
nollen.laura@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

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

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

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

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0644 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 28, 2013. 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—
2009-0644, 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.htm.
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 October 7,
2009 (74 FR 51597) (FRL-8792-7), EPA
issued a notice pursuant to FFDCA
section 408(d)(3), 21 U.S.C. 346a(d)(3),
announcing the filing of a pesticide
petition (PP 9E7594) by IR-4, 500
College Road East, Suite 201W,
Princeton, NJ 08540. The petition
requested that 40 CFR 180.466 be
amended by establishing tolerances for


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
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residues of the insecticide
fenpropathrin, alpha-cyano-3-phenoxy-
benzyl 2,2,3,3-
tetramethylcyclopropanecarboxylate, in
or on acerola, feijoa, guava, jaboticaba,
passionfruit, starfruit and wax jambu at
1.5 parts per million (ppm); longan,
lychee, pulasan, rambutan and Spanish
lime at 3.0 ppm; atemoya, biriba,
cherimoya, custard apple, ilama,
soursop and sugar apple, at 1.0 ppm;
and tea at 2.0 ppm. That notice
referenced a summary of the petition
prepared on behalf of IR—4 by Valent
USA Corporation, the registrant, which
is available in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the proposed tolerances for several
commodities. The Agency has also
revised the tolerance expression for all
established commodities to be
consistent with current Agency policy.
The reasons for these changes are
explained in Unit IV.C.

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

A. Toxicological Profile

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

Fenpropathrin is a member of the
pyrethroid class of insecticides.
Pyrethroids have historically been
classified into two groups—Type I and
Type II, based on chemical structure
and toxicological effects. Type I
pyrethroids induce in rats a syndrome
consisting of aggressive sparring, altered
sensitivity to external stimuli,
hyperthermia, and fine tremors,
progressing to whole-body tremors, and
prostration (T-syndrome). Type II
pyrethroids, which contain an alpha-
cyano moiety, produce in rats a
syndrome that includes pawing,
burrowing, salivation, hypothermia, and
coarse tremors leading to
choreoathetosis (CS-syndrome).
Fenpropathrin is a mixed type
pyrethroid because the biochemical
responses and resulting clinical signs of
neurotoxicity are intermediate between
those of Type I and Type II pyrethroids.
The adverse outcome pathway shared
by pyrethroids involves the ability to
interact with voltage-gated sodium
channels in the central and peripheral
nervous systems, leading to changes in
neuron firing and, ultimately,
neurotoxicity.

Fenpropathrin exhibits high acute
toxicity via the oral and dermal routes,
but low toxicity via the inhalation route
of exposure. Fenpropathrin is a mild eye
irritant, but does not cause dermal
irritation or skin sensitization.
Toxicological effects characteristic of
Type I pyrethroids were seen in most of
the experimental toxicology studies
including the acute, subchronic, and
developmental neurotoxicity studies,
subchronic studies in the rat and dog,
the chronic carcinogenicity study in the
rat, the developmental studies in the rat
and rabbit, and in the 3-generation
reproduction study in rats. Tremors
were the most common indication of
neurotoxicity; however, ataxia,
increased sensitivity (e.g., heightened
response) to external stimuli,
convulsions, and increased auditory
startle response were also observed.

In developmental toxicity studies in
rats and rabbits, maternal toxicity
included neurological effects such as
ataxia, sensitivity to external stimuli,
tremors in the rat, and flicking of

forepaws in the rabbit. Developmental
effects were limited to incomplete or
asymmetrical ossification of sternebrae
at the maternally toxic dose in the rat.
There were no developmental effects in
the rabbit. There were no indications of
immunotoxicity in any of the guideline
studies, including the immunotoxicity
study in rats. In a 3-generation
reproduction study in the rat, maternal
and offspring effects were observed at
the mid- and high-dose. At the high
dose, maternal effects included
increased deaths and clinical signs of
toxicity (tremors, muscle twitches, and
increased sensitivity) during lactation.
Pup deaths were noted at this level. At
the mid-dose, minimal signs of
treatment-related effects were observed
for both adults and pups, reducing
concern for quantitative or qualitative
sensitivity.

There was no evidence of
carcinogenicity in either the rat or
mouse long-term dietary studies, nor
was there any mutagenic activity in
bacteria or cultured mammalian cells.
Fenpropathrin has been classified as
“not likely to be carcinogenic to
humans.”

Specific information on the studies
received and the nature of the adverse
effects caused by fenpropathrin as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in the document,
“Fenpropathrin. Human Health Risk
Assessment for Section 3 Registration
on Tropical Fruit and a Request for a
Tolerance without U.S. Registration on
Tea” at pp 40—45 in docket ID number
EPA-HQ-OPP-2009-0644.

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
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of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect

expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/

riskassess.htm. A summary of the
toxicological endpoints for
Fenpropathrin used for human risk
assessment is shown in the following
Table.

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

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety
factors

RfD, PAD for risk
assessment

Study and toxicological effects

Acute dietary (General population, including
children > 6 years old).

Acute dietary (< 6 years old)

Wolansky BMDL;sp = aRfD = 0.05 mg/kg/

5.0 mg/kg. day.
UFs = 10X aPAD = 0.05 mg/kg/
UFy = 10X day.
FQPA SF = 1X
Wolansky BMDL;sp = aRfD = 0.05 mg/kg/
5.0 mg/kg. day.
UFA = 10X aPAD = 0.017 mg/kg/
UFy = 10X day.
FQPA SF = 3X

Wolansky BMD;sp = 6.4 mg/kg based on de-
creased motor activity.

Wolansky BMD;sp = 6.4 mg/kg based on de-
creased motor activity.

Chronic dietary (All populations)

Cancer (Oral, dermal, inhalation)

Because of the rapid reversibility of the most sensitive neurotoxicity endpoint used for quanti-
fying risks, there is no increase in hazard with increasing dosing duration. Therefore, the
acute dietary endpoint is protective of the endpoints from repeat dosing studies, including

chronic dietary exposures.

Fenpropathrin has been classified as “not likely to be carcinogenic to humans.” Cancer risk is
not of concern.

FQPA SF = Food Quality Protection Act Safety Factor. mg/kg/day = milligram/kilogram/day. PAD = population adjusted dose (a = acute, ¢ =
chronic). RfD = reference dose. UF = uncertainty factor. UFs = extrapolation from animal to human (interspecies). UFy = potential variation in
sensitivity among members of the human population (intraspecies). BMD = Benchmark Dose Analysis. BMD,sp = dose level where effect is 1SD
from control value. BMDL,sp - lower 95% confidence limit of the BMD value.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to fenpropathrin, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing fenpropathrin tolerances in 40
CFR 180.466. EPA assessed dietary
exposures from fenpropathrin 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 fenpropathrin. In estimating acute
dietary exposure, EPA used food
consumption information from the U.S.
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA utilized percent crop
treated (PCT) estimates and tolerance
level residues, distributions of field trial
values, and distributions of Pesticide
Data Program (PDP) monitoring data.

Residue distributions were used for
the commodities that made the most
significant contributions to the risk
estimates. Distributions of USDA’s PDP
monitoring data from 2007 through 2010

were used for broccoli (translated to
Chinese mustard cabbage and
cauliflower), watermelon, squash,
oranges (translated to tangerines),
apples, apple juice, pears, blueberries
(translated to huckleberries), grapes,
grape juice, and strawberries.
Distributions of field trial data were
used for cherries, peaches, plums,
grapefruit, raspberries, blackberries,
apricots, cabbage, papaya, olives,
tomatoes, cucumbers, Brussels sprouts,
and guava. Tolerance-level residues
were assumed for all other commodities
having existing or proposed tolerances.
Dietary Exposure Evaluation Model
(DEEM) default processing factors were
used for those commodities for which
they were available. In some cases,
empirical processing factors were used.
ii. Chronic exposure. Based on the
data summarized in Unit IIL. A., there is
no bincrease in hazard from repeated
exposures to fenpropathrin; the acute
dietary exposure assessment is
protective for chronic dietary exposures
because acute exposure levels are higher
than chronic exposure levels.
Accordingly, a dietary exposure
assessment for the purpose of assessing
chronic dietary risk was not conducted.
iii. Cancer. Based on the data
summarized in Unit IIL.A., EPA has
concluded that fenpropathrin does not

pose a cancer risk to humans. Therefore,
a dietary exposure assessment for the
purpose of assessing cancer risk is
unnecessary.

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

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

¢ Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.
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e Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
FFDCA section 408(b)(2)(F), EPA may
require registrants to submit data on
PCT.

The Agency estimated the PCT for
existing uses as follows:

Apples, 15%; apricots, 2.5%;
blueberries, 2.5%; broccoli, 2.5%;
Brussels sprouts, 10%; cabbage, 2.5%;
cauliflower, 2.5%; cherries, 5%; cotton,
2.5%; cucumbers, 2.5%; grapefruit,
35%; grapes, 10%; nectarines, 2.5%;
oranges, 35%; peaches, 2.5%; pears,
10%; plums, 2.5%; prune plums, 2.5%;
squash, 2.5%; strawberries, 50%;
tangerines, 15%; tomatoes, 10%; and
watermelons, 2.5%.

In most cases, EPA uses available data
from U.S. Department of Agriculture/
National Agricultural Statistics Service
(USDA/NASS), proprietary market
surveys, and the National Pesticide Use
Database for the chemical/crop
combination for the most recent 6 to 7
years. EPA uses an average PCT for
chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than 1.
In those cases, 1% is used as the average
PCT and 2.5% is used as the maximum
PCT. EPA uses a maximum PCT for
acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit II1.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of

significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which fenpropathrin may be applied in
a particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for fenpropathrin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
fenpropathrin. 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 First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
fenpropathrin for acute exposures are
estimated to be 10.3 parts per billion
(ppb) for surface water and 0.005 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 10.3 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).
Fenpropathrin 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.”

The Agency is required to consider
the cumulative risks of chemicals

sharing a common mechanism of
toxicity. The Agency has determined
that the pyrethroids and pyrethrins,
including fenpropathrin, share a
common mechanism of toxicity. The
members of this group share the ability
to interact with voltage-gated sodium
channels, ultimately leading to
neurotoxicity. The cumulative risk
assessment for the pyrethroids/
pyrethrins was published in the
November 9, 2011 issue of the Federal
Register (76 FR 69726) (FRL 8888-9),
and is available at http://
www.regulations.gov in the public
docket, EPA-HQ—OPP-2011-0746.
Further information about the
determination that pyrethroids and
pyrethrins share a common mechanism
of toxicity may be found in document
ID: EPA-HQ- OPP-2008-0489-0006.

The Agency has conducted a
quantitative analysis of the proposed
tolerances for fenpropathrin and has
determined that it will not contribute
significantly or change the overall
findings presented in the pyrethroid
cumulative risk assessment. In the
cumulative assessment for pyrethroids,
residential exposures were the greatest
contributor to the total exposure. As
there are no residential uses for
fenpropathrin, the proposed new uses
will have no impact on the residential
component of the cumulative risk
estimates.

Dietary exposures make a minor
contribution to the total pyrethroid
exposure. The dietary exposure
assessment performed in support of the
pyrethroid cumulative assessment was
much more highly refined than that
performed for the single chemical,
fenpropathrin. In addition, for the
fenpropathrin risk assessment, the most
sensitive apical endpoint in the
fenpropathrin database was selected to
derive the POD. Additionally, the POD
selected for fenpropathrin is specific to
fenpropathrin, whereas the POD
selected for the cumulative assessment
was based on common mechanism of
action data that are appropriate for all
20 pyrethroids included in the
cumulative assessment. The proposed
food uses of fenpropathrin will not
contribute significantly or change the
overall findings in the pyrethroid
cumulative risk assessment, as the
dietary risks are a minor component of
total pyrethroid cumulative risk. For
information regarding EPA’s efforts to
evaluate the risk of exposure to
pyrethroids, refer to http://
www.epa.gov/oppsrrd1/reevaluation/
pyrethroids-pyrethrins.html.


http://www.epa.gov/oppsrrd1/reevaluation/pyrethroids-pyrethrins.html
http://www.epa.gov/oppsrrd1/reevaluation/pyrethroids-pyrethrins.html
http://www.epa.gov/oppsrrd1/reevaluation/pyrethroids-pyrethrins.html
http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/oppefed1/models/water/index.htm
http://www.regulations.gov
http://www.regulations.gov

70906 Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012 /Rules and Regulations

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 fenpropathrin toxicity database
includes developmental toxicity studies
in rats and rabbits and a 3-generation
reproduction study in rats, and a
developmental neurotoxicity (DNT)
study in rats. There was no evidence of
increased qualitative or quantitative
susceptibility noted in any of these
studies. This lack of susceptibility is
consistent with the results of the
guideline prenatal and postnatal testing
for other pyrethroid pesticides.

There are several in vitro and in vivo
studies that indicate pharmacodynamic
contributions to pyrethroid toxicity are
not age-dependent. A study of the
toxicity database for pyrethroid
chemicals also noted no residual
uncertainties regarding age-related
sensitivities for the young, based on the
absence of prenatal sensitivity observed
in 76 guideline studies for 24
pyrethroids and the scientific literature.
However, high-dose studies at LDsg
doses noted that younger animals were
more susceptible to the toxicity of
pyrethroids. These age-related
differences in toxicity are principally
due to age-dependent pharmacokinetics;
the activity of enzymes associated with
the metabolism of pyrethroids increases
with age. Nonetheless, the typical
environmental exposures to pyrethroids
are not expected to overwhelm the
clearance capacity in juveniles. In
support, at a dose of 4.0 milligrams/
kilogram (mg/kg) for deltamethrin (near
the Wolansky study LOAEL value of 3.0
mg/kg for deltamethrin), the change in
the acoustic startle response was similar
between adult and young rats.

3. Conclusion. EPA is reducing the
FQPA SF to 3X for infants and children
less than 6 years of age. For the general
population, including children greater
than 6 years of age, EPA is reducing the

FQPA SF to 1X. The decisions regarding
the FQPA SF being used are based on
the following considerations:

i. The toxicity database for
fenpropathrin is not complete. While
the database is considered to be
complete with respect to the guideline
toxicity studies for fenpropathrin, EPA
lacks additional data to address the
potential for juvenile sensitivity to all
pyrethroids. In light of the literature
studies indicating a possibility of
increased sensitivity to fenpropathrin in
juvenile rats at high doses, EPA has
requested proposals for study protocols
which could identify and quantify
fenpropathrin’s potential juvenile
sensitivity. The reasons discussed in
Unit II1.D.3.ii, and the uncertainty
regarding the protectiveness of the
intraspecies uncertainty factor raised by
the literature studies warrant
application of an additional 3X for risk
assessments for infants and children
less than 6 years of age.

ii. There is no evidence that
fenpropathrin results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in a 3-generation rat
reproduction study. This is consistent
with the results of the guideline pre-
natal and postnatal testing for other
pyrethroid pesticides. There are,
however, high dose LDs, studies
(studies assessing what dose results in
lethality to 50 percent of the tested
population) in the scientific literature
indicating that pyrethroids can result in
increased quantitative sensitivity in the
young. Examination of pharmacokinetic
and pharmacodynamic data indicates
that the sensitivity observed at high
doses is related to pyrethroid age-
dependent pharmacokinetics, the
activity of enzymes associated with the
metabolism of pyrethroids. Predictive
pharmacokinetic models indicate that
the differential adult-juvenile
pharmacokinetics will result in
otherwise equivalent administered
doses for adults and juveniles producing
a 3X greater dose at the target organ in
juveniles compared to adults.

No evidence of increased quantitative
or qualitative susceptibility was seen in
the pyrethroid scientific literature
related to pharmacodynamics (the effect
of pyrethroids at the target tissue) both
with regard to interspecies differences
between rats and humans and to
differences between juveniles and
adults. Specifically, there are in vitro
pharmacodynamic data and in vivo data
indicating similar responses between
adult and juvenile rats at low doses and
data indicating that the rat is a
conservative model compared to the
human based on species-specific

pharmacodynamics of homologous
sodium channel isoforms in rats and
humans.

In light of the high dose literature
studies showing juvenile sensitivity to
pyrethroids and the absence of the
requested data on juvenile sensitivity to
pyrethroids, EPA is retaining a 3X
additional safety factor as estimated by
pharmacokinetic modeling. For several
reasons, EPA concludes there are
reliable data showing that a 3X factor is
protective of the safety of infants and
children. First, the high doses that
produced juvenile sensitivity in the
literature studies are well above normal
dietary exposure levels of pyrethroids to
juveniles and these lower levels of
exposure are not expected to overwhelm
the ability to metabolize pyrethroids as
occurred with the high doses used in
the literature studies. This is confirmed
by the lack of a finding of increased
sensitivity in prenatal and postnatal
guideline studies in any pyrethroid,
including fenpropathrin, despite the
relatively high doses used in those
studies. Second, the portions of both the
inter- and intraspecies uncertainty
factors that account for potential
pharmacodynamic differences
(generally considered to be
approximately 3X for each factor) are
likely to overstate the risk of inter- and
intraspecies pharmacodynamic
differences given the data showing
similarities in pharmacodynamics
between juveniles and adults and
between humans and rats. Finally, as
indicated, pharmacokinetic modeling
only predicts a 3X difference between
juveniles and adults.

iii. There are no residual uncertainties
identified in the exposure databases.
Although the acute dietary exposure
estimates are refined, as described in
Unit [II.C.1.i., the exposure estimates
will not underestimate risk for the
established and proposed uses of
fenpropathrin. The residue levels used
are based on distributions of residues
from field trial data, monitoring data
reflecting actual residues found in the
food supply, and tolerance-level
residues for several commodities; the
use of estimated PCT information; and,
when appropriate, processing factors
measured in processing studies or
default high-end factors representing the
maximum concentration of residue into
a processed commodity. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to fenpropathrin
in drinking water. These assessments
will not underestimate the exposure and
risks posed by fenpropathrin.

Further information about the
reevaluation of the FQPA SF for
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pyrethroids may be found in document
ID: EPA-HQ-OPP-2011-0746-0011, at
regulations.gov.

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-
term, intermediate-term, 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
fenpropathrin will occupy 97% of the
aPAD for children 3 to 5 years old, the
population group receiving the greatest
exposure from the dietary assessment
for infants and children less than 6
years old; and 27% of the aPAD for
children 6 to 12 years old, the
population group receiving the greatest
exposure from the dietary assessment
for the general population other than
children less than 6 years old.

2. Chronic risk. Based on the data
summarized in Unit IIL.A., there is no
increase in hazard with increasing
dosing duration. Furthermore, chronic
dietary exposures will be lower than
acute exposures. Therefore, the acute
aggregate assessment is protective of
potential chronic aggregate exposures.

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

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 no intermediate-term adverse
effect was identified, fenpropathrin is
not expected to pose an intermediate-
term risk.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
fenpropathrin 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
fenpropathrin residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

An adequate enforcement
methodology utilizing gas
chromatography with electron capture
detection (GC/ECD, Residue Method
Number RM—-22-4) is available to
enforce the tolerance expression.

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

B. International Residue Limits

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

The Codex has established MRLs for
fenpropathrin in or on tea, green and
black at 2.0 ppm. Using the
Organization for Economic Cooperation
and Development (OECD) MRL
calculation procedures, the
recommended U.S. tolerance for tea,

dried would be 3.0 ppm. However, for
the purposes of harmonization of the
U.S. tolerance with the established
Codex MRL, EPA is recommending the
tolerance of 2.0 ppm for tea, dried. The
Agency considers this tolerance level to
be adequate because the highest field
trial value noted for tea, dried was 1.38

ppm.
C. Revisions to Petitioned-for Tolerances

Based on the data supporting the
petitions, EPA revised the proposed
tolerances on acerola, feijoa, guava,
jaboticaba, passionfruit, startfruit and
wax jambu from 1.5 ppm to 3.0 ppm;
longan, lychee, pulasan, rambutan, and
Spanish lime from 3.0 ppm to 7.0 ppm;
and atemoya, birba, cherimoya, custard
apple, ilama, soursop, and sugar apple,
from 1.0 ppm to 1.5 ppm. The Agency
revised these tolerance levels based on
analysis of the residue field trial data
using the OECD tolerance calculation
procedures. EPA also revised the
proposed commodity definition for tea
to tea, dried in order to reflect the
Agency’s commodity nomenclature.

Finally, the Agency has revised the
tolerance expression to clarify (1) that,
as provided in FFDCA section 408(a)(3),
the tolerance covers metabolites and
degradates of fenpropathrin not
specifically mentioned; and (2) that
compliance with the specified tolerance
levels is to be determined by measuring
only the specific compounds mentioned
in the tolerance expression.

V. Conclusion

Therefore, tolerances are established
for residues of fenpropathrin, alpha-
cyano-3-phenoxy-benzyl 2,2,3,3-
tetramethylcyclopropanecarboxylate, in
or on acerola, feijoa, guava, jaboticaba,
passionfruit, starfruit and wax jambu at
3.0 ppm; longan, lychee, pulasan,
rambutan and Spanish lime, at 7.0 ppm;
atemoya, biriba, cherimoya, custard
apple, ilama, soursop and sugar apple,
at 1.5 ppm; and tea, dried at 2.0 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
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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 tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This 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
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act 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: November 15, 2012.
Lois Rossi,
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 § 180.466, paragraph (a), revise
the introductory text, alphabetically add
the following commodities and footnote
1 to the table to read as follows:

§180.466 Fenpropathrin; tolerances for
residues.

(a) General. Tolerances are
established for residues of
fenpropathrin, including its metabolites
and degradates, in or on the
commodities in the following table.
Compliance with the tolerance levels
specified below is to be determined by
measuring only fenpropathrin (alpha-
cyano-3-phenoxy-benzyl 2,2,3,3
tetramethylcyclopropanecarboxylate).

Commodity anritlﬁ Opner
Acerola ......coooeeviiee s 3.0
Atemoya ........ccceceeeiiiiiiene. 1.5
Biriba .....cooocieiie 15
Cherimoya .......ccccvvieenenene 1.5
Custard apple ......ccccoceeveeneen. 15
Feijoa .....coooniiiiiiiiiis 3.0
GUAVA e 3.0
llama ....oooiiiiieee 15
Jaboticaba .... 3.0
Longan .......cccceveeiiiiiiiiees 7.0
Lychee .....ccooooiviieiiiiiiiiieee 7.0

Commodity P?n'itlﬁ O%er
Passionfruit ........cccccceeeeieenne 3.0
Pulasan ........cccoceiiiiiiiiinne 7.0
Rambutan ........ccccccveiiieee 7.0
Soursop ......... 1.5
Spanish lime 7.0
Starfruit ... 3.0
Sugar apple .....ccoceeiiiniieenenn. 1.5
Tea, dried? ..o 2.0
Wax jambu .......cccoeeeeiiineennne 3.0

1There are no U.S. registrations as of No-
vember 28, 2012, for the use of fenpropathrin
on tea, dried.

* * * * *
[FR Doc. 2012-28721 Filed 11-27-12; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2012-0060; FRL—9365-1]
Dinotefuran; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of dinotefuran in
or on rice grain, egg, and poultry meat
byproducts. Mitsui Chemicals Agro Inc.,
¢/o Landis International, Inc., requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective
November 28, 2012. Objections and
requests for hearings must be received
on or before January 28, 2013, 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-2012-0060, 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), EPA West
Bldg., Rm. 3334, 1301 Constitution Ave.
NW., Washington, DC 20460—0001. The
Public Reading Room is open from 8:30
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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: Rita
Kumar, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8291; email address:
kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this action apply to me?

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

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://ecfr.gpoaccess.gov/cgi/t/
text/text-idx?&c=ecfr&tpl=/ecfrbrowse/
Title40/40tab_02.tpl.

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

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2012-0060 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before January 28, 2013. 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—
2012-0060, 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
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute.

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

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at http://
www.epa.gov/dockets/contacts.htm.
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,
2012, (77 FR 30481) (FRL-9347-8), 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 1F7953) by Mitsui
Chemicals Agro, Inc., ¢/o Landis
International Ltd., P. O. Box 5126,
Valdosta, GA 31603. The petition
requested that 40 CFR 180.603 be
amended by establishing tolerances for
residues of the insecticide dinotefuran
(RS)-1-methyl-2-nitro-3-((tetrahydro-3-
furyl)methyl)guanidine and its major
metabolites DN, 1-methyl-3-(tetrahydro-
3-furylmethyl)guanidine and UF, 1-
methyl-3-(tetrahydro-3-furylmethyl)-
urea, in or on rice, grain at 10 parts per
million (ppm). That document
referenced a summary of the petition
prepared by Mitsui Chemicals Agro,
Inc., the registrant, which is available in
the docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition, EPA has

modified the level for which the
tolerance is being established for rice,
grain. EPA has also established
tolerances for residues of dinotefuran in
eggs and poultry, meat byproducts. The
reason for these changes is explained in
Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

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

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

A. Toxicological Profile

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

Dinotefuran has low acute toxicity by
oral, dermal, and inhalation exposure
routes. It is not a dermal sensitizer, but
causes a low level of skin irritation. The
main target of toxicity is the nervous
system but effects on the nervous
system were only observed at high
doses. Nervous system toxicity was
manifested as clinical signs and


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.epa.gov/dockets/contacts.htm
http://www.epa.gov/dockets/contacts.htm
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/dockets
http://www.epa.gov/dockets
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http://www.regulations.gov
mailto:kumar.rita@epa.gov

70910 Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012/Rules and Regulations

decreased motor activity seen after acute
dosing (in both rats and rabbits) and
changes in motor activity which are
consistent with effects on the nicotinic
cholinergic nervous system seen after
repeated dosing. Typically, low to
moderate levels of neonicotinoids, such
as dinotefuran, activate the nicotinic
acetylcholine receptors causing
stimulation of the peripheral nervous
system (PNS). High levels of
neonicotinoids can over stimulate the
PNS, maintaining cation channels in the
open state which blocks the action
potential and leads to paralysis.

Dinotefuran was well tolerated at high
doses following dietary administration
for 90 days to mice, rats, and dogs. The
most sensitive effects were decreases in
body weight and/or body weight gain
but even these effects occurred at or
near the limit dose. Changes in spleen
and thymus weights were seen in mice,
rats and dogs following subchronic and
chronic dietary exposures. However,
these weight changes were not
corroborated with alterations in
hematology parameters,
histopathological lesions in these
organs, or toxicity to the hematopoietic
system. Furthermore, the toxicology
data base contains immunotoxicity
studies in mice and rats and a
developmental immunotoxicity study in
rats. In the immunotoxicity studies
there were no effect on T-cell dependent
antibody response when tested up to the
limit dose in male and female mice and
in male and female rats. There were no
changes in spleen and thymus weight
and there were no histopathological
lesions in these organs in those studies.
In the developmental immunotoxicity
study, there was no evidence of an effect
on the functionality of the immune
system in rats that were exposed to
dinotefuran at the limit dose during the
prenatal, postnatal, and post-weaning
periods. Consequently, the thymus
weight changes seen in dogs and the
spleen weight changes seen in mice and
rats were not considered to be
toxicologically relevant.

No systemic or neurotoxicity was seen
following repeated dermal applications
at the limit dose to rats for 28 days. No
systemic or portal of entry effects were
seen following repeated inhalation
exposure at the maximum obtainable
concentrations to rats for 28 days.

In the prenatal studies, no maternal or
developmental toxicity was seen at the
limit dose in rats. In rabbits, maternal
toxicity manifested as clinical signs of
neurotoxicity but no developmental
toxicity was seen. In the reproduction
study, parental, offspring, and
reproductive toxicity was seen at the
limit dose. Parental toxicity included
decreased body weight gain, transient
decrease in food consumption, and
decreased thyroid weights. Offspring
toxicity was characterized as decreased
forelimb grip strength or hindlimb grip
strength in the F; pups. There was no
adverse effect on reproductive
performance at any dose. In the
developmental neurotoxicity study, no
maternal or offspring toxicity was seen
at any dose including the limit dose.

There was no evidence of
carcinogenicity in male and female mice
and in male and female rats fed diets
containing dinotefuran at the limit dose
for 78 weeks to mice and 104 weeks to
rats. Dinotefuran was non-mutagenic in
both in vivo and in vitro assays. Specific
information on the studies received and
the nature of the adverse effects caused
by dinotefuran 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
“Dinotefuran: Human Health Risk
Assessment for Proposed Section 3 Uses
on Rice and Food/Feed Handling
Establishments, and New Horse Spot-On
and Total Release Fogger Products,” at
pages 40—45 in docket ID number EPA—
HQ-OPP-2012-0060.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies

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

A summary of the toxicological
endpoints for dinotefuran used for
human risk assessment is shown in
Table 1 of this unit. The dinotefuran
hazard profile was updated in the most
recent risk assessment completed on
July 20, 2012, and nothing has changed
since that update. For a more detailed
discussion of the endpoint selection,
refer to Appendix A.3 on pages 44—47
in the document titled “Dinotefuran:
Human Health Risk Assessment for
Proposed Section 3 Uses on Tuberous
and Corm Vegetables Subgroup 1C,
Onion Subgroup 3—-07A, Onion
Subgroup 3-07B, Small Fruit Subgroup
13-07F, Berry Subgroup 13—07H, Peach,
and Watercress, And a Tolerance on
Imported Tea” in docket ID number
EPA-HQ-OPP-2011-0433.

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

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
assessment

Study and toxicological effects

Acute dietary (General pop-

ulation including infants UFa = 10X ........
and children). UFy = 10X ........
FQPA SF = 1X

Chronic dietary (All popu-

lations). UFA = 10X ...

FQPA SF = 1X

NOAEL = 125 mg/kg/day ..

NOAEL= 99.7 mg/kg/day ..

UF]—[ = 10X ...........

aRfD = 1.25 mg/kg/day
aPAD = 1.25 mg/kg/day ...

cRfD = 1.0 mg/kg/day
cPAD = 1.0 mg/kg/day

Developmental Toxicity Study in Rabbits

LOAEL = 300 mg/kg/day based on clinical signs in
does (prone position, panting, tremor and erythema)
seen following the first dose on Gestation Day 6.

Chronic Toxicity/Carcinogenicity Study in Rats

LOAEL = 991 mg/kg/day based on decreased body
weight gain and nephrotoxicity.


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 DINOTEFURAN 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

Incidental Oral Short-Term

(1-30 days). UFA = 10X ........
UF]—[ = 10X ........
FQPA SF = 1X

NOAEL= 99.7 mg/kg/day ..

LOC for MOE =100 ..........

Chronic Toxicity/Carcinogenicity Study in Rats
LOAEL = 991 mg/kg/day based on decreased body
weight gain and nephrotoxicity.

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 s = 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 dinotefuran, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing dinotefuran tolerances in 40
CFR 180.603. EPA assessed dietary
exposures from dinotefuran 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
dinotefuran. In estimating acute dietary
exposure, EPA used food consumption
information from the U.S. Department of
Agriculture (USDA) National Health and
Nutrition Examination Survey, What We
Eat in America, NHANES/WWEIA).
This dietary survey was conducted from
2003 to 2008. As to residue levels in
food, EPA assumed 100 percent crop
treated (PCT) and tolerance-level
residues for all current and proposed
crops.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Survey of Food Intake
(CSFII). As to residue levels in food,
EPA assumed 100 percent crop treated
(PCT) and tolerance-level residues for
all current and proposed crops.

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

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue and/or PCT
information in the dietary assessment
for dinotefuran. Tolerance level residues
and/or 100% CT were assumed for all
food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for dinotefuran in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of dinotefuran.
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 Tier 1 Rice Model and
Screening Concentration in Ground
Water (SCI-GROW) models, the
estimated drinking water concentrations
(EDWCs) of dinotefuran for acute
exposures are estimated to be 269 parts
per billion (ppb) for surface water and
4.9 ppb for ground water and for
chronic exposures for non-cancer
assessments are estimated to be 253-257
ppb, depending upon retention time
from 10 to 30 days, for surface water
and 4.9 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 269 ppb was
used to assess the contribution to
drinking water and for chronic dietary
risk assessment, the water concentration
of value 257 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).

Dinotefuran is currently registered for
the following uses that could result in
residential exposures: Turf,
ornamentals, vegetable gardens, pet
spot-ons, indoor aerosol sprays, crack
and crevice sprays. EPA assessed
residential exposure using the following
assumptions: Each of these existing
residential use patterns were reassessed
in the latest human health risk
assessment using the updated 2012

Residential Standard Operating
Procedures and body weights. Refer to
the document titled ‘“‘Dinotefuran:
Human Health Risk Assessment for
Proposed Section 3 Uses on Tuberous
and Corm Vegetables Subgroup 1C,
Onion Subgroup 3—-07A, Onion
Subgroup 3-07B, Small Fruit Subgroup
13—-07F, Berry Subgroup 13—07H, Peach,
and Watercress, And a Tolerance on
Imported Tea” in docket ID number
EPA-HQ-OPP-2011-0433.

There are no non-dietary exposure
scenarios associated with use on rice.
Further information regarding EPA
standard assumptions and generic
inputs for residential exposures may be
found at http://www.epa.gov/pesticides/
trac/science/trac6a05.pdyf.

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 dinotefuran to
share a common mechanism of toxicity
with any other substances, and
dinotefuran does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that dinotefuran 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


http://www.epa.gov/pesticides/trac/science/trac6a05.pdf
http://www.epa.gov/pesticides/trac/science/trac6a05.pdf
http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/oppefed1/models/water/index.htm
http://www.epa.gov/pesticides/cumulative
http://www.epa.gov/pesticides/cumulative
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case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
In the pre-natal studies, no maternal or
developmental toxicity was seen at the
limit dose in rats. In rabbits, maternal
toxicity manifested as clinical signs of
neurotoxicity but no developmental
toxicity was seen. In the rat
reproduction study, parental, offspring,
and reproductive toxicity was seen at
the limit dose. Parental toxicity
included decreased body weight gain,
transient decrease in food consumption,
and decreased thyroid weights.
Offspring toxicity was characterized as
decreased forelimb grip strength or
hindlimb grip strength in the Fy pups.
There was no adverse effect on
reproductive performance at any dose.
In the developmental neurotoxicity
study, no maternal or offspring toxicity
was seen at any dose including the limit
dose.

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
dinotefuran is complete.

ii. The neurotoxic potential of
dinotefuran has been adequately
considered. Dinotefuran is a
neonicotinoid and has a neurotoxic
mode of pesticidal action. Consistent
with the mode of action, changes in
motor activity were seen in repeat-dose
studies, including the subchronic
neurotoxicity study. Additionally,
decreased grip strength and brain
weight was observed in the offspring of
a multi-generation reproduction study
albeit at doses close to the limit dose.
For these reasons, a developmental
neurotoxicity (DNT) study was required.
The DNT study did not show evidence
of a unique sensitivity of the developing
nervous system; no effects on
neurobehavioral parameters were seen
in the offspring at any dose, including
the limit dose.

iii. There is no evidence that
dinotefuran results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or

in young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 percent
crop treated (PCT) and tolerance-level
residues. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to dinotefuran in
drinking water. EPA used similarly
conservative assumptions to assess
postapplication exposure of children for
incidental oral exposures. These
assessments will not underestimate the
exposure and risks posed by
dinotefuran.

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
dinotefuran will occupy 7.6 percent of
the aPAD for all infants < 1 year 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 dinotefuran
from food and water will utilize 3.9
percent of the cPAD for children 1 to 2
years old, the population group
receiving the greatest exposure. Based
on the explanation in Unit III.C.3.,
regarding residential use patterns,
chronic residential exposure to residues
of dinotefuran 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).

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

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures result in aggregate
MOE:s of 790 for children for co-
occurring post-application exposure
resulting in the greatest exposure (i.e.,
from the potentially co-occurring use of
the total release fogger product and the
existing cat and dog spot-on uses.
Because EPA’s level of concern for
dinotefuran is a MOE of 100 or below,
these MOEs are not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Intermediate-term exposure is not
expected for the adult residential
exposure pathway. Therefore, the
intermediate-term aggregate risk would
be equivalent to the chronic dietary
exposure estimate. For children,
intermediate-term incidental oral
exposures could potentially occur from
indoor uses. However, while it is
possible for children to be exposed for
longer durations, the magnitude of
residues is expected to be lower due to
dissipation or other activities. Since
incidental oral short- and intermediate-
term toxicity endpoints and points of
departure are the same, the short-term
aggregate risk estimate, which includes
the highest residential exposure
estimate (from turf), is protective of any
intermediate-term exposures.

5. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
dinotefuran 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 dinotefuran
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology a
high performance liquid
chromatography/tandem mass
spectrometry (HPLC/MS/MS method for
the determination of residues of
dinotefuran, and the metabolites DN,
and UF; an HPLC/ultraviolet (UV)
detection method for the determination
of residues of dinotefuran; and HPLC/
MS and HPLC/MS/MS methods for the
determination of DN and UF) is
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available to enforce the tolerance
expression.

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

B. International Residue Limits

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

The Codex has not established a MRL
for dinotefuran for any of the
commodities in this rule.

C. Revisions to Petitioned-For
Tolerances

Use of the Organization of Economic
Cooperation and Development tolerance
calculation procedures indicates that
the tolerances for residues in or on rice
grain should be established at 9.0 ppm,
instead of 10.0 ppm proposed by the
registrant. The appropriate residue
definition is rice, grain.

EPA has also concluded that poultry
tolerances in egg and poultry meat
byproducts at 0.01 ppm are now needed
as a result of the increased dietary
burden resulting from addition of rice
grain and bran to the diet.

V. Conclusion

Therefore, tolerances are established
for residues of dinotefuran, (R,S)-1-
methyl-2-nitro-3-((tetrahydro-3-furanyl)
methyl)guanidine, including its
metabolites and degradates, in or on
rice, grain at 9.0 ppm, and in or on egg
and poultry, meat byproducts at 0.01

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 tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.), do not apply.

This 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
that Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled “Consultation and Coordination
with Indian Tribal Governments” (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (2 U.S.C. 1501 et seq.).

This action does not involve any
technical standards that would require

Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act 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: October 26, 2012.

Lois Rossi,
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. Section 180.603 is amended as
follows:

m i. Add an entry for “rice, grain” in
alphabetical order to the table in
paragraph (a)(1).

m ii. Add entries for “egg’” and “poultry,
meat byproducts” in alphabetical order
to the table in paragraph (a)(2).

m iii. Revise paragraph (b) to read as set
forth below.

The added and revised text read as
follows:

§180.603 Dinotefuran, tolerances for
residues.

(a)* * *(1]* * *

. Parts per
Commodity million
Rice, grain .......ccccovceeiniiieeneen, 9.0
(2) * *x %
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. Parts per
Commodity million
EQg oo 0.01
Poultry, meat byproducts .......... 0.01

(b) Section 18 emergency exemptions.
[Reserved]
* * * * *
[FR Doc. 2012-28472 Filed 11-27-12; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Part 571
[Docket No. NHTSA-2010-0032]
RIN 2127-AK82

Federal Motor Vehicle Safety
Standards; Side Impact Protection

AGENCY: National Highway Traffic
Safety Administration (NHTSA),
Department of Transportation.
ACTION: Final rule; correcting
amendments.

SUMMARY: On August 24, 2011 we
published a final rule responding to a
petition for reconsideration of a final
rule on the Federal motor vehicle safety
standard for side impact protection. In
today’s document, we correct a minor
error in that rule. The agency is also
correcting several typographical errors
in the standard.

DATES: This rule is effective November
28, 2012.

FOR FURTHER INFORMATION CONTACT: For
non-legal issues, you may call Louis N.
Molino, NHTSA Office of
Crashworthiness Standards, telephone
202—-366—1740. For legal issues, you
may call Deirdre Fujita, NHTSA Office
of Chief Counsel, telephone 202-366—
2992. You may send mail to these
officials at the National Highway Traffic
Safety Administration, 1200 New Jersey
Avenue SE., West Building,
Washington, DC 20590.

SUPPLEMENTARY INFORMATION: This
document makes two corrections to
Federal Motor Vehicle Safety Standard
(FMVSS) No. 214, “Side impact
protection,” 49 CFR 571.214.

On September 11, 2007, NHTSA
published a final rule adopting a pole
test into FMVSS No. 214. Later, NHTSA
published responses to petitions for
reconsideration of parts of that rule,
including a final rule published August
24,2011 (76 FR 52880).1 The August 24,
2011, document had a minor error,
which we are correcting today. We are
also making corrections to typographical
errors in FMVSS No. 214 which
occurred previously in the FMVSS No.
214 rulemaking.

Correcting Amendments

This notice makes minor corrections
to FMVSS No. 214 in two areas. First,
it removes S12.3.4(i) from the regulatory
text of FMVSS No. 214. S12.3.4(i)
contains obsolete instructions for
leveling the head of a test dummy. In
the preamble of the August 2011 final
rule, NHTSA explained that it was
moving head-leveling instructions
contained in S12.3.4(i) to paragraph
(h).2 As a result of that move, S12.3.4(i)
was no longer needed, but NHTSA
inadvertently did not remove S12.3.4(i)
from the regulatory text. To correct that
error, we are removing and reserving
S$12.3.4(i), and making a conforming
change to S12.3.4(j).

Second, the agency has identified
minor typographical errors in several
sections of FMVSS No. 214 that
occurred in the past. These errors are
related to the positioning of the 5th
percentile adult female dummy. In three
of the five sections, S12.3.2(c),
S12.3.3(c) and S12.3.4(1), the “+”
symbols for the discrete arm position
settings were not set forth correctly, and
in some instances extraneous text was
inadvertently added when the
amendments were printed in the Code
of Federal Regulations. In S12.3.3(a)(4),
the + symbol was incorrectly
represented by just a plus sign for the
longitudinal centerline tolerance, and in
S12.3.4(c), the metric unit of millimeters
(mm) was used in both the metric
tolerance of the seating reference point
(SgRP) and its English conversion. This
document corrects these errors.

This document also amends the
authority citation for 49 CFR Part 571,

1See also 73 FR 32473 (June 9, 2008), and 75 FR
12123 (March 15, 2010).

2Note that a sentence in the preamble of the
August 2011 final rule (76 FR at 52882, col. 2)
stated: “Yet, as noted above for S12.3.2(a)(10), the
instruction that was in §12.3.3(a)(9) and S12.3.4(h)
(to ‘minimize the angle’) [emphasis added] has not
been deleted but is now integrated into the
procedures of S12.3.3(a)(9) and S12.3.4(h).” This
sentence referred to incorrect section numbers and
should have stated “Yet, as noted above for
S12.3.2(a)(10), the instruction that was in
S12.3.3(a)(10) and S12.3.4(i) [emphasis added] (to
‘minimize the angle’) has not been deleted but is
now integrated * * *.”

by changing the citation to the DOT
regulation setting forth delegations
made by the Secretary to Departmental
officials.3

List of Subjects in 49 CFR Part 571

Imports, Motor vehicle safety, Motor
vehicles, Rubber and rubber products,
and Tires.

Accordingly, 49 CFR part 571 is
corrected by making the following
correcting amendments:

PART 571—FEDERAL MOTOR
VEHICLE SAFETY STANDARDS

m 1. The authority citation for part 571
of title 49 is revised to read as follows:

Authority: 49 U.S.C. 322, 30111, 30115,
30117, and 30166; delegation of authority at
49 CFR 1.95.

m 2. Section 571.214 is amended by:

m a. Revising S12.3.2(c), S12.3.3(a)(4),

S12.3.3(c), S12.3.4(c);

m b. Removing and reserving S12.3.4(i)

and

m c. Revising S12.3.4(j) and S12.3.4(1).
The revisions read as follows:

§571.214 Standard No. 214; Side impact
protection.
* * * * *

S12.3.2 % * *

(c) Driver arm/hand positioning. Place
the dummy’s upper arm such that the
angle between the projection of the arm
centerline on the midsagittal plane of
the dummy and the torso reference line
is 45° + 5°. The torso reference line is
defined as the thoracic spine centerline.
The shoulder-arm joint allows for
discrete arm positions at 0, = 45, £ 90,

+ 135, and 180 degree settings where

positive is forward of the spine.
* * * * *

S12.3.3 * * *

(a) * %k ok

(4) Bench seats. Position the
midsagittal plane of the dummy vertical
and parallel to the vehicle’s longitudinal
centerline and the same distance from
the vehicle’s longitudinal centerline,
within + 10 mm (+ 0.4 in), as the
midsagittal plane of the driver dummy.
* * * * *

(c) Passenger arm/hand positioning.
Place the dummy’s upper arm such that
the angle between the projection of the
arm centerline on the midsagittal plane
of the dummy and the torso reference
line is 45° + 5°. The torso reference line
is defined as the thoracic spine
centerline. The shoulder-arm joint
allows for discrete arm positions at 0, £

3See 77 FR 49964, August 17, 2012. Final rule
updating Office of the Secretary of Transportation
regulations delegating authority from the Secretary
to Departmental officers.
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45, %90, £ 135, and 180 degree settings
where positive is forward of the spine.
* * * * *

S12.34 * * *

(c) Place the dummy on the seat
cushion so that its midsagittal plane is
vertical and coincides with the vertical
longitudinal plane through the center of
the seating position SgRP within £10
mm (+0.4 in).

* * * * *

(j) Measure and set the dummy’s
pelvic angle using the pelvic angle
gauge. The angle is set to 20.0 degrees
* 2.5 degrees. If this is not possible,
adjust the pelvic angle as close to 20.0
degrees as possible while keeping the
transverse instrumentation platform of
the head as level as possible, as
specified in S12.3.4(h).

* * * * *

(1) Passenger arm/hand positioning.
Place the rear dummy’s upper arm such
that the angle between the projection of
the arm centerline on the midsagittal
plane of the dummy and the torso
reference line is 45° + 5°. The torso
reference line is defined as the thoracic
spine centerline. The shoulder-arm joint
allows for discrete arm positions at 0, £
45, + 90, £ 135, and 180 degree settings

where positive is forward of the spine.
* * * * *

Issued on: November 20, 2012.
Christopher J. Bonanti,
Associate Administrator for Rulemaking.
[FR Doc. 2012-28810 Filed 11-27-12; 8:45 am]
BILLING CODE 4910-59-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 224
[Docket No. 0912161432-2630-04]
RIN 0648-XT37

Endangered and Threatened Wildlife
and Plants; Endangered Status for the
Main Hawaiian Islands Insular False
Killer Whale Distinct Population
Segment

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

ACTION: Final rule.

SUMMARY: In response to a petition from
the Natural Resources Defense Council,
we, the NMFS, issue a final
determination to list the Main Hawaiian
Islands insular false killer whale
(Pseudorca crassidens) distinct

population segment (DPS) as an
endangered species under the
Endangered Species Act (ESA). We
intend to consider critical habitat for
this DPS in a separate rulemaking. The
effect of this action will be to implement
the protective features of the ESA to
conserve and recover this species.
DATES: This final rule is effective on
December 28, 2012.

ADDRESSES: National Marine Fisheries
Service, Pacific Islands Regional Office,
Protected Resources Division, 1601
Kapiolani Blvd., Suite 1110, Honolulu
HI, 96814.

FOR FURTHER INFORMATION CONTACT:
Krista Graham, NMFS, Pacific Islands
Regional Office, 808—944—-2238; Lisa van
Atta, NMFS, Pacific Islands Regional
Office, 808—-944—2257; or Dwayne
Meadows, NMFS, Office of Protected
Resources, 301-427-8403. The final
rule, references, and other materials
relating to this determination can be
found on our Web site at http://
www.fpir.noaa.gov/PRD/prd _false
_killer whale.html.

SUPPLEMENTARY INFORMATION:

Background

On October 1, 2009, we received a
petition from the Natural Resources
Defense Council requesting that we list
the insular population of Hawaiian false
killer whales as an endangered species
under the ESA and designate critical
habitat concurrent with listing. The
petition considered the insular
population of Hawaiian false killer
whales and the Hawaii insular stock of
false killer whales recognized in the
2008 Stock Assessment Report (SAR)
(Carretta et al., 2009) (available at
http://www.nmfs.noaa.gov/
pr/pdfs/sars/), which we completed as
required by the Marine Mammal
Protection Act (MMPA) (16 U.S.C. 1361
et seq.), to be synonymous. However, in
light of new information in the draft
2012 SAR (Carretta et al., 2012b) that
identifies a third stock of false killer
whales associated with the
Northwestern Hawaiian Islands
(discussed later), for the purposes of this
listing decision we now refer to the
Hawaiian insular false killer whale as
the Main Hawaiian Islands (MHI)
insular population of false killer whales.

On January 5, 2010, we determined
that the petitioned action presented
substantial scientific and commercial
information indicating that the
petitioned action may be warranted, and
we requested information to assist with
a comprehensive status review of the
species to determine if the MHI insular
false killer whale warranted listing
under the ESA (75 FR 316). A biological

review team (BRT; Team) was formed to
review the status of the species and the
report (Oleson et al., 2010) (hereafter
“status review report’’) was produced
and used to generate the proposed rule.
Please refer to our Web site (see FOR
FURTHER INFORMATION CONTACT) for
access to the status review report and
the reevaluation of the DPS designation
(discussed later), which details MHI
insular false killer whale biology,
ecology, and habitat, the DPS
determination, past, present, and future
potential risk factors, and overall
extinction risk.

On November 17, 2010, we proposed
to list the MHI insular false killer whale
DPS as an endangered species under the
ESA (75 FR 70169), and solicited
comments from all interested parties
including the public, other
governmental agencies, the scientific
community, industry, and
environmental groups. Specifically, we
requested information regarding: (1)
Habitat within the range of the insular
DPS that was present in the past, but
may have been lost over time; (2)
biological or other relevant data
concerning any threats to the MHI
insular false killer whale DPS; (3) the
range, distribution, and abundance of
the insular DPS; (4) current or planned
activities within the range of the insular
DPS and their possible impact on this
DPS; (5) recent observations or sampling
of the insular DPS; and (6) efforts being
made to protect the MHI insular false
killer whale DPS. The proposed rule
also provides background information
on the biology and ecology of the MHI
insular false killer whale.

Since the publication of the proposed
rule in November 2010, we have
identified a previously unrecognized
Northwestern Hawaiian Islands (NWHI)
population of false killer whales and
have received updated satellite tagging
information and other new research
papers on the MHI insular population.
The new NWHI population has been
identified as a separate stock for
management purposes in the draft 2012
SAR (Carretta et al., 2012b). Because
this new information could be relevant
to the final determination of whether
the MHI insular false killer whale
qualifies as a DPS for listing under the
ESA, on September 18, 2012, we
published a Notice of Availability in the
Federal Register (77 FR 57554)
announcing the availability of this new
information and the reopening of public
comment for a 15-day period pertaining
to the new information. We received
comments from 15 commenters during
this reopened period. Summaries of
these comments are included below
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along with public comments received in
response to the proposed rule.

Determination of Species Under the
ESA

The ESA defines “species” to include
subspecies or a DPS of any vertebrate
species which interbreeds when mature
(16 U.S.C. 1532(16)). The FWS and
NMEFS have adopted a joint policy
describing what constitutes a DPS of a
taxonomic species (61 FR 4722;
February 7, 1996). The joint DPS policy
identifies two criteria for making DPS
determinations: (1) The population must
be discrete in relation to the remainder
of the taxon (species or subspecies) to
which it belongs; and (2) the population
must be significant to the remainder of
the taxon to which it belongs.

A population segment of a vertebrate
species may be considered discrete if it
satisfies either one of the following
conditions: (1) “It is markedly separated
from other populations of the same
taxon as a consequence of physical,
physiological, ecological, or behavioral
factors. Quantitative measures of genetic
or morphological discontinuity may
provide evidence of this separation”; or
(2) “it is delimited by international
governmental boundaries within which
differences in control of exploitation,
management of habitat, conservation
status, or regulatory mechanisms exist
that are significant in light of section
4(a)(1)(D)” of the ESA.

If a population segment is found to be
discrete under one or both of the above
conditions, its biological and ecological
significance to the taxon to which it
belongs is evaluated. Considerations
under the significance criterion may
include, but are not limited to: (1)
“Persistence of the discrete population
segment in an ecological setting unusual
or unique for the taxon; (2) evidence
that the loss of the discrete population
segment would result in a significant
gap in the range of a taxon; (3) evidence
that the discrete population segment
represents the only surviving natural
occurrence of a taxon that may be more
abundant elsewhere as an introduced
population outside its historical range;
and (4) evidence that the discrete
population segment differs markedly
from other populations of the species in
its genetic characteristics”” (61 FR 4725;
February 7, 1996).

The ESA defines an “endangered
species” as one that is in danger of
extinction throughout all or a significant
portion of its range, and a ‘“‘threatened
species” as one that is likely to become
an endangered species in the foreseeable
future throughout all or a significant
portion of its range (16 U.S.C. 1532 (6)
and (20)). The statute requires us to

determine whether any species is
endangered or threatened because of
any of the following factors: (A) The
present or threatened destruction,
modification, or curtailment of its
habitat or range; (B) overutilization for
commercial, recreational, scientific, or
educational purposes; (C) disease or
predation; (D) the inadequacy of
existing regulatory mechanisms; or (E)
other natural or manmade factors
affecting its continued existence (16
U.S.C. 1533(a)(1)). We are to make this
determination based solely on the best
available scientific and commercial
information after conducting a review of
the status of the species and taking into
account any efforts being made by states
or foreign governments to protect the
species.

Re-Evaluation of DPS Determination

The ESA requires that we make listing
determinations based solely on the best
available scientific and commercial
information (16 U.S.C. 1533(b)(1)(A)).
Upon consideration of comments raised
during the first and second public
comment period, and upon review of
the new NWHI stock information and
the new research papers identified in
the Federal Register notice reopening
public comment on the proposed rule,
and to ensure that the best available
information was considered, we
reconvened the BRT. As we did in the
original status review, we asked them to
use the criteria in the joint NMFS-U.S.
Fish and Wildlife Service DPS policy
(61 FR 4722; February 7, 1996), to
evaluate whether, in light of this new
information regarding the NWHI
population, and other information, the
proposed Hawaiian insular false killer
whale DPS, as previously described,
continues to meet the criteria of a DPS.
The BRT defined a DPS finding as
support for discreteness and
significance by at least five of the eight
Team members, and at least 50 percent
of the plausibility points (see the status
review report for formal methods used
for the DPS assessment). The BRT
updated and reevaluated the original
findings with respect to the discreteness
and significance criteria in light of the
new information available since the
2010 status review.

Following an evaluation of all
available information on MHI insular,
NWHI, and pelagic false killer whales,
the BRT found that the MHI insular
population of false killer whales
continues to meet the discreteness and
significance criteria to be considered a
DPS under the ESA. The BRT’s
determination of ESA discreteness and
significance are summarized below. The
complete decision analysis can be found

in the Reevaluation of the DPS
Designation for Hawaiian (now Main
Hawaiian Islands) Insular False Killer
Whales (Oleson et al., 2012). Please see
our Web site (see FOR FURTHER
INFORMATION CONTACT) to access this
document.

The BRT found that MHI insular false
killer whales continue to meet the
discreteness criteria due to marked
separation from other false killer whales
based on behavioral and genetic factors.
This finding is supported by evaluation
of new information on individual
association patterns, genetics,
phylogeographic analysis, and telemetry
data in addition to the original
information detailed in the proposed
rule. In particular, MHI insular false
killer whales form a tight social
network, with most identified
individuals linked to all others through
at least two distinct associations and
with none of the identified individuals
linking to animals outside of the
nearshore areas of the MHI. These
association data are strong and relate
directly to the mating patterns and the
resulting genetic patterns that have been
observed. Further, phylogeographic
analysis indicates that the MHI insular
population is nearly isolated with little,
if any, emigration of females between
adjacent island-associated populations.
Additionally, significant differences
occur in mitochondrial (mtDNA) and
nuclear DNA (nDNA) between the MHI
insular population and the other
populations, indicating there is little
male-mediated gene flow. Finally,
telemetry studies show all 27 satellite-
tagged MHI insular false killer whales
have remained within the MHI (Baird et
al., 2012), and consist of three primary
social clusters with different primary
habitats.

Several BRT members noted that there
is still uncertainty about false killer
whale behavior and the association of
the MHI insular and NWHI populations;
however, the BRT concluded that the
weight of the evidence continues to
strongly support recognition of MHI
insular false killer whales as
behaviorally discrete from other false
killer whales in the taxon (Oleson et al.,
2012).

Unlike in the original DPS
determination the BRT found only weak
support for finding discreteness based
on ecological factors. Although
movement data continues to indicate
that MHI insular false killer whales have
adapted to a different ecological habitat
than their pelagic conspecifics, BRT
members were less persuaded that this
ecological setting is unique under the
DPS policy, given the existence of an
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island-associated population within the
NWHI.

As for the significance criteria, the
BRT again found support for the
conclusion that MHI insular false killer
whales are significant to the taxon to
which they belong. Significance to the
taxon was based primarily on marked
genetic characteristic differences,
although weaker support for existence
in a unique ecological setting and
maintenance of cultural diversity was
also evident. Further, the BRT
continued to find slightly stronger
support for significance based on all
three factors taken together (Oleson et
al., 2012).

Based on new genetic samples from
the MHI, the NWHI and nearby central
North Pacific areas (Chivers et al., 2011;
Martien et al., 2011), the BRT found
stronger support that MHI insular false
killer whales differ markedly from other
populations of the species in their
genetic characteristics. The magnitude
of mitochondrial (mtDNA)
differentiation is large enough to infer
that time has been sufficient and gene
flow low enough to allow adaptation to
MHI insular habitat and that the area
would not be readily repopulated by
pelagic whales without such adaptation.
MHI insular false killer whales exhibit
strong phylogeographic patterns that are
consistent with a founding event for
island-associated false killer whales,
followed by local evolution of a
mitochondrial haplotype unique to the
MHI insular population. Although
NWHI false killer whales share one
haplotype with MHI insular false killer
whales, each population is also
characterized by its own unique
daughter haplotype. Occurrence of a
unique daughter haplotype within a
relatively small sample from the NWHI
population is significant as nearly two-
thirds of individuals in the MHI insular
population have been sampled without
any evidence of this haplotype in that
population. The nDNA also continue to
suggest strong differentiation of the MHI
insular population, perhaps even
stronger than in the initial evaluation
because of new information on whales
in the NWHI. A Bayesian analysis (using
the software program STRUCTURE)
using all sampled false killer whale
populations (Chivers et al., 2011)
indicated separation into two
populations—the MHI insular
population and all others, including the
NWHI island-associated animals. The
same STRUCTURE analysis indicates
that male-mediated gene flow into the
MHI insular population from false killer
whales in other areas, including island-
associated animals in the NWHI, is at a
very low level (Oleson et al., 2012). The

nDNA results suggest very low gene
flow from other populations, such that
individually sampled MHI insular false
killer whales can be genetically assigned
to the MHI insular population with high
likelihood.

The BRT acknowledged that
uncertainty remains in the genetic
comparisons of the MHI insular
population to other Pacific false killer
whales. Although the MHI insular
population is very well sampled with
roughly two-thirds of the individuals
represented, pelagic false killer whale
genetics contain large sampling gaps to
both the west and east of Hawaii, and
uncertainty remains about the structure
of the NWHI population. Low levels of
male-mediated gene flow were
identified based on genetic results.
Despite these uncertainties, the
available sample size from Hawaiian
false killer whales (MHI, NWHI, and
pelagic) is substantial and overall the
Team felt that significant differences
based on multiple measures were
noteworthy and that it is unlikely that
new samples will significantly alter the
overall story toward more similarity
between these groups. Therefore, the
weight of the evidence available was in
favor of marked differentiation in
genetic characteristics between the
discrete MHI insular false killer whale
population and other populations of the
species, thus making the MHI
population significant to the taxon
(Oleson et al., 2012).

In the 2010 status review, the BRT
found reasonably strong support for
significance based on persistence in a
unique ecological setting and for
significance of cultural uniqueness.
Both of these factors still provide
support for the significance
determination; however, they are
weaker than in the initial evaluation,
primarily because of uncertainties
raised with the existence of another
island-associated population in the
NWHI. Factors that support ecological
significance include the influence of
different oceanographic factors, such as
leeward eddies and freshwater input,
which result in localized higher
productivity in the MHI but which do
not occur in the NWHI. Habitat analyses
indicate that clusters of false killer
whales preferentially use the northern
coast of Molokai and Maui, the north
end of the Big Island, and a small region
southwest of Lanai (Baird et al., 2012).
This behavior suggests that whales may
seek out areas where prey are
concentrated by local oceanographic
conditions. The MHI insular false killer
whales appear to generally occur closer
to land and in shallower water than the
whales in the NWHI population, which

may be related to differences in
oceanographic conditions in the two
locations. The BRT noted uncertainty
with regard to the relationship between
these seemingly unique MHI
oceanographic processes and the
ecology of a pelagic predator such as
false killer whales. The BRT assigned
plausibility points in favor of
significance based on ecological setting,
but noted the greater uncertainty about
this factor than in the original DPS
evaluation (Oleson et al., 2012).

The BRT still found that culture
(knowledge passed through learning
from one generation to the next) is likely
to play an important role in the
evolutionary potential of false killer
whales because transmitted knowledge
may help whales adapt to changes in
local habitats. However, the finding was
weaker than in the previous evaluation
due to the lack of information on
cultural differences between the MHI
insular and NWHI populations. While
some Team members noted that cultural
transmission is a strong force in social
odontocetes, playing a significant role in
population structure and persistence,
others thought that there was
insufficient evidence of specific
differences in cultural aspects of the
MHI and NWHI populations.
Uncertainty was represented within the
BRT’s evaluation of culture, though
overall the Team did find weak support
for cultural significance (Oleson et al.,
2012).

The BRT discussed that while there is
independent support for ecological and
cultural factors for significance, they
concluded that these factors taken alone
do not provide strong support for
significance of the DPS. However, the
combination of ecological and cultural
factors, taken together with the stronger
genetic evidence, provided slightly
greater support for significance of the
DPS than the genetics alone by
increasing the Team’s confidence that
the population is unique. As in the 2010
status review, the BRT separately
evaluated the significance criteria based
on all of the factors taken together and
found that the particular combination of
qualities makes this population unique;
the MHI insular population has adapted
to this particular environment in a way
that likely has not and cannot occur
with this species anywhere else in the
world. The BRT emphasizes that, even
without considering ecological and
cultural factors, the significance factor is
met because MHI insular false killer
whales differ markedly from other
populations of the species in their
genetic characteristics (Oleson et al.,
2012).
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One BRT member dissented on both
discreteness and significance. The
dissenting opinion (documented in full
in the Reevaluation of the DPS
Designation (Oleson et al., 2012)) was
that the recommendation for a DPS
finding gave too much weight to genetic
evidence, and that the genetic evidence
was not sufficiently convincing due to
substantial uncertainties in the data. In
particular, the dissent noted that only
four NWHI false killer whales had been
genetically sampled, which could be an
insufficient sample to establish whether
the differences in genetics indicate a
true separation of the NWHI population
from the MHI insular population. The
dissent also noted that there are also
large sampling gaps in the pelagic
population. The dissent noted that the
mitochondrial DNA haplotypes found in
the MHI insular population could be
found elsewhere in the inadequately
sampled areas. Further, inadequate
sampling may also create bias in the
data against detecting male-mediated
gene flow, which could reduce the
likelihood that the MHI insular
population adapted to the local habitat.

Summary of Evaluation of DPS
Determination

The ESA instructs us to rely on the
best available science, even when that
information is uncertain or incomplete.
While we acknowledge the data gaps
detailed in Oleson et al. (2012), we
believe that the BRT has appropriately
considered uncertainty in reaching the
DPS finding. The data relied upon
represents the best available information
to NOAA in making this determination.
Although the dissenting BRT member
notes that the mitochondrial DNA
haplotypes found in the MHI insular
could be found elsewhere in other
unsampled populations, we do not find
that the mere possibility of such
countervailing data is sufficient to
overcome the DPS finding. We conclude
that the evidence supporting
discreteness and significance based on
behavioral and genetic factors, marked
genetic characteristic differences,
existence in a unique ecological setting,
and maintenance of cultural diversity,
respectively, between MHI insular false
killer whales and their conspecifics
supﬁorts a DPS designation.

The BRT was not charged to
reconsider its earlier extinction risk
analysis (Oleson et al., 2010), and we
have no reason to disturb that analysis.

The public may wish to visit our Web
site (see FOR FURTHER INFORMATION
CONTACT) for a copy of the Reevaluation
of the DPS Designation for Hawaiian
(now Main Hawaiian Islands) Insular
False Killer Whales (Oleson et al., 2012).

This reevaluation summarizes the new
scientific information available since
the completion of the status review
report in 2010, provides an update on
Hawaiian false killer whale taxonomy,
biology, and ecology, and includes a
DPS determination, evaluation, and
scores.

Relevant Background Information
Pertaining to the Marine Mammal
Protection Act

Hawaiian insular false killer whales
are marine mammals and thus protected
under the MMPA. Some comments on
the proposed rule reference issues
related to the MMPA and our evaluation
of conservation efforts considers a
number of MMPA programs, so this
section briefly provides relevant
background information. More detailed
information on the MMPA can be found
on our Web site at http://
www.nmfs.noaa.gov/pr.

The MMPA requires stock
assessments for each marine mammal
stock that occurs in U.S. waters. As of
the publication of this final rule, the
most recent stock assessment reports
(SARs) are the final 2011 SAR and the
draft 2012 SAR (Carretta et al., 2012a;
2012b). The final 2012 SAR is
anticipated to be published in the
Federal Register in the spring or
summer of 2013.

The MMPA requires NMFS to develop
and implement take reduction plans to
assist in the recovery or prevent the
depletion of strategic marine mammal
stocks. Strategic stocks are those for
which the level of direct human-caused
mortality exceeds the potential
biological removal (PBR) level, which is
declining and is likely to be listed as a
threatened species under the ESA
within the foreseeable future, or which
is listed as a threatened species or
endangered species under the ESA. PBR
is the maximum number of animals, not
including natural deaths, that can be
removed annually from a stock, while
allowing that stock to reach or maintain
its optimum sustainable population
level. The immediate goal of a take
reduction plan is to reduce, within six
months of its implementation, the
incidental mortality or serious injury
(M&SI) of marine mammals from
commercial fishing to levels less than
the PBR level established for that stock.
The long-term goal is to reduce, within
five years of its implementation, the
incidental M&SI of marine mammals
from commercial fishing operations to
insignificant levels approaching a zero
M&SI rate (50 CFR 229.2 establishes a
default insignificance value of 10
percent of the PBR for a stock of marine
mammals). On July 18, 2011, NMFS

published a proposed False Killer
Whale Take Reduction Plan (proposed
FKWTRP; 76 FR 42082) to reduce
serious injuries and mortalities of false
killer whales in the Hawaii-based deep-
set and shallow-set longline fisheries. A
final Take Reduction Plan and
implementing regulations are expected
shortly.

Summary of Comments Received in
Response to the Proposed Rule

On November 17, 2010, we solicited
public comments on the proposed
listing of the MHI insular false killer
whale DPS for a total of 90 days (75 FR
70169). A public hearing on the
proposed rule was held on January 20,
2011, in Honolulu, Oahu, Hawaii. We
received comments on the proposed
rule from 53,408 commenters; over
53,000 of these submissions were
substantially identical form letters. As
previously mentioned, new information
on a NWHI population became available
before our MHI population final listing
determination was made and on
September 18, 2012, we solicited public
comments on that new data (77 FR
57554). We received comments on the
new information from 15 commenters.
Public comments on the proposed rule
and on the new information are
available at: www.regulations.gov
(search on ID NOAA-NMFS-2009—
0272-0022). Summaries of the
substantive comments received, and our
responses, are provided below,
organized by category.

In December 2004, the Office of
Management and Budget (OMB) issued
a Final Information Quality Bulletin for
Peer Review establishing minimum peer
review standards, a transparent process
for public disclosure, and opportunities
for public input. Similarly, a joint
NMFS/FWS policy for peer review in
ESA activities requires us to solicit
independent expert review from at least
three qualified specialists, concurrent
with the public comment period (59 FR
34270; 1 July 1994). In accordance with
these policies, we solicited technical
review of the proposed rule from three
qualified specialists. Comments were
received from one of the independent
experts and those substantive comments
are addressed below.

Independent Peer Reviewer Comments

Comment 1: The discussion of threats,
specifically pollutants, anthropogenic
noise, disease from environmental
contaminants, and climate change, is
extremely speculative. These are threats
faced by most cetacean populations and
for most there is little or no direct
evidence linking any of them to a
cetacean population decline.
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Response: We believe that because the
threats referenced by the commenter are
faced by all cetacean populations they
must be acknowledged and evaluated in
order to fully assess the risk of
extinction for this population of MHI
insular false killer whales. Moreover,
there is ample evidence that pollutants,
anthropogenic noise, and environmental
contaminants represent a risk to
cetacean populations. Cetaceans have
been found stranded with plastic bags or
other forms of plastic blocking their
airways or in their stomach. Shipping
noise and military sonar have been
repeatedly shown to disrupt foraging
and communication, as well as cause
disorientation or death for a variety of
species. Environmental contaminants
have been shown to occur at very high
levels in insular false killer whales and
are known to cause immune system
dysfunction in the closely related
species, killer whales. Therefore, even
though individually these factors may
not be a significant threat to this
population, we consider the cumulative
impact of the threats to be a risk factor
based on the best available information.

Comment 2: Mitochondrial DNA
(mtDNA) differences between Hawaii
pelagic and insular populations are
quite high. However, the amount of
nuclear differentiation presented in
Chivers et al. (2010) is quite low.
Furthermore, the nDNA analysis did not
correct for multiple pairwise tests and
when that is done, there is no
significant differentiation between these
two stocks. This suggests there may be
quite a lot of male-mediated gene flow
between these two stocks, reducing the
support for the discreteness
determination. Finally, while there is
disagreement on the use of the
Bonferroni technique for controlling for
multiple pairwise comparisons, there is
little disagreement on the need to apply
some correction for multiple tests.

Response: We agree that the amount
of nuclear differentiation presented in
Chivers et al. (2010) is low. Moreover,
whether F-st (Fixation index—a
measure of population differentiation
due to genetic structure) and its analogs
actually measure genetic differentiation
is currently being debated in the
literature. However, the levels detected
were reasonably within the range of
what would be expected from the level
of mtDNA genetic differentiation
detected, when corrected for mutation
rate. With respect to correcting for
multiple pairwise tests, the application
of a correction factor was not considered
appropriate because pairwise
comparisons of putative populations
were considered independent and they
effectively reduce the Type I error rate.

The tradeoff of the latter is to increase
Type II error rates, and thus the risk of
erroneously interpreting test statistics.
Furthermore, Chivers et al. (2011)
conducted a Bayesian analysis
(STRUCTURE) using all sampled false
killer whale populations and the results
indicated separation into two
populations—the MHI insular
population and all others, including the
newly recognized NWHI island-
associated animals. The same
STRUCTURE analysis indicates that
male-mediated gene flow into the MHI
insular population from false killer
whales in other areas, including island-
associated animals in the NWHI, is at a
very low level. The nDNA results
suggest very low gene flow from other
populations, such that individually
sampled MHI insular false killer whales
can be genetically assigned to the MHI
insular population with high likelihood.
Please refer to our responses to
Comments 8 and 9 for further
information.

Public Comments From the First Public
Comment Period

Nearly all public comments received
during the first public comment period
on the proposed rule (75 FR 70169;
November 17, 2010) were some form of
a form letter or petition and were in
favor of listing the MHI insular false
killer whale DPS as an endangered
species. With respect to the remaining
public comments, which were
substantive, we have responded to these
through our general responses below.
Substantive comments were received
from seven groups: two research,
conservation, and education groups; the
Humane Society; the Marine Mammal
Commission; the State of Hawaii; the
Western Pacific Regional Fishery
Management Council; and the Hawaii
Longline Association.

In the proposed rule, we solicited
information from the public to inform
the designation of critical habitat in the
event the DPS was listed. The comments
received concerning critical habitat are
not germane to this listing decision and
will not be addressed in this final rule.
They will instead be addressed during
any subsequent rulemaking on critical
habitat for the MHI insular false killer
whale DPS.

Scientific and Legal Standards
Pertaining to the Main Hawaiian Islands
Insular False Killer Whale DPS

Comment 3: One commenter
questioned the legal standards of the
proposed rule, stating that applicable
law requires NMFS, at a minimum, to
provide its interpretation of the
“endangered” definition; explain how

its interpretation conforms to the text,
structure, and legislative history of the
ESA; explain how its interpretation is
consistent with judicial interpretations
of the ESA; explain how its
interpretation serves policy objectives;
and address whether its interpretation
could undermine those policy
objectives. The commenter stated that
because the proposed rule fails to
engage in this analysis, NMFS must
reconsider the proposed rule and re-
issue a new proposed rule or a not
warranted finding.

Response: Section 4 of the ESA
requires us to determine whether any
species is an endangered species or a
threatened species because of any of the
ESA section 4(a)(1) listing factors. An
“endangered species” is “any species
which is in danger of extinction
throughout all or a significant portion of
its range.” A ‘“‘threatened species” is
“any species which is likely to become
an endangered species within the
foreseeable future throughout all or a
significant portion of its range.” In the
proposed rule, we explained the present
demographic risks establishing that the
[MHI] insular false killer whale is “in
danger of extinction” and therefore
should be listed as “endangered.”

We disagree that case decisions,
including In re Polar Bear Endangered
Species Act Listing and Section 4(d)
Rule Litigation, 748 F. Supp. 2d 19
(D.D.C. 2010), indicate that the
proposed rule was insufficient with
respect to defining “endangered”” and
“threatened.” The legislative history of
the ESA indicates Congress left to the
discretion of the Services (NMFS and
the U.S. Fish and Wildlife Service;
collectively “Services”) the task of
giving meaning to the terms through the
process of case-specific analyses that
necessarily depend on the Services’
expertise to make the highly fact-
specific decisions to list species as
endangered or threatened. The polar
bear decision confirmed this
interpretation and specifically noted
that the inherent ambiguity in the
definition of “endangered species”
affords the listing agency flexibility
when adapting the policy to fit
“infinitely variable conditions,” based
on its technical expertise in the area and
on the specific facts of the case. Id. at
27 (quoting Lichter v. United States, 334
U.S. 742, 785 (1948)). Far from requiring
an agency to set forth a particular
definition, the court noted that the
agency has broad discretion to
determine species’ status in light of the
five statutory listing requirements of
ESA section 4. Id. at 28.

Although Congress did not seek to
make any single factor controlling when
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drawing the distinction, Congress
included a “temporal element to the
distinction between the categories.” In
Re Polar Bear Endangered Species Act
Listing and Section 4(d) Rule Litigation,
794 F. Supp. 2d 65, 85 n.24, 89 & n.27
(D.D.C. 2011). Accordingly, in the
context of the ESA, we interpret an
“endangered species” to be one that is
presently at risk of extinction. A
“threatened species,” on the other hand,
is not currently at risk of extinction, but
is likely to become so. In other words,

a key statutory difference between a
threatened and endangered species is
the timing of when a species may be in
danger of extinction, either now
(endangered) or in the foreseeable future
(threatened).

In this case, we applied a case-
specific interpretation of “endangered”
and utilized the best available data to
analyze the ESA section 4 factors in
light of the MHI insular false killer
whale’s particular circumstances. This
approach conforms with the ESA’s
requirement for species-specific status
reviews (16 U.S.C. 1533(b)(1)(A)).
Whether a species is ultimately listed as
an endangered species depends on the
specific life history and ecology of the
species, the nature of the threats, the
species’ response to those threats, and
population numbers and trends.

In the proposed rule, we explained
that the [MHI] insular false killer whale
population is presently in danger of
extinction due to a number of currently-
existing ESA section 4 risk factors. For
example, we noted that its small
population size when compared to
historical data indicates that the
population has declined over the last
two decades, and small populations are
particularly susceptible to
environmental threats and inbreeding
depression. The population is
genetically isolated from both the
Hawaiian pelagic and the NWHI false
killer whales, with little gene flow into
the MHI insular population from other
areas. The MHI insular false killer whale
exhibits strong habitat specialization
and social structure, rendering the
population vulnerable to competition
for resources and habitat in relatively
shallow waters, and to loss of individual
members with corresponding loss of
knowledge transfer within the
population. Competition with fisheries,
interactions with fisheries, the impacts
of reduced total prey biomass, and
contaminants are also risk factors for the
population and its habitat.

In light of the foregoing, we believe
that MHI insular false killer whales have
experienced a decline in numbers as a
result of factors that have not been
abated, that show no evidence of

stabilization, and currently place the
population in danger of extinction. Any
event that reduces survival (e.g., disease
outbreak, oil spill) can adversely affect
the entire group because: the whales
reproduce only every 6 or 7 years and
become reproductively senescent in
their mid-40s; the estimated effective
population size is only about 50
breeding adults (Chivers et al., 2010;
Martien et al., 2011); they are
genetically isolated from the pelagic and
the NWHI population; and because
individual false killer whales are
usually near their group and in close
association with one another. Moreover,
the DPS historically has faced or
currently/in the future faces 29 potential
threats, 15 of which are significant and
2 of which are most significant
(including small population effects, and
hooking, entanglement, and acts of
prohibited take by fishers).

Finally, the BRT determined, and we
agree, that the small population size and
evidence of a decline in the species,
combined with several factors that are
likely to continue to have, or have the
potential to adversely impact the
population in the near future, describe
a population that is at high risk of
extinction. High risk of extinction was
defined by the BRT as within 3
generations (75 years) or the maximum
age, whichever is greater, that there is at
least a 5 percent chance of the
population falling below a level where
recovery is not likely. Because false
killer whales are highly social animals,
this level was set at 20 animals, which
is about the average group size.

The imminence of these threats is just
one factor to be weighed in this process.
Although we find a high risk of
extinction where there is at least a 5
percent chance of the population falling
below a level where recovery is not
likely, in this case we found that most
Population Viability Analysis (PVA)
models exceeded the 5 percent chance
of extinction in 75 years by a very wide
margin, with most indicating a greater-
than-90 percent chance of extinction
within 3 generations (Oleson ef al.,
2010). This population level would
result in functional extinction beyond
the point where recovery is possible.
Accordingly, we have determined that
this DPS warrants listing as an
endangered species under the ESA
because it is currently in danger of
becoming extinct within three
generations.

Comment 4: One commenter
questioned the use of the best available
scientific and commercial data, stating
that the proposed listing of the
Hawaiian insular false killer whale is
based, in large part, on “uncertain or

inconclusive” information. The
commenter noted that available
information regarding stock structure,
range, and abundance of Hawaiian
insular false killer whales is
significantly limited, contains
substantial data gaps, and is low in
confidence and high in uncertainty.

Response: Listing decisions under
ESA section 4 are to be made utilizing
the best scientific and commercial data
available (16 U.S.C. 1533(b)(1)(A)). This
standard ensures that the agency will
not disregard available scientific
evidence that is in some way better than
the information it relies upon. However,
scientific uncertainty is present in
nearly every listing decision, and NMFS
is not foreclosed from making a decision
that is based on, in whole or in part,
incomplete or imperfect scientific
information.

NMFS acknowledges that while there
are substantial data gaps for some
aspects of MHI insular false killer whale
ecology and abundance, the available
data do allow a proper assessment of
whether this population is a DPS.
Uncertainty and alternative viewpoints
are explicitly acknowledged by the BRT
in the original DPS analysis and are
described in Appendix A of the status
review report, as well as in the
Reevaluation of the DPS Designation for
Hawaiian (now Main Hawaiian Islands)
Insular False Killer Whales (Oleson et
al., 2012). The best available data shows
that the DPS is presently in danger of
extinction because of meeting four of
the five ESA section 4(a)(1)(b) factors,
including significant demographic risks
as explained in our Response to
Comments 3 and 9. As such, we find
that the DPS warrants listing as
endangered.

Status of the Main Hawaiian Islands
Insular False Killer Whale DPS

Comment 5: The State of Hawaii was
concerned about the profound effects to
state programs from listing the Hawaiian
insular false killer whale DPS as an
endangered species.

Response: We acknowledge that
listing the Hawaiian insular false killer
whale DPS as an endangered species
could potentially affect State of Hawaii
programs, and we would work with the
State to minimize associated impacts.

We are working with the State of
Hawaii through an ESA section 6
cooperative agreement and grant
funding to prevent and document
nearshore fishery interactions with
Hawaiian monk seals and sea turtles.
The State is evaluating fishery
interactions in mainly shore-based
hook-and-line gear and gillnets, and is
characterizing these fisheries in terms of
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their effort, gear, target species, and
likelihood of impacts to protected
species. Through the cooperative
agreement, the State is developing a
pilot take reporting and monitoring
system, and assessing current and future
regulatory and non-regulatory
alternatives for fishery take reduction
and monitoring. The State, in
coordination with the NMFS Pacific
Island Regional Office and NMFS
Pacific Islands Fisheries Science Center,
also provides education and outreach to
Hawaii’s fishermen on protected
species, including communication with
sport and commercial fishing
organizations and clubs, as well as
environmental groups. Through listing
the MHI insular false killer whale under
the ESA there is the potential to expand
the scope of Hawaii’s ESA section 6
cooperative agreement to include this
species.

We will continue to work with the
State of Hawaii and other partners to
assess and address marine mammal
interactions in state-managed fisheries.

Comment 6: One commenter asserted
that as the science continues to develop,
it is becoming more apparent that
insular and pelagic false killer whales
overlap and intermingle throughout a
significant portion of their range. Thus,
the best available evidence is too
uncertain to designate the insular
population as a DPS.

Response: NMFS disagrees that the
data are too uncertain to designate the
MHI insular population as a DPS. NMFS
does acknowledge, however, that recent
satellite-telemetry studies, and as stated
in the draft 2012 SAR (Carretta et al.,
2012b), the insular and pelagic
populations of false killer whales do
overlap in their geographic range from
40 km to 140 km off the Main Hawaiian
Islands. Additionally, the draft 2012
SAR (Carretta et al., 2012b) identifies a
new island-associated population of
false killer whales that inhabits the
NWHI, and photo-identification and
satellite tagging results suggest that false
killer whales from the NWHI population
geographically overlap with MHI insular
false killer whales near Kauai (Baird et
al., 2012; Carretta et al., 2012b). Despite
the geographic overlap, significant
differences in the populations exist as
described in the DPS reevaluation
discussed above and in Oleson et al.
(2012). Therefore, although insular and
pelagic populations may geographically
“intermingle” with one another (as well
as with the NWHI population), the
assertion that insular and pelagic false
killer whales genetically “intermingle”
is not supported (nor do they genetically
“intermingle” with NWHI false killer

whales), and this is further discussed in
response to Comment 7 (below).
Comment 7: Similar to Comment 2
made by the peer reviewer, one public
commenter asserted that nDNA
purportedly supporting discreteness is
not consistent with Chivers et al. (2010),
stating that while the authors found that
limited mtDNA samples provided some
suggestion of discreteness, the nDNA
data does not suggest discreteness.
Response: NMFS disagrees with the
commenter’s characterization of the
Chivers et al. (2010) data. Chivers et al.
(2010) (and also Chivers et al., 2011)
does show strong differentiation in
maternally-inherited mtDNA between
the MHI insular and the other adjacent
NWHI and pelagic populations. This
indicates there is little, if any,
emigration of females between these
populations. Additionally, Chivers et al.
(2011) found that there are significant
differences in nDNA between the MHI
insular and the other populations,
indicating there is little male-mediated
gene flow (either emigrating or mating),
from any other population including
island-associated NWHI animals. The
MHI population is as different from the
NWHI population as it is from the other
more distant strata (supported by both
F-st and Structure results). These data
are consistent with the notion of two
insular Hawaiian populations that now
have little gene flow and that represent
a mtDNA lineage that has been
separated from all other false killer
whale populations for a substantial
period of time (Oleson et al., 2012).

Threats to the Main Hawaiian Islands
Insular False Killer Whale DPS

Comment 8: One commenter included
five recommendations for protecting
Hawaiian insular false killer whales
from fisheries interactions: 100 percent
observer coverage in the Hawaii-based
longline fisheries; the required use of
circle or weak hooks; prohibiting
longline fishing within the entire range
of the Hawaiian insular population of
false killer whales; establishing a false
killer whale sightings reporting system;
and addressing potential impacts of
inshore fisheries through the False
Killer Whale Take Reduction Team
(FKWTRT).

Response: This action concerns the
listing decision for the MHI insular false
killer whale under the ESA; the
development of conservation and
management measures for protecting the
DPS from fisheries interactions is
beyond the scope of this rulemaking.
However, NMFS is finalizing a take
reduction plan to reduce commercial
fishery impacts on Hawaii’s pelagic and
MHI insular whales. The public may

access a copy of the proposed plan and
proposed implementing regulations
from our Web site (see FOR FURTHER
INFORMATION CONTACT). We will also
prepare a recovery plan for the species
after the species is listed.

Comment 9: One commenter felt that
while it is difficult to address threats
posed by reduced genetic diversity or
the as yet unquantified impacts from
climate change, the degree to which
these threaten the DPS should be further
studied.

Response: The ongoing and
potentially changing nature of pervasive
threats, in particular, effects from
climate change, potential limits on prey
availability, and reduced genetic
diversity, certainly need to be further
studied especially given uncertain
future ocean conditions. These and
other risks are unlikely to decline (and
are likely to increase in the future). And
while the population may not be
naturally large compared to other
cetaceans, the population has decreased,
and thus the intensity of the threats is
increased by the small number of
animals currently in the population.
The combination of factors responsible
for past population declines are
uncertain, may continue to persist, and
could worsen before conservation
actions are successful, which could
potentially preclude a substantial
population increase. In sum, we concur
that all threats should continue to be
further studied.

Comment 10: One commenter felt that
a biased interpretation of prey
abundance and competition based on
fishery-dependent catch-per-unit-effort
(CPUE) data resulted in exaggerated
threats. The commenter felt that
alternative explanations of changes in
CPUE and prey size were not considered
or analyzed by NMFS.

Response: This commenter’s
suggested alternative explanations of
CPUE changes (e.g., altered handline
targeting) are not supported by any
existing analysis or publications, and
are speculative. All information and
interpretation of Hawaii pelagic fish
abundance come from CPUE data and
commercial fish catch size data. No
independent analysis of biomass is
possible, given the data currently
available, except the more thorough
stock-wide assessments that include
Hawaii fish. Stock-wide assessments
also use semi-independent tagging data,
and evaluate alternative analyses of
CPUE changes with various CPUE
standardizations, all suggesting reduced
population biomass. The level of risk is
assigned based on credibility, with
acknowledged high uncertainty. We
therefore disagree that the interpretation
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of prey abundance and competition
based on use of CPUE metrics is
exaggerated.

Comment 11: Several commenters
asserted that the proposed rule
unjustifiably assigns the commercial
longline fishery as having a higher risk
to insular false killer whales, compared
to the risk assigned to it in the status
review report completed by the BRT.
Another commenter stated there is an
incorrect assessment of alleged
interactions between commercial
longline fisheries and insular false killer
whales, stating there is no evidence
showing that commercial longline
fisheries have ever had an interaction
with an insular animal, despite high
rates of observer coverage; that there has
been only one documented interaction
with a false killer whale that occurred
in or near the geographic range
identified for the insular stock and that
interaction was classified as non-
serious; and that the interaction, for
which no genetic sample was obtained,
likely involved a pelagic animal since
the best available science does not
reasonably support the conclusion that
the interaction involved an insular
population animal. Finally, this
commenter stated that NMFS’
attribution of that interaction to the
insular stock directly contradicts a
statement (from what we assume is from
the status review report, although the
exact quote is not in the status review
report) that ““false killer whale bycatch
or sightings by observers aboard fishing
vessels cannot be attributed to the
insular population when no
identification photographs or genetic
samples are obtained.”

Response: NMFS disagrees that only
one interaction has occurred and that it
is outside the insular population
boundary. In the shallow-set fishery
between 2000 and 2011, there were no
interactions with false killer whales or
“blackfish” in the insular-pelagic
overlap zone. However, in the deep-set
longline fishery between 2000 and 2011
there were three observed interactions
with false killer whales within the
insular-pelagic stock overlap zone (two
serious injuries in 2003, and one non-
serious injury in 2006). There have also
been three observed interactions within
the overlap zone with unidentified
“blackfish” (serious injuries in 2003 and
2006, and one in 2005 where injury
severity could not be determined
(McCracken, 2010a; 2010b; 2011;
Forney, 2010; 2011; NMFS, unpublished
data). Blackfish interactions are now
prorated to species and counted in
mortality and serious injury estimates
for false killer whales and pilot whales
in the draft 2012 SAR (Carretta et al.,

2012b). Based on these data, the most
recent estimate of total annual
interactions with the MHI insular
population between 2006 and 2010 is
estimated at 0.50 animals per year
(Carretta et al., 2012b).

It is correct, however, that no genetic
samples are available from animals that
have interacted with the fishery within
the insular-pelagic population overlap
zone. Genetic sampling provides a
useful and reliable method for
positively accounting for marine
mammal interactions, but like
identification photographs, the method
is available for only a small fraction of
bycaught individuals. Accordingly, the
lack of genetic evidence raises
uncertainty in the estimates of actual
interaction rates; it does not suggest that
interactions with the MHI insular stock
are not occurring. The average annual
rate of mortality and serious injury
(M&SI) of insular false killer whales
over the past 5 years of available data
is 0.50 animals per year as of the draft
2012 SAR (based on data from 2006—
2010, Carretta et al., 2012b). The M&SI
estimates are based on proration of
interactions to the stock within the
overlap zone where both insular and
pelagic stocks are known to exist, as
well as proration of “blackfish”
interactions to false killer whales and
pilot whales. (Please refer to the
response to Comment 8 for information
on the distribution of the populations
within the overlap zone, which
discusses how the populations are not
uniformly distributed within the
overlap zone but show a gradient.)
Proration is an accepted method for
assigning mortality and serious injury to
a species and stock (NMFS, 2005) and
reflects the best information available to
us on the rate of interaction between the
MHI insular stock and the deep-set
longline fishery.

The potential biological removal
(PBR) level for the MHI insular
population was recently revised to 0.30
whales per year in the draft 2012 SAR
(Carretta et al., 2012b). The estimated
rate of interaction from longline
fisheries alone exceeds PBR, and this
stock is considered ““strategic’” under
the MMPA. Refer to responses to
Comments 14 and 15 for more
information on PBR.

Finally, the statement from the status
review report is taken out of context.
The correct quote follows from
discussion of population attribution
based on aerial surveys and states
“x * * gightings of false killer whales
by observers aboard fishing vessels
cannot be attributed to the insular
population when no identification
photographs are obtained.” The

statement refers only to the inability to
assess population range based on fishery
observer sightings, not to appropriate
methods for prorating bycatch, nor to
the potential for bycatch from the MHI
insular stock given its occurrence
within the insular-pelagic overlap zone.

Comment 12: One commenter
asserted that direct and indirect
inferences of commercial longline
fishery interactions with the insular
population are not supported.
According to the commenter, each of the
following statements is speculative and
lacks factual support: “a few
interactions closer to the Main Hawaiian
Islands may have involved insular
animals”’; “historically more frequent
interactions may have occurred’’; with
reference to the longline exclusion zone,
“decline of the insular DPS has still
occurred”’; and ‘‘the greatest threats to
the insular population are small
population effects and hooking,
entanglement, or intentional harm by
fishermen.”

Response: The statement “‘a few
interactions closer to the Main Hawaiian
Islands may have involved insular
animals” is factually correct. Based on
the objective application of criteria in
the draft 2012 SAR (Carretta et al.,
2012b), meaning specifically using the
location of an interaction to prorate the
probability of the interaction with an
insular animal within the overlap zone,
we conclude that interactions are
occurring with MHI insular false killer
whales within the insular-pelagic
overlap zone based on the geographic
range of the population. Refer to
response to Comment 11 for more
information on interactions between the
deep-set longline fishery and insular
animals.

As for the quote “historically more
frequent interactions may have
occurred,” the statement continues with
“* * * when there was much greater
overlap between insular false killer
whales and longline fisheries.”” Prior to
the longlining exclusion zone it is likely
that there were interactions between
longline fisheries and insular false killer
whales, given the considerable amount
of fishing effort within the population’s
range. There are no data available to
evaluate the level of interactions before
1992, but it is not unreasonable to infer
that they may have occurred.

Regarding the statement that a
“decline of the insular DPS has still
occurred,” based on false killer whale
encounter rates from the aerial survey
data in the 1990s and early 2000s, a
downward trend in sightings does
suggest a decline in the population,
even after the longline exclusion zone
was enacted in 1992.
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With respect to the statement “‘the
greatest threats to insulars are small
population effects and hooking,
entanglement, or intentional harm by
fishermen,” this is the finding of the
BRT and we generally concur in the risk
analysis, based on all available data and
appropriate consideration of uncertainty
in each factor. As discussed in the
response to Comment 30, although we
are aware of reports alleging intentional
harm by shooting, a review of agency
records does not substantiate these
allegations. We do, however, have
records documenting unauthorized
takes by fishing crew in order to
discourage marine mammals from
depredating catch. For example, two
observer reports document the
intentional discharge of diesel oil into
ocean waters, which is reasonably likely
to result in take of protected marine
mammal species including the MHI
insular false killer whale.

Comment 13: One commenter stated
that the draft FKWTRP submitted to
NMFS by the FKWTRT in July 2010
includes the extension of the longline
exclusion zone to essentially the full
range of the insular stock. The
commenter concluded that this measure
effectively eliminates any risk that the
deep and shallow-set longline fisheries
may pose to the insular population and,
therefore, the fisheries operating
pursuant to this draft FKWTRP would
not affect, or are not likely to adversely
affect, insulars and, thus, the proposed
rule directly contradicts this with no
reasonable explanation.

Response: NMFS disagrees that the
draft FKWTRP eliminates all risk that
fisheries may pose to the insular
population. It is correct that the
FKWTRT noted in their consensus
recommendations to NMFS (draft
FKWTRP) that an extension of the
existing longline exclusion zone (i.e.,
prohibiting longline fishing year-round
in the area where it was previously
closed only seasonally) would
“effectively eliminate any risk the deep
and shallow-set longline fisheries may
pose to the insular stock of false killer
whales.” It is important to note,
however, that this was the FKWTRT’s
statement and not necessarily the
position of the Agency.

NMFS’ FKWTRP proposed rule would
include the extension of the boundaries
of the year-round prohibited area for
longline fishing (the ‘“Main Hawaiian
Islands Longline Fishing Prohibited
Area”). The objective of the FKWTRP is
to reduce impacts of commercial
fisheries on strategic false killer whale
stocks to below each stock’s PBR within
six months, and ultimately to negligible
levels.

However, in the FKWTRP proposed
rule, NMFS did not suggest that the risk
to insular false killer whales from
longline fishing would be eliminated.
NMEF'S believes that not all risk to the
MHI insular population has been
eliminated because longlining would
still be allowed within a portion of the
insular-pelagic overlap zone, and
because longline fishing is not the only
risk factor impacting the population, as
discussed further below.

As described in the response to
Comment 8 above, since 1992, longline
fishing has been excluded year-round
from the entire core range of the MHI
insular population and part of the
extended range (i.e., the area of overlap
between the MHI insular and Hawaiian
pelagic populations), and further
excluded seasonally (February-
September) in a large portion of the
insular population’s extended range.
The proposed revised boundary of the
Main Hawaiian Islands Longline Fishing
Prohibited Area (via the FKWTRP)
would further restrict longlining year-
round within a portion of the insular
population’s extended range where
longline fishing previously had been
allowed between October and January.

Additionally, the Southern Exclusion
Zone (SEZ), if triggered by a specified
number of observed Hawaii pelagic false
killer whale mortalities or serious
injuries in the Hawaii-based deep-set
longline fishery, would close an area
south of the Main Hawaiian Islands
within the EEZ to deep-set longline
fishing. The SEZ would include a small
portion of the insular-pelagic overlap
zone in which longline fishing is
currently allowed. This closure would
offer additional protections from
hooking or entanglement in the deep-set
longline fishery to any MHI insular false
killer whales in the overlap zone when
the SEZ is closed.

As discussed above in the response to
Comment 4, other measures such as the
proposed use of circle hooks with a wire
diameter of less than or equal to 4.5 mm
(0.177 in) in the deep-set longline
fishery, if implemented, are expected to
further mitigate this risk.

However, the proposed revision of the
Main Hawaiian Islands longline fishing
prohibited area boundaries would leave
approximately 26 percent of the insular-
pelagic overlap zone open to longline
fishing, at the offshore edges of the
overlap zone (53,992 km? or 15,742
nm?2). Even if the SEZ were also closed,
15 percent of the overlap zone would
still remain open to longline fishing.
Accordingly, even though the FKWTRP
is intended to increase protections for
MHI insular false killer whales from
interactions with longline fishing, this

regulatory measure would not eliminate
all risks from commercial longline
fishing.

Although the objectives of MMPA
section 118 complement the
conservation goals of the ESA, we do
not believe that the protections afforded
by the FKWTRP proposed rule would be
sufficient to obviate the need for ESA
listing. The FKWTRP proposed rule
would not address all other identified
threats to insulars, even from
commercial fisheries. As discussed
elsewhere, the MHI insular stock also
faces risk by virtue of its low population
numbers, inbreeding depression, genetic
isolation, contaminants, and disease,
among others. We therefore conclude
that listing under the ESA is appropriate
and necessary.

Comment 14: One commenter felt that
with respect to longline commercial
fishery interactions, the best available
science and information does not
support a conclusion other than
commercial longline fisheries do not
pose a threat to insular stock animals.
The commenter asserts NMFS’
conclusions and inferences are arbitrary,
capricious, and inconsistent with the
best available science.

Response: We disagree with both
assertions in the commenter’s statement.
Commercial longline fisheries
geographically overlap with a small
portion of the range of the MHI insular
population, thereby posing a risk. In
addition, and as discussed in response
to Comments 11, 12, 13, and 16, there
are takes of MHI insular false killer
whales in commercial longline fisheries,
and they exceed PBR. As reflected in the
2011 SAR and in the draft 2012 SAR,
the stock is considered to be strategic
(Carretta et al., 2012a; 2012b). Moreover,
as discussed in the status review report,
reduced total prey biomass and reduced
prey size also pose a risk to the insular
population. Although declines in prey
biomass were more dramatic in the past
when the insular population may have
been higher, the total prey abundance
remains very low compared to the 1950s
and 1960s as evidenced by CPUE data
from Hawaii longline fisheries and
biomass estimates from tuna stock
assessments (Oleson ef al., 2010). Long-
term declines in prey size from the
removal of large fish have been recorded
from the earliest records to the future
(Oleson et al., 2010). As such, it is not
appropriate to conclude that
commercial longline fisheries pose no
threat to this population.

Comment 15: One commenter quoted
the proposed rule, which states that
“the longline prohibited area has also
been effective by reducing interactions
with the insular DPS since 1992, yet
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interactions have still been documented
and the total population size of the
insular DPS has declined since then.”
The commenter indicated that the
statement was untrue because there had
been no documented interactions since
1992, and that the statement implies
that longline fisheries are somehow
responsible for the supposed decline.
The commenter felt that despite zero
documented interactions, NMFS
concludes that not only do longline
fisheries interact with the insular
population, but that they do so to a
degree that has caused, and still causes,
a decline in the population.

Response: As discussed in the status
review report, the intense and increased
fishing activity within the known range
of MHI insular false killer whales since
the 1970s suggests a significant risk of
fisheries interactions, even though the
extent of interactions with almost all of
the fisheries is unquantified or
unknown. The only fishery for which
there are recent quantitative estimates of
hooking and entanglement of false killer
whales is the commercial longline
fishery. We note that the pelagic stock
of false killer whales has been
documented to interact with observed
longline fisheries at a rate well above its
PBR. Although the longline fishery has
been largely excluded from the known
range of MHI insular false killer whales
since the early 1990s, there remains a
risk of interaction in the overlap zone
(see Response to Comment 14). The
deep-set longline fishery does interact
with MHI insular false killer whales in
the overlap zone, and these interactions
have been prorated to MHI insular and
pelagic stocks (see Response to
Comment 11). Furthermore, evidence of
dorsal fin scarring and disfigurements
indicates that the MHI insular false
killer whales remain at risk from
fisheries. These injuries cannot be
definitively attributed to one specific
fishery, but the possibility that the
injuries are from the longline fishery
cannot be discounted. Given this
information, we do not agree that no
interactions have occurred since 1992.
We also believe that because of this
information, fishery interactions,
including those in longline fisheries,
have played a role in the decline of the
MHI insular population.

Comment 16: One commenter
cautioned that the role of prey reduction
in the insular population’s decline and
potential recovery may have been
underestimated. It was recommended to
further investigate fishery-related
reductions of the target fish stocks and
the manner in which those reductions
are realized on a spatial basis, and how
those reductions coincide with or may

affect the foraging of insular false killer
whales.

Response: We agree with this
recommendation and will look at ways
to further investigate prey reduction and
possible effects to false killer whales.

Comment 17: One commenter
submitted a number of comments
relating to prey competition. The
commenter stated that NMFS asserts
that competition for prey with fisheries
is a threat, but fails to make a causal
connection establishing that fisheries
compete with the insular population for
prey or that insular animals are
nutritionally distressed or otherwise
suffering from a supposed lack of prey.
The commenter asserted that the best
available information shows that prey
competition, if any, between
commercial longline fisheries and
insulars poses no risk to insulars. The
commenter stated that commercial
longline fisheries fish almost
exclusively outside the insulars’ range
and entirely outside of areas in which
insulars have been satellite tracked; the
proposed rule suggests competition for
bigeye tuna is a threat to insulars yet no
animal has been observed feeding on
bigeye and this is consistent with data
showing that bigeye are not abundant in
nearshore areas inhabited by insulars;
the status review report states that
“stock assessments clearly outline a
similar pattern of substantially
declining biomass in the 1960s to
1970s” for bigeye and yellowfin tuna,
however, this statement refers to the
Western and Central Pacific tuna stocks
generally and says nothing about
abundance and presence of those
species in the nearshore insular waters.
In sum, the commenter felt that the link
between prey reduction allegedly
caused by longline fisheries and the
insular population is not based on any
scientific data or information and to
suggest this as a medium risk is directly
contrary to the best available science.
Finally, the commenter felt that
comments on prey competition
submitted by the Western Pacific
Regional Fishery Management Council
(Council) in response to the 90-day
finding do not appear to have been
considered in the status review report or
proposed rule.

Response: As discussed in greater
detail in the status review report, it is
clear based on observations of fish
predation by insular false killer whales
that fisheries and false killer whales do
target many of the same fish species.
Insular false killer whales have been
observed feeding on yellowfin, albacore
and skipjack tuna, scrawled file fish,
broadbill swordfish, mahimahi, wahoo,
lustrous pomfret, and threadfin jack

(Baird, 2009). Many of these fish species
are highly mobile, such that large-scale
fisheries impact their populations, even
if no commercial longlining is occurring
within the majority of the MHI insular
false killer whale population’s range.

Although evidence of nutritional
stress is difficult to obtain, the BRT
notes that prey abundance and size have
been dramatically reduced over the past
five decades (Oleson et al., 2010). It is
also important to note that the level of
fish removal by fisheries reduces the
biomass of fish to a point that insular
false killer whales may need to search
over a greater area or for a longer period
of time to find enough food, thereby
expending more energy to find enough
prey to meet their daily dietary needs.
These dietary needs have been
described in greater detail in the status
review report, but to summarize, this
was calculated for MHI insulars and,
though it depends on the whale
population age structure used,
approximately 2.9 to 3.9 million pounds
of fish would be consumed annually by
MHI insular false killer whales. For
comparison, this quantity of fish is
similar to the current annual retained
catch in the commercial troll fishery,
which targets species such as marlin,
mahimahi, wahoo, and yellowfin and
skipjack tuna, and three to four times
greater than the annual catch in the
Main Hawaiian Islands handline
fishery, which targets yellowfin tuna
(Oleson et al., 2010).

As for the prey reduction “allegedly”
caused by longline fisheries, the role of
longline fishing in reducing yellowfin
and bigeye tuna population biomass
throughout the range of the populations
is well documented. The substantial
reduction in the population biomass of
these tuna, and other prey of the MHI
insular population, poses a medium
risk. The lack of precision in estimates
is acknowledged by the BRT and we
concur. Current exclusion of the
longline fishery from the majority of the
MHI insular population’s range does not
mean that localized reductions by the
longline fishery, continued fishing of
highly mobile pelagic prey by
commercial fisheries, or continued local
reductions by nearshore fisheries would
not be impacting MHI insular false killer
whales.

Zimmerman (1983) reports the loss of
bigeye tuna from nearshore troll and
longline fisherman by a false killer
whale. Although there are no
photographic or genetic records from
the animal with which to determine
whether it is from the MHI insular or
pelagic population, the report of this
loss of fish occurred in Hawaiian
nearshore waters, suggesting a MHI
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insular animal. That a false killer whale
depredated bigeye from longlines
indicates that bigeye is part of the diet,
and therefore longline catch would be in
competition with the whale for this
resource. The relative proportion of MHI
insular false killer whale diet that is
composed of bigeye tuna is unknown.

As for the status review report, the
reference to the stock assessments’
“similar pattern” is in relation to the
documented similarity of the decline in
the CPUE data for local Hawaiian
fisheries since the 1950s. The simplest
explanation of long-term yellowfin and
bigeye tuna CPUE declines, both local
and stock-wide, is declining biomass.
Other possible partial explanations for
declining CPUE have been evaluated in
the stock-wide assessments, which
conclude that the CPUE trends do
reflect substantial biomass declines. The
cited assessments include Hawaii in
their geographic extent, and the Hawaii
longline CPUE data in their analysis.
For highly mobile tuna populations,
changes in the stock-wide biomass are
reflected in local biomass. There are no
separate tuna populations in insular
Hawaiian waters.

Finally, the comments received in
response to the 90-day finding from the
Council were considered but were
found to be inaccurate, as they did not
account for a complete assessment of
historical fisheries information. The
Council did, however, reiterate these
concerns in their comments on the
proposed rule, and those comments are
addressed individually throughout this
document.

Comment 18: The State of Hawaii
noted that the kaka line and shortline
fisheries are assessed as high risk,
although the characterization of both are
further qualified and ranked as a
“distant third and fourth.” The State
also hoped that in the formulation of
requirements, that these fisheries not be
lumped with the troll fishery, which has
significantly more potential for
interaction based on numbers of fishers
and the frequency of fishing. Finally,
the State of Hawaii noted that the
shortline fishery is listed as a Category
II fishery in NOAA’s 2011 List of
Fisheries (LOF), and the kaka line is
categorized as a Category III fishery. The
State was concerned that the proposed
listing does not rely upon this fishery
listing assessment to determine the level
of risk that has been characterized for
the stock.

Response: The above quote was
misinterpreted by the commenter. The
sentence refers to the amount of effort
in the fisheries and not risk from the
fisheries. More specifically, the quote
refers to how the troll fishery has by far

the greatest participation and effort in
fishing days of any fishery within the
known range of MHI insular false killer
whales, followed by the handline
fishery, with the kaka line and shortline
fisheries having the third and fourth
greatest amount of effort. Collectively,
they all are rated as a high overall threat
level.

With respect to the formulation of
fishing requirements, any potential
future requirements would be addressed
through separate MMPA, or ESA
processes.

Finally, as for relying on the NMFS
2011 LOF listing assessment to
determine the level of risk that has been
characterized for the Category II
shortline fishery (‘“occasional”
incidental mortality and serious injury),
and the Category III kaka line fishery
(“remote” incidental mortality and
serious injury), the BRT did consider
the category listing of both. However,
the BRT decided to collectively include
all nearshore commercial and
recreational fisheries, including troll,
handline, shortline, and kaka line,
under a single threat of interactions
with these fisheries as it relates to the
limiting factor of hooking,
entanglement, or acts of prohibited take.
This decision was based on the fact that
some recreational fisheries in Hawaii
target the same species as commercial
fisheries (e.g., tuna, billfish) and use the
same or similar gear, and might also be
expected to experience interactions with
false killer whales. However, it is
possible that some of the stationary
gears such as kaka line and short
longline are a much greater risk to false
killer whales than the troll fishery, as
interaction is not necessarily a matter of
magnitude of effort or hours on the
water or number of hooks. The nature of
the fishery operation puts it in different
categories of likely interactions. We
therefore concur with the approach used
by the BRT.

The Range, Distribution, and
Abundance of the Main Hawaiian
Islands Insular False Killer Whale DPS

Comment 19: One commenter
provided information that an additional
367 identifications (i.e., including re-
sightings) of false killer whales from 19
different encounters around the Main
Hawaiian Islands are now available. All
of these encounters were of individuals
from the MHI insular population, and
the high re-sighting rate and lack of
matches to the pelagic population
provides further support that this is a
small, socially-isolated population. In
addition, the commenter stated that new
data from 2009 and 2010 satellite tags
further demonstrate that this is an

exclusively island-associated
population. Further analysis of data will
help provide an assessment of critical
habitat. Another commenter provided
sighting data from within Maui County
waters and stated that gathering and
sharing data about Hawaiian false killer
whales is an increasing priority.

Response: We appreciate this new
information and agree that collecting
and sharing data is vital so that the
status of the species can be reevaluated
on a regular basis. The BRT has
reviewed the satellite-tagging and
photo-identification data, and we
concur that the information supports the
DPS determination.

Comment 20: One commenter
provided a number of general comments
on the historical abundance of insulars.
Specifically, the commenter stated that
there was a lack of critical evaluation of
the historical abundance, particularly
the 1989 aerial survey, resulting in an
inflated estimate of abundance prior to
1989, thus resulting in almost all model
projections leading to extinction. The
commenter also felt that the results of
the PVA models would be less
pessimistic had the BRT provided more
realistic estimates of historical
abundance and had critically reviewed
the aerial survey results from 1989 and
1993 to 1997.

Response: The BRT chose current
false killer whale densities at Palmyra
Atoll as a potential indicator of
historical abundance because the
oceanographic productivity there is
thought to be similar to that found in
the nearshore environment of the MHI.
The trend in the PVA is derived using
both the estimates of historical
abundance, as well as the decline in
encounter rates during the aerial
surveys in the 1990s and early 2000s. A
number of PVAs were run that
considered lower historical abundance
and greater uncertainty in historical
abundance, with all models leading to
relatively high extinction probabilities
within 75 years, which is equivalent to
3 generations.

With respect to the 1989 survey,
Sensitivity trial 3, detailed in Appendix
2 of the status review report, ignored the
1989 aerial survey estimate or any other
derivation of historical abundance,
specifying a large distribution for
historical abundance. This trial
indicated a 100 percent certainty of
functional extinction within 75 years,
higher than the probability estimated
from the base model. This demonstrates
a high probability of extinction even
when this aerial survey data is not
included in the analysis. Overall,
however, the extinction risk conclusions
are based upon the entirety of the
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evidence, not the outcome of a single
PVA trial or population estimate.

Comment 21: One commenter
provided a number of comments
pertaining to the inadequate
justification for the use of Palmyra Atoll
density, which was extrapolated out to
the 202,000 km? area within 140 km of
the MHI to ascertain a plausible
historical abundance of insulars.
Comments included that Palmyra Atoll
was used solely on the basis that it is
the highest reported density of the
species; Palmyra Atoll is situated in
more productive equatorial waters than
the sub-tropical Hawaii, but no
comparison of availability and
abundance of prey species around
Palmyra Atoll is made with those
around Hawaii; the density of Palmyra
Atoll is applied uniformly to the
202,000 km? areas within 140 km of the
MHI, even though a core range within
40 km of the MHI is acknowledged, thus
resulting in an extremely inflated
estimated historical abundance; it is
likely that Palmyra Atoll historically has
had higher densities of false killer
whales than in the MHI and thus
Palmyra Atoll density is likely not the
appropriate density to use in estimating
historical abundance; if the insular
population is so distinct then a
comparison to other populations cannot
be made; and finally, NMFS suggests the
Palmyra Atoll estimate is conservative
because known longlining occurs and
false killer whales are known to become
seriously injured or die as a result, and
in reaching this erroneous conclusion,
NMFS fails to disclose that there was
only one observed serious injury from
2004 to 2008 and that the estimated
mortality and serious injury rate is 0.3
which is far below the Palmyra
population PBR of 6.4.

Response: In addition to the response
provided in Comment 20 about why the
BRT chose current false killer whale
densities at Palmyra Atoll as a potential
indicator of historical abundance, there
is some information available on tuna
abundance near Palmyra, which
suggests similar species composition
(mix of bigeye tuna and yellowfin tuna)
as around Hawaii (Howell and
Kobayashi, 2006). Additionally, while it
is true that equatorial productivity can
be quite high, the latitude of Palmyra
places it marginally northward of that
primary feature of equatorial
productivity.

As for the density of Palmyra Atoll
applied uniformly within the 140 km of
the MHI, despite there being a core
range within 40 km, the current
boundary of the MHI insular false killer
whale population is 140 km from the
MHI. And while the existence of

gradients or hotpots in overall density of
MHI insular animals within that
boundary have not been identified, it
would be inappropriate to discount
potentially large numbers of animals
that could reside in the overlap zone
between 40 and 140 km from shore.

As for genetic similarities or
differences and its relevance to
comparing populations, Palmyra Atoll
whales are genetically distinct from
Hawaii pelagic and MHI insular whales.
However, there is no evidence that the
genetic differences at Palmyra affect
density. Since the data from Palmyra is
otherwise the best available comparison
for inferring historical density, we have
used it in our assessment of extinction
risk.

The BRT acknowledged that the
historical abundance of MHI insular
false killer whales is unknown. The
MHI insular population density is
among the highest in the tropical Pacific
for this species, such that it is
inappropriate to use the density from
any other lower density region as a
proxy for historical abundance.
Although the EEZ surrounding Palmyra
Atoll is more productive than the
Hawaiian EEZ, higher productivity near
the MHI could support similar densities
of fish and false killer whales as a
similar area in the Palmyra EEZ.
Overall, information from the Palmyra
Atoll stock provides a proxy for what
the historical population density may
have been within the MHI insular stock.
Even if population density information
from Palmyra is ignored, it is clear that
the MHI insular stock has declined.
Sensitivity trials 2 and 3 of the PVA
assess the extinction risk for alternative
plausible scenarios that do not rely on
the density estimate from Palmyra Atoll.

As for PBR at Palmyra Atoll, the 2004
and 2005 false killer whale SARs
indicate that historic interaction rates at
Palmyra Atoll used to be as much as an
order of magnitude higher than they are
now. Therefore, the Palmyra Atoll
density estimate was already impacted
by fisheries and thus is lower than its
pristine estimate, making the current
density estimate in fact conservative.
Moreover, serious injury and mortality
rates at Palmyra Atoll were not the
subject of the status review report;
however, review of historical take
information for Palmyra indicates that
four false killer whales have been
observed to be seriously injured or
killed there since 2001 (one in 2001,
two in 2002, and one in 2007 (Forney,
2010)).

Comment 22: One commenter
provided a number of comments
questioning the large groups of false
killer whales observed in the 1989 aerial

surveys. The commenter cautioned
against the use of these results for the
following reasons: inability to confirm
the species of sighted animals due to
lost photographic records; lack of
genetic or other evidence to conclude
that the documented large groups of
false killer whales were associated with
the insular population; and lack of
replicated results supporting the
existence of large groups of false killer
whales in 1989. The commenter also
noted that, while it is acknowledged
that there could have been a short-term
influx of pelagic animals, it is not
acknowledged or considered that they
could have been other species, such as
melon-headed whales, and that without
photographic evidence, the claim is
anecdotal.

Response: Although photographic
records are not available to confirm the
species identification for the large
groups observed in 1989, the experience
of the two observers during that survey
is unparalleled, with one of the two
observers, Dr. Stephen Leatherwood,
writing the guidebook on field
identification of blackfish (false killer
whales, melon-headed whales, pygmy
killer whales, and pilot whales) (note
that “blackfish’ here is different from
“blackfish” taken in the Hawaii-based
longline fisheries, which refers only to
false killer whales and short-finned
pilot whales). The BRT discussed the
species identification and felt there was
little reason to question the judgment of
the two observers during the aerial
survey given their high level of
expertise. We agree.

The BRT acknowledged the
possibility that the large groups
observed in 1989 might have
represented an influx of animals from
the pelagic population. This uncertainty
is represented in the BRT plausibility
scores for the parameterization of the
PVA, as seen in the Appendix to the
status review report. No other surveys
for false killer whales were conducted
in the 1980s until Mobley began flying
aerial surveys in 1993. Observers noted
three large groups during the 1989
survey on three different days,
confirming that, at least within the short
period of the 1989 survey, large groups
of false killer whales did occur close to
the MHI.

Comment 23: In addition to the
comments above (in Comments 20 and
22) about the 1989 aerial survey, a
number of other comments pertained to
this topic. One commenter believed the
point-estimate from 1989 to be
unrealistic when considering the
population estimate of 121 based on the
1993 to 1997 aerial surveys. The
commenter asserted that the abundance
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estimate of 121 appears to be simply
ignored, and when it is considered, a
dramatic decline of nearly 600 animals
in the 4-year period from 1989 (based on
the point-estimate of 769), suggests a
large-scale mortality event in a very
short time, for which no concrete
evidence is provided. The commenter
went on to state that, assuming that
interaction rates have not changed over
time, a simple extrapolation suggests
that the estimated number of insular
and pelagic false killer whales taken by
longline fisheries in the U.S. EEZ
around the MHI during the 4-year
period from 1989 to 1993 would be no
greater than 31.6 animals, which is
substantially less than nearly 600
animals that supposedly disappeared.
Therefore, other than questionable
estimates of historical abundance, no
other scientific evidence of a decline
has been provided.

Response: We believe the 1993 to
1997 abundance estimate provided in
Mobley (2000) is too low and presents
a higher level of precision than is
appropriate given the survey
constraints. In other words, the Mobley
(2000) abundance estimate of 121
individuals is thought to be negatively
biased, meaning the abundance estimate
is lower than actual abundance, because
observers were not able to detect groups
below the plane and no adjustment was
made for this in the calculation of
abundance from those surveys, as is
suggested in Buckland et al. (2001)
“Introduction to Distance Sampling.”
The 1993 to 1997 estimates also carry
high uncertainty due to the unsurveyed
400 m wide strip underneath the plane.
The 1993 to 1997 aerial surveys may
also be negatively biased due to the
small average group size reported,
suggesting that the aerial observers did
not see the entire group. More recent
analyses by Baird et al. (2008) have
indicated that group size is positively
related to encounter duration and that
boat-based encounters of less than two
hours duration generally yield an
underestimate of total group size. When
circling small groups in an airplane,
sub-groups on the periphery of the
circled group can easily be missed,
especially when observers are focused
on obtaining group size estimates from
the group being circled. For these
reasons, the BRT felt that the 1993 to
1997 estimate of 121 animals was
unreliable and chose, instead, to use the
encounter rate from each individual
aerial survey in its assessment of
population trend and extinction risk.

Finally, it is inappropriate to assume
that take rates in the late 1980s and
early 1990s should be the same as the
current take rate. Longline fishing was

allowed within the MHI insular
population range until 1992. The
emplacement of the longline exclusion
zone eliminated the possibility of
interactions over a very broad swath of
the MHI insular population’s range,
likely significantly reducing bycatch of
that population. Further, take rates of
pelagic animals have exceeded the
plausible reproductive rate (Oleson et
al. (2010) calculated a rough inter-birth
interval, or length between two live
births, for false killer whales at 8.8
years) since bycatch monitoring began,
suggesting the abundance of both
populations has likely declined over
time and therefore the rate of
interactions may have also significantly
declined relative to fishing effort. There
is no data with which to evaluate
historical levels of false killer whale
take, or whether other causes of
mortality such as a disease outbreak
may have impacted the population in
the late 1980s or early 1990s.

Comment 24: Two commenters stated
that they understood that individuals
associated with the 1989 surveys have
suggested that the sightings in question
involved melon-headed whales, not
false killer whales, and therefore there
is reasonable disagreement among those
involved as to the species identification.
In addition, with respect to Mobley’s
2000 to 2004 surveys which had no false
killer whale sightings compared to
Baird’s early 2000 surveys, which
showed 160 insulars, there is no way to
reconcile the difference. For example,
perhaps the conditions or false killer
whale spatial distribution at the time of
the Mobley surveys in the early 2000s
differed from those when his surveys
were conducted in the 1990s.

Response: We have consulted with Dr.
Randall Reeves, the one surviving
scientist involved, who confirmed that
the individuals identified in the
comment were not directly or indirectly
involved in the surveys, and confirmed
that the animals sighted were more
likely false killer whales than melon-
headed whales.

As for the lack of reconciliation
between Baird’s abundance estimate for
the 2000 to 2004 period and the absence
of sightings by Mobley in the 2000 and
2003 surveys, the data are not
incompatible. False killer whales occur
in large social groups, which contribute
to the sampling error of estimating
relative abundance from aerial and boat
surveys. Given the relatively low size of
the population, this means that at any
given time the population may only
occur in a few groups. The numbers of
groups detected on the five Mobley
aerial surveys were 9, 8, 1, 0, and 0.
Given that the expectation of the

number of encounters is quite low on
the aerial survey, it is foreseeable that
some surveys would detect no groups
when the relative abundance was low,
even if alternative methods (photo-
identification from small boats) had
documented that abundance was greater
than zero. In conclusion, the
observation of zero groups from the
aerial survey is not incompatible with a
low population size, but is, in fact, to be
expected.

Comment 25: A few commenters cited
the draft 2010 SAR estimate abundance
at 123 animals, while Baird et al. (2009)
estimated abundance at 151, or 170
including Kauai. Taken together, these
two estimates hardly suggest any
decline over the last decade or
associated risk of extinction. In fact, if
the 1993 t01997 aerial survey estimate
is considered, the insular population
has remained stable for the last 18 years
despite its small population size and
threats.

Response: As discussed in the status
review report, the estimate of 123
insular animals by Baird (2005) is
considered an underestimate because of
the type of mark-recapture model used,
and due to limited information on
animal movement. Recent reanalysis of
photographic identifications back to
2000, not available for the draft 2010
SAR, but included in the status review
report, suggest that the best estimate of
2000 to 2004 abundance is 162. This is
best compared with the “without
Kauai” estimate for 2006 to 2009, as the
previous period did not include any
individuals from Kauai. The animals
around Kauai have now been linked to
the newly recognized NWHI population,
and not to the MHI population. As
stated in the status review report
(Oleson et al., 2010), in Baird et al.
(2012), and in the draft 2012 SAR
(Carretta et al., 2012b), the most recent
and best estimate without Kauai is 151
animals, suggesting that the decline
continues, even if at a lower rate than
prior to 2000. The 2000 to 2004 and
2006 to 2009 estimates by Baird are
thought to be overestimates of
population size because they do not
account for known missed matches of
individuals within the photographic
catalog. Some iterations of the PVA did
include a change in the growth rate
based on the possibility that the
population may have stabilized in the
most recent decade. However, even
these models indicated functional
extinction probabilities of 35 percent or
greater for most models.

With respect to the 1993 t01997 aerial
survey estimate, the BRT felt that this
estimate is negatively biased and
unreliable and therefore chose not to
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use the estimate during its assessment of
historical population size or trend.
Encounter rates from the 1993 to 1997
aerial surveys are used instead of the
abundance estimates, and these
encounter rates decline from the first
survey in 1993 to the last survey in 2002
(see Response to Comment 29).

Comment 26: One commenter noted
that in November 2009, NMFS
presented line-transect survey data
which estimated the population size at
635, most of which was attributable to
believed insular population sightings.
However, NMFS now discounts this
estimate due to the “likely” attraction of
false killer whales to the survey vessel.
The commenter contends that NMFS
has not provided a public document
that meaningfully describes or analyzes
the 2009 survey data or the factors that
resulted in the conclusions regarding
“likely”” vessel attraction.

Response: As stated in the status
review report, and the notes from the
2009 Pacific Scientific Review Group
meeting, the preliminary estimate of
abundance from the 2009 survey is
biased upward for two reasons: (1) The
available data suggest significant vessel
attraction, which has been shown for
other species to result in overestimation
of abundance by as much as 400
percent, and (2) because some of the
sightings occurred in the insular-pelagic
overlap zone and photographs or genetic
samples are not available to assign these
whales to a particular stock, the
preliminary estimate includes animals
from both populations. Vessel attraction
can be inferred based on the observed
behavior of the whales around the
vessel (approaching the vessel from
behind and remaining at close range
next to the hydrophone array prior to
moving ahead of the vessel and being
detectable by the visual team) and the
shape of the detection function from the
line-transect analysis. This indicates
significantly higher detection
probabilities at very close range and at
high sighting angles, supporting
behavioral observations and indicating
that this pattern is apparent on a
broader scale than the single February
2009 survey. NMFS is analyzing the
evidence for and potential magnitude of
vessel attraction for false killer whales
and expects to incorporate this
information into stock assessments in
the future.

Comment 27: With further respect to
population size, one commenter argues
that there are errors in the 1989 and
Mobley data, stating that the
conclusions of Reeves et al. (2009) and
the inferences that NMFS draws from
the paper are based on significant
uncertainty and unsupported

assumptions. Errors include: no data
regarding false killer whale abundance
or distribution prior to 1989 or during
other months that year; no data linking
the 1989 observations to sighting data in
mid-1990s or in 2000 to 2004; no
subsequent surveys or techniques
employed to analyze the 1989 data; and
no evidence that animals sighted in
1989 were from the insular population.
The fact that these large groups were
never sighted again supports a
conclusion that they were not insulars.
Response: The commenter is correct
that there is no information on
abundance prior to 1989, since there is
no individual photographic evidence
linking the large group in 1989 to the
insular population. However, as
described above in the response to
Comment 22, although a large group of
470 individuals has not been
documented since 1989, it is incorrect
to assume that none of these animals
have been seen since, nor that this large
group always remains together. Analysis
of false killer whale social structure by
Baird (2010) indicates that false killer
whales occupy large social networks
and may be seen with a variety of
different individuals upon each
encounter. The location of the 1989
sighting is well within the MHI insular
population’s 40 km core range, where
no pelagic population animals have
been observed, suggesting that the group
was insular. However, the BRT
acknowledged in its review of the data
that this group could be from the pelagic
population, and this was assessed as
part of the plausibility analysis
conducted to formulate the PVA. It is
not clear how later surveys could be
used to analyze the 1989 data.
Comment 28: One commenter
proclaimed that NMFS is hesitant to
conclude that animals observed near
Kauai are members of the insular
population. This same rationale is
relevant to the 1989 sightings.
Response: The statement that we were
hesitant to conclude that animals
observed near Kauai were members of
the insular population is true and the
BRT acknowledged that the large groups
seen in 1989 may be animals from the
pelagic population, as might some of the
Mobley sightings. These uncertainties
were all taken into account when
developing the PVA analyses and
evaluating historical abundance and
trend (see above). However, the
combination of the photo-identification,
movements (Baird et al., in press), and
genetics data since the 2010 status
review now indicate that those
individuals are part of a NWHI
population (Oleson et al., 2012) and not
part of the MHI population. The range

of this population overlaps partially
with the MHI insular population, as
satellite-tagged individuals from that
population have been documented off
the western side of Kauai and Niihau
(Baird et al., 2012). Three populations of
false killer whales are now recognized
within Hawaiian waters: the Hawaii
pelagic population, the MHI insular
population, and the new NWHI
population (Carretta et al., 2012). Of
note now is that the base-case for the
PVA analysis used recent mark-
recapture abundance estimates
including animals seen near Kauai, or
170 animals. Since those animals near
Kauai have now been linked to the
NWHI population, the best estimate for
the MHI insular population is now 151.

As discussed further in the response
to Comment 36, the 2010 status review
did consider alternative PVA
parameterizations, which assumed the
lower abundance number of 151.
Although those results were not heavily
relied upon in the final evaluation by
the BRT on extinction risk, some of the
examples can be found in Appendix B
of Oleson et al. (2010). The example
runs using the lower abundance
estimate of 151 do indicate slightly
higher risk of extinction across the 50,
75, and 125-year time spans used in the
PVA.

Comment 29: One commenter felt that
NMFS’ findings were inconsistent and
are not explained. For example,
“historical population size of insulars is
unknown” therefore it is unknown
whether the population has increased or
decreased from historical levels because
there is no historical abundance from
which any increase or decrease can be
inferred. In addition, the commenter
points out that NMFS also recognizes
that the limited available data merely
“suggests” a decline, as opposed to
shows or demonstrates. The commenter
suggests it becomes clear in the
proposed rule that NMFS works from
the assumptions that a decline has in
fact been established and the proposed
rule is based on this assumption, which
is inconsistent with Reeves et al. (2009).
Finally, the multiple statements that the
population has declined are
inconsistent with Reeves et al. (2009),
which never stated that a decline had in
fact occurred. Rather the authors spoke
of a “possible” decline that “may have
occurred.”

The commenter goes on to say that the
proposed rule relies upon Mobley et al.
(2000) and Mobley (2004) for the
proposition that the insular population
has experienced a decline in abundance
because 5 data points over a 10-year
period indicate a decline in sighting
rates. However, no analysis from
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Mobley was provided on the sighting
rates. Moreover, it is scientifically
tenuous to assume a decline based on
different methods, times, personnel, and
goals. The 2009 SAR states ““a recent
study (Reeves ef al., 2009) summarized
information on false killer whale
sightings based on various survey
methods and suggested insulars may
have declined in the last two decades.
However, because of differences in
survey methods, no quantitative
analysis of the sighting data and
population trends has been made.”
NMFS’ findings and conclusions in the
proposed rule are thus inconsistent with
express findings made by NMFS as
recently as October 2009.

Response: Although absolute
historical abundance is unknown, this
does not mean that no information is
available with which to assess trends in
abundance. Information on plausible
historical density based on the current
density at Palmyra Atoll is available.
Declining encounter rates from the 1993
to 2002 aerial surveys suggest a decline
in the population, rather than weather
or other factors related to the survey
platform, as encounter rates of other
species with similar sighting
characteristics increased or remained
stable over the same period. There are
no significant changes in survey
methodology, personnel, or season that
would preclude analysis of the Mobley
aerial survey data in this way.

Reeves et al. (2009) did not attempt to
reconcile differences in survey
platforms to derive quantitative
estimates of population trend. However,
this does not mean that the seemingly
disparate datasets cannot be used in a
quantitative way to assess trend.
Although NMFS has discounted the
actual abundance estimates derived by
Mobley as unreliable, the encounter rate
information is still usable and can be
combined with boat-based survey data
by careful evaluation of the construction
of the PVA, as outlined in Appendix 2
of the status review report.

The fact that Mobley himself did not
analyze sighting rates is irrelevant to
whether or not the sighting rates have in
fact declined. Further, as of the final
2010 SAR (Carretta et al., 2011), it is
true that no analysis of sighting rates or
population trends had been conducted
by NMFS. However, this analysis was
conducted for the status review report,
and the report’s findings were
incorporated into the final 2011 SAR
and draft 2012 SAR (Carretta et al.,
2012a; 2012b). The status review report
summarizes the more recent analysis by
Baird (2009), and treats all of the aerial
survey and mark-recapture data in a
quantitative framework that

appropriately accounts for differences in
survey methodology between the 1989
aerial survey, the Mobley aerial surveys,
and Baird’s mark-recapture estimates.

Comment 30: Two commenters
questioned the use of a small number of
unsubstantiated eyewitness reports used
to support the high risk rating of
interactions with non-longline
commercial fisheries. In addition, the
frequency of interactions with non-
longline commercial fisheries is
unknown. The conclusion that such
activities pose a high risk to insulars is
speculative at best and irrelevant to
NMFS’ consideration of the best
available science. Finally, one
commenter felt that NMFS does not
have adequate scientific or commercial
evidence to assign a high risk to non-
longline commercial fisheries.

Response: The BRT separately
evaluated severity, geographic scope,
and certainty surrounding each
identified threat to insular false killer
whales. With respect to non-longline
commercial fisheries, such as shortline
and kaka-line, these fisheries use similar
gear, but with a mainline length of less
than 1 nmi, and target similar species to
longline gear. These fisheries are also
allowed to fish in nearshore waters.
Based on the similarity of these fisheries
to longline fisheries, and considering
that the longline fisheries have a high
mortality rate on false killer whales, in
conjunction with anecdotal reports of
interactions with cetaceans off the north
side of Maui (although the species and
extent of interactions are unknown (74
FR 58879, November 2009)), it is likely
that interactions of these fisheries with
false killer whales occur. Therefore, the
BRT determined, and we agree, that a
high risk rating based on interactions
with non-longline commercial fisheries
is valid.

The BRT also found, and we agree,
that although there is no observer or
monitoring program with which to
quantitatively evaluate the incidence of
hooking, entanglement, or acts of
prohibited take of false killer whales
caused by nearshore commercial
fisheries, the eyewitness reports
available do indicate that interactions
are occurring. Evidence of dorsal fin
scarring is consistent with line injuries
(see response to Comment 15). Any
level of interaction would yield a high
cost to the population given its small
size, and could occur throughout the
range of the insular population. The
BRT acknowledged that while the level
of certainty surrounding the rate of
occurrence is low, they were confident
that a known threat of high severity and
geographic scope could have a large
impact on the population.

NOAA observer reports have
documented two instances when fishing
crews have discharged diesel fuel into
the water around fishing lines in order
to discourage damage to catch by marine
mammals. These actions constitute take
under the MMPA as they are reasonably
likely to alter the behavior of or harm
protected species, including false killer
whales. There are also written reports of
fishermen shooting at whales (TEC, Inc.,
2009), but we are unable to substantiate
those allegations based on a review of
agency data.

As for the overall risk assessment, this
was based on three criteria: severity of
the threat, geographic scope of the
threat, and level of certainty. A high
level of certainty is desired, but not
required for overall assignment of a
potential threat as high risk. The
number of eyewitness reports of
entanglement and hooking by nearshore
fisheries has increased in recent years.
This, in conjunction with dorsal fin
scarring and reports of fishing crew
taking action to deter marine mammals,
leads us to conclude that hooking,
entanglement, and acts of prohibited
take by fishermen is a high threat.

Comment 31: One commenter felt that
NMFS significantly grounds its
proposed rule in biased conclusions.
The biased conclusions are based on
selective use of data and ultimately
dependent upon the resolution of
uncertainty in favor of assuming the
worst possible circumstance for the
insular stock. This approach is not
scientifically or legally credible.

Response: We disagree that the
proposed rule is based on biased
conclusions and this is addressed in our
responses to Comments 4, 24, 26, 28,
and 29. Moreover, throughout the status
review process the BRT evaluated the
level of uncertainty in all data available
to them and then judged the most
plausible scenario. The summary of the
votes on individual DPS, PVA, and
threats questions may be used as
evidence of this consideration and the
Team’s attempt to weigh the various
options in the face of uncertainty and
produce a report based on the most
plausible outcome. In sum, the BRT’s
scientific opinion is based on the best
available scientific information, which
was the basis of the proposed rule and
supports this final rule. Ultimately the
best available data supports our
conclusion that a decline in the MHI
insular population has in fact occurred
and is likely to continue.

Comment 32: One commenter
submitted a number of comments on the
PVA analysis. Comments included:
estimates of extinction risk are
premature; and further analyses are
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needed due to positive biases in
estimates. For example, (1) in
calculating extinction risk, no
consideration was given to the
possibility that Reeves et al. (2009)
minimum estimates include offshore
animals. It is not included in the “prior”
options. Sensitivity test 3 with a broader
prior distribution for the 1989
abundance (50 to 3000) might appear to
account for this, but the results for that
test are heavily influenced by the
Mobley survey sightings. A more
appropriate sensitivity would use a
much lower range of abundance. (2) The
relative weights given to different
realizations from the priors constructed
depend on the likelihood evaluated for
the abundance-related information.
Here, a number of queries arise: (a) The
formula at the top of page B—11 in the
Appendix of the status review report is
wrong. The CV should be squared and
there is a multiplicative factor of 0.5
missing. It is unclear whether these are
typos or incorrect calculations. (b)
Information detailing how Baird et al.
(2009) determined photo-identification
mark-recapture estimates don’t seem to
be available, but the text suggests
common factors for the estimates for the
two different periods, in which case a
likely positive covariance should be
computed and incorporated in a
modified formula. (c) While a change to
a Poisson distribution for the likelihood
component from the Mobley time series
of sighting rate estimates is appropriate,
no attempt seems to be made to take
account of what might be substantial
overdispersion in these distributions,
leading to over-weighting of this info.
(3) Put another way, point C above
might be re-expressed as a concern
about the compatibility of Baird’s
abundance estimate for the 2000 to 2004
period, and the absence of sightings by
Mobley in the 2000 and 2003 surveys.
(4) Questions arise about the CVs of
Baird et al. (2009) estimates given that
these are much less than the CV of 0.72
reported in Baird et al. (2005) for an
estimate for the earlier period. (5) A
particular concern is that a Bayesian
approach can give an answer even if
mutually inconsistent data are input,
when that answer would be clearly
wrong. Models and data inputs must be
consistent, followed by consideration of
relative plausibility. The commenter
recommended that diagnostic checks be
carried out on simpler model fits on the
basis of maximum likelihood, in
particular to check mutual compatibility
or otherwise of the data used and the
model and statistical distribution
assumptions made. The BRT should
also seek to include further reality

checks on the fishing decline
information.

Response: As detailed throughout our
responses to these comments, we do not
agree that there is concern about
potential bias in the estimates of
extinction risk or the other issues raised.
The overall result is that several
evaluations of extinction risk, given
different combinations of input data, all
suggest the population has declined (see
Appendix 2 of the status review report
(Oleson et al., 2010)). The estimates of
extinction risk are similar despite the
choice of input parameters and
excluding either of the aerial survey
data sets.

It is not true that no consideration
was given to examining the role of the
1989 minimum estimate from Reeves et
al. (2009). As noted, Sensitivity test 3
examined the influence of the 1989
estimate by removing it from the
analysis. The Reeves et al. (2009)
minimum estimate in combination with
the mark-recapture abundance estimates
indicate the population has declined, as
does the Mobley trend data. Therefore,
two independent datasets both indicate
that the population has declined, and
the extinction probability results were
examined in sensitivities that removed
either set of information, with similar
results. We do not understand what is
meant by the commenter’s statement
that ““a more appropriate sensitivity
would use a much lower range.” In
Sensitivity test 3, a lower bound on
1989 abundance of 50 was used. The
posterior distribution for the 1989
abundance in that case did not support
an abundance of less than 50 in 1989;
therefore, using a lower bound would
not have changed the results.

It is correct that the equation at the
top of page B—11 of the status review
report has two typos. The squared term
should be outside the brace (equivalent
to squaring the CV) and there should be
a 0.5 in front. The equation is correct in
the program code used to run the
analyses.

As for a likely positive covariance that
should be incorporated, identical
methods (POPAN open model with
constant or time-varying models for
capture probability and survival) were
used to calculate the two abundance
estimates, but no common data or
parameters were shared between the
two estimates. Each estimate was based
on a separate estimate made from two
different data sets: 2000 to 2004 and
2006 to 2009. Therefore, there is no
covariance that needs to be accounted
for. In both cases, the first and second
best model as selected by AICc (a
measure of model fit that balances the
deviation between the model and input

data and the number of parameters
required to define the model) were the
same for each data set, indicating the
datasets were compatible.

With respect to the comment on
substantial over-dispersion in the
distributions, we see no evidence for
over-dispersion in the five Mobley
estimates. There is relatively little
variance between estimates from nearby
years. Moreover, if the Mobley data had
undue influence from over-weighting of
that information, evidence for that
would be if the estimated trajectory was
dragged away from the other data.
Instead, the estimated median trajectory
in every case goes right through the
mark-recapture estimates, so the Mobley
data are not exerting undue influence
and pulling the results away from the
other data. Additionally, a sensitivity
test was run removing the Mobley data,
and the results were still quite similar,
showing that the Mobley data are not
solely driving the results.

As for the concern about the
compatibility of Baird’s abundance
estimate for the 2000 to 2004 period and
the absence of sightings by Mobley in
the 2000 and 2003 surveys, we address
this issue in our response to Comment
24. As for CVs of Baird et al. (2009)
compared to the CV of 0.72 reported in
Baird et al. (2005) and why there was
such a notable difference, the original
Baird estimate (2005) averaged outputs
from closed population models with
limited information about animal
movement throughout the study area
and based on a smaller photographic
catalog, yielding higher CVs on those
estimates. The later estimates used an
AIC to evaluate model fit and choose the
best open-population model accounting
for heterogeneity in sighting rates,
reducing the uncertainty surrounding
new estimates.

Regarding the commenter’s concern
about using a Bayesian approach
because it can give an answer even if
mutually inconsistent data are input,
nothing about the Bayesian approach
makes it particularly susceptible to this
type of issue. Maximum-likelihood
estimation (MLE) methods can have the
same issue. However, more importantly,
it is not clear what mutually
inconsistent data the commenter refers
to in this comment. The only data the
model are fit to are the mark-recapture
abundance estimates and the Mobley
trend data. In combination with the
prior distribution for the 1989
abundance from Reeves et al. (2009),
both sets of data support a decline in the
population, and are therefore consistent
with one another. Moreover,
sensitivities were run excluding either
data set, and with a very broad prior
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distribution for the 1989 abundance,
with similar results regarding the
probability of extinction, so this issue
has been thoroughly examined. A
Bayesian approach was preferred given
that the 1989 abundance from Reeves et
al. (2009) was treated as a minimum
count, so this could be easily
incorporated into a prior distribution. If
MLE methods were to be used, the 1989
minimum count could only be
implemented by penalizing trajectories
that went below that number, which
would not be as straightforward an
approach as the Bayesian approach.
Concerning running diagnostic checks
on simpler model fits, as already
expressed, the data are not mutually
incompatible. Both sets of data support
a decline in the population, and results
regarding probability of extinction are
similar if either data set is removed from
the analysis. The model may appear to
be complex due to the stochastic
elements that are specified, but the one-
rate model has only two estimated
parameters, essentially the slope and
intercept of an exponential model.
Therefore, the model fitting itself is not
complicated, and the fits to the data are
relatively straightforward, so there is no
need for further diagnostic checks.

Public Comments From the Second
Public Comment Period

As previously indicated, we reopened
the public comment period on
September 18, 2012, for the limited
purpose of soliciting comments on new
scientific research papers and the recent
NWHI false killer whale population (77
FR 57554). Comments were received
from 15 commenters. Substantive
comments were again received from two
research, conservation, and education
groups; the Humane Society; the Marine
Mammal Commission; the State of
Hawaii; the Western Pacific Regional
Fishery Management Council; and the
Hawaii Longline Association. These
substantive comments are addressed
below.

Comment 33: A number of
commenters stated that the new
information adds additional support to
the MHI insular population’s genetic
discreteness and significance and that
despite some overlap in range between
the MHI and NWHI populations, photo-
identification, genetic analysis, and
tagging studies all indicate that the
NWHI is a distinctly separate
population from the MHI insular
population.

Response: We agree that based on the
best available data, the MHI insular
population of false killer whales is a
separate population from false killer
whales found in the NWHI. We also

agree that the information described by
the commenters supports the conclusion
that MHI insulars continue to meet the
discreteness and significance criteria to
be considered a DPS under the ESA. See
Responses to Comments 35—-37.

Comment 34: One commenter
questioned whether the 1989 survey
data misidentified 400 animals off of the
Big Island, and wondered what
happened to over 300 animals in the last
20 years if there are only 150 animals
left. The commenter also stated that
since the NWHI stock mingles and
overlaps with the MHI stock, then it
would seem logical to group these two
populations together instead of treating
them as separate groups.

Response: We assume the commenter
refers to the 3 large groups (group sizes
470, 460, and 380) of false killer whales
reported close to shore off the island of
Hawaii on 3 different days during the
1989 aerial survey sightings (Reeves et
al., 2009). We acknowledge that these
observed group sizes are more than 3
times larger than the current best
estimate of the size of the insular
population; however, we do not believe
this indicates that the animals were
misidentified. As discussed in detail in
the status review report (Oleson et al.,
2010) and the proposed rule, the large
sizes of these groups raise the
possibility that the animals seen during
the 1989 surveys could represent a
short-term influx of pelagic animals to
waters closer to the islands. However,
the BRT determined, and we agree, that
these sightings likely consisted of
insular animals because the sighting
locations remain close to shore
(approximately 4.5 to 11 km from shore
(Reeves et al., 2009)) and we lack
evidence of pelagic animals occurring
that close to the islands. Additionally,
as acknowledged in our response to
comment 22 this large group of false
killer whales were identified by experts
in “black fish”” identification.

Comparison of the largest group sizes
documented in the 1989 survey with
recent population estimates suggest that
the population has declined. Still, this
is not the only evidence of decline; a
regression of sighting rates from aerial
surveys between 1993 and 2003
covering both windward and leeward
sides of all of the MHI reveals a
significant decline (Baird, 2009).

We are not able to attribute this
decline to a particular source; however,
the status review report discussed a
number of historical factors that we
believe have contributed to the decline
of this population. These factors
contributing to the decline include:
reduced prey biomass and size;
competition with fisheries;

accumulation of natural and
anthropogenic contaminants; live
capture operations occurring prior to
1990; disease and predation because of
exposure to environmental
contaminants; inadequate regulatory
mechanisms, such as a lack of an
observer program for nearshore
fisheries; interactions with commercial
longline fisheries; and finally, reduced
genetic diversity due to small
population size (Oleson et al., 2010).

As for the comment on grouping the
MHI and NWHI populations together,
the MHI insular population and NWHI
populations do not interbreed, such that
significant genetic evidence supports
separation of the population for
management purposes despite a small
geographic overlap in range near Kauai.
See our discussion of the reevaluation of
the DPS above and our Response to
Comment 37.

Comment 35: Two commenters stated
that the new information continued to
support the uniqueness of the ecological
setting that MHI insulars occupy versus
that of NWHI false killer whales. Of note
is the large size and high elevations of
the MHI which increases local
productivity in many ways, while the
small size and low elevations of the
NWHI do not favor these factors. In
addition, although the sample size for
the NWHI population is low, the
animals appear to use deeper waters
further from shore than MHI animals,
which is consistent with such ecological
differences.

Response: We agree that the
information noted by the comments
indicates physical and ecological
differences between the MHI and NWHI
habitats, and that tracking data may also
indicate differences between how these
animals use their respective habitats.
The Reevaluation of the DPS
Determination section of this rule
describes how this information was
considered with regards to the
discreteness and significance criteria.

Comment 36: A few comments
identified that the new information
confirms that the population estimate
for the MHI insulars should be based on
the lower abundance estimates (151)
presented in the status review and the
proposed rule, because the higher
abundance estimate (170) included
individuals from the NWHI population.
Since the PVA analysis relied on the
170 estimate, those analyses likely
underestimated the risk to the MHI
insular population. In addition, one
commenter believed that the effective
population size is likely an
overestimate, citing that the additional
genetic analyses from Martien et al.
(2011) estimates the effective population
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size of only 50 individuals and that if
the population has undergone a recent
decline, as supported by observational
data (Baird, 2009; Reeves et al., 2009;
Oleson et al., 2010), the effective
population estimate is actually likely to
be an overestimate of the current
effective population size.

Response: We agree that the
population estimate should be based on
the lower abundance estimate, which
represents the best available
information. The animals around Kauai
have now been linked to the newly
recognized NWHI population; therefore,
the most recent and best estimate for the
MHI insular false killer whale
population is 151 (Carretta ef al.,
2012b). However, we note that in the
2010 status review the BRT did consider
alternative PVA parameterizations,
which assumed the lower abundance
number of 151. Examples can be found
in Appendix B of Oleson et al. (2010).
The example runs using the lower
abundance estimate of 151 do indicate
slightly higher risk of extinction across
the 50, 75, and 125-year time spans used
in the PVA, further supporting the
conclusion that ESA listing is
warranted. Accordingly, we are satisfied
that the BRT’s PVA model accurately
accounts for the extinction risk to a
population of 151 animals.

We also agree that the new
information continues to support our
previous conclusions in the status
review report (Oleson et al., 2010) and
the proposed rule (75 FR 70169;
November 17, 2011) that the effective
population size may be overestimated.

Comment 37: Two commenters stated
that the data supporting a DPS
determination continues to be uncertain
and inconclusive based on behavioral
and ecological characteristics of the
NWHI population, thus no longer
supporting the discreteness and
significance criteria. One commenter
went on to say that NMFS must
consider the draft policy (76 FR 76987;
December 9, 2011) on the interpretation
of the phrase ““significant portion of its
range” under the ESA, and determine
whether the MHI insular component of
the population would be considered
“significant.” The commenter further
stated that should NMFS determine that
the new NWHI population is actually
part of the MHI population and that if
this combined population qualifies as a
single DPS, then NMFS must reassess
the threats and extinction risk.

Response: We disagree that the data
pertaining to the DPS is inconclusive.
As discussed in the Evaluation of DPS
Determination section of this rule, the
BRT has found, and we agree, that the
MHI insular population of false killer

whales continues to meet both
discreteness and significance criteria to
be considered a DPS under the ESA.
There is strong support for discreteness
based on genetic and behavioral factors
and there is independent support for
significance based on marked genetic
characteristic differences. Ecological
and cultural factors also support the
significance finding. Additionally, all
factors when considered together
strengthened the significance finding.
The ESA defines “species” to include
subspecies or a DPS of any vertebrate
species which interbreeds when mature
(16 U.S.C. 1532(16)). As discussed in
response to Comment 34, genetic
evidence supports the finding that the
MHI insular population and NWHI
populations do not interbreed and are
therefore not a single DPS. Thus, there
is no need to reassess the threats and
extinction risk to the MHI insular
population on that basis. Consistent
with the draft SPOIR Policy, because we
have found this population to be a DPS
that is separate from the NWHI and
pelagic populations, we did not evaluate
whether the MHI insular false killer
whale’s range constitutes a significant
portion of a larger taxonomic range.
Comment 38: One commenter argued
that the best available information does
not support NMFS’ conclusion that the
insular stock has declined in
abundance, because the primary support
for the decline is based on the 1989
sighting data, which is unreliable,
uncertain and is undermined by
Bradford et al. (2012). Specifically, the
commenter pointed out that quotes from
Bradford et al. (2012) cautioned about
creating abundance estimates based on
a sighting of a single large group,
because this can result in overestimates.
They also asserted that the 1989 sighting
data has not received the same amount
of scrutiny, or skepticism as other more
recent population estimates. The
comment went on to indicate that it was
unscientific, reflective of bias and
arbitrary of NMFS to discredit data that
are current and reliable, while at the
same time relying on historical data that
are questionable for an ESA listing.
Response: We disagree that the 1989
sighting data is unreliable or uncertain
for a number of reasons as discussed in
response to Comments 20, 22, 23, 24,
27,28, and 34. As cited in the 2010
status review report, we have relied on
a number of credible, peer-reviewed
scientific data to support the decrease in
sighting rates and therefore the decline
of the MHI insular population. The
Bradford et al. (2012) report does not
undermine our conclusion to retain the
population estimate from 1989. As the
draft of Bradford et al. (2012) asserts, it

is tenuous to extrapolate information
from a single sighting of a large group
to the entirety of the stock range,
thereby, further inflating the estimate.
However, the BRT did not extrapolate
the 1989 group size estimates over the
entirety of the stock’s range, but rather
used the group size estimates from that
survey as a measure of the entire stock
abundance in 1989. Further, Bradford et
al.’s (2012) qualifying statements about
the accuracy of the NWHI abundance
based on a line-transect survey is
irrelevant in this context, because MHI
insular abundance is estimated using
dozens of sightings across several years
of survey effort treated within a mark-
recapture framework, resulting in low
uncertainty around the abundance
estimate.

Comment 39: One commenter
questioned the 2009 NMFS line-transect
survey data that was discarded, stating
that NMFS estimated 635 false killer
whales, most of which were attributable
to the insular stock. NMFS has
apparently discarded that data without
any explanation other than a cursory
justification that “vessel attraction”
occurred. However, NMFS has not made
public any info pertaining to the 2009
survey and has provided no report or
other scientific explanation that
presents the data along with reasoned
analyses supporting the agency’s
conclusion.

Response: We addressed this question
in the response to the first public
comment period (see Comment 26).

Comment 40: A number of comments
were submitted related to peer review.
One commenter stated that the BRT’s
status review report says, “ * * *
analyses conducted by individual team
members were subjected to independent
peer review prior to incorporation into
the Review.” However, NMFS has not
presented the results of this peer review
and it is not clear which analyses were
peer reviewed, by whom, and in what
detail. The historical decline and DPS
determinations should undergo formal
CIE review. The State of Hawaii
cautioned the use of the new
information, stating that all except one
of these papers are not yet externally
peer-reviewed and published and
therefore the results and conclusions
should be considered preliminary until
full review. The State of Hawaii also
stated it would like to be involved in the
external peer review since a number of
important decisions such as critical
habitat, calculation of minimum
population size, potential biological
removal, and allotment of serious injury
and mortality to different stocks will be
based, in part, on the papers under
consideration. Additionally, the State
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requested to contribute membership to
any “teams” that are formed to evaluate
and plan for management of this
species.

Response: All of the data and
information presented in the 2010 status
review was peer-reviewed prior to use
by the BRT and the status review report
was also reviewed by three anonymous
external reviewers as required by the
OMB Peer Review Bulletin. All of the
information presented in the 2010 status
review is appropriately referenced to the
source material. In some cases, the
PSRG (Pacific Scientific Research
Group; a regional advisory group to
NOAA Fisheries) served as peer-review
when results had not been subject to
journal review. All but one of the data
sources or reports used in the
Reevaluation of the DPS (Oleson et al.,
2012) have been peer reviewed, either
during review by independent scientific
journals (e.g., Baird et al. 2012; Baird et
al., in press), as part of the NMFS
Science Center’s publication process
(e.g., Bradford et al., 2012), or by the
PSRG (e.g., Bradford et al., 2012;
Martien et al., 2011; Chivers et al.,
2011). A field report by Baird (2012)
was the only piece of information
evaluated by the BRT in the recent
review that was not externally peer
reviewed. All of the information in all
of these papers was reviewed by the
BRT up to their peer-review standard
and meets the criteria of best-available
scientific information.

Lastly, NMFS will continue to
coordinate with the State of Hawaii as
we move forward with the management
of the MHI insular false killer whale.

Comment 41: The State of Hawaii
expressed concerns that the mtDNA
analysis may not be appropriate and
that the genetic analysis in general may
be compromised by pseudo-replication.
They claimed the effective population
size estimates include an analysis of
convergence that is not statistically
appropriate based on their consultation
with the author of the statistical
program used for this analysis. The
State requested that NMFS discuss these
issues with their experts.

We followed up with the State of
Hawaii and its experts in the
Department of Land and Natural
Resources (DLNR) to further clarify their
comments. The subsequent follow-up
comments pertained to the genetic
analyses found in Martien et al. (2012)
and Chivers et al. (2012) and are
summarized as follows: (1) It appears
that false killer whales likely are made
up of several populations that are based
more on social groupings than on
geographical locations (2) Because the
findings indicate that false killer whales

stay in natal groups, multiple samples
from the same groups would potentially
be pseudoreplicates. (3) The NWHI
samples were chosen because they had
mtDNA haplotypes similar to MHI
insular haplotypes, therefore it doesn’t
make sense to compare mtDNA as part
of the analysis because NMFS has hand-
picked similar DNA. (4) One-fifth of
NWHI samples assigned ambiguously in
STRUCTURE and sample size may be an
issue in this analysis. DLNR suggests
using Nm (effective population size *
effective proportion of immigrants)
comparisons because they can be done
using the private alleles method if
convergence cannot be reached in
programs like LAMARC (Likelihood
Analysis with Metropolis Algorithm
using Random Coalescence). (5) Chivers
et al. (2012) extends their 2010 paper to
include NWHI samples. The 2010 paper
indicates that samples were considered
insular if collected from groups that had
been photo-identified as part of the
insular social network. Locations of
these samples were near the MHI; the
pelagics were further offshore. Were
samples assigned as pelagic or insular
based on mtDNA or location? (6) It is
interesting that Mexico and Hawaii
pelagic mtDNA had such small
differentiation (the most common
haplotype was shared between these
locations). Pelagic and Mexico samples
were also really similar for
microsatellites, which raises some
questions about what level of
differentiation is meaningful in this
species/populations, and DLNR suggests
bootstrapping over microsatellite loci
for F-st to look at variation. (7) The
indication in the Bayesian analysis,
STRUCTURE, seems to be that the MHI
insular stock is really different from
everything else, including the NWHI
stock. It would be interesting to know if
the K=3 plot with 2 main clusters in the
insular population is broken down by
social cluster 3 and clusters 1 and 2 as
indicated by Martien et al.’s (2011)
results. (8) The subsampling technique
in Martien et al. (2012) for evaluating
whether sample size was large enough
is not really statistically sound.
Evaluating the results in this manner
make it seem as if there is less
uncertainty than there really is.

Response: We respond to the issues
raised as follows: (1) Evidence from
photo-identification, satellite tagging,
and genetics suggest that populations
are geographically based. There is
considerable photo-identification and
satellite telemetry data showing that the
MHI insular population exhibits strong
site-fidelity to the near-shore waters of
the MHI. Similarly, available

photographic and telemetry data from
the NWHI also indicates site-fidelity to
the NWHI. Though the ranges of these
two populations overlap around Kauai,
and the MHI insular population
overlaps with the pelagic population
between 25 and 75 nmi offshore, the
amount of time that animals spend in
these areas of overlap appears to be
minimal. Furthermore, there have never
been any encounters that involved
animals from more than one of these
populations. Within the MHI insular
population there are distinct social
groups. MHI insular social groups have
broadly overlapping ranges and have
been documented associating with each
other on numerous occasions.
Relatedness analyses suggest that
mating between MHI insular social
groups is common. Thus, we believe
these are social groups within a
population, not independent
populations. (2) Pseudoreplication
refers to failing to properly replicate
treatments in an experimental design
and is therefore not relevant to the
sampling issue raised here. It appears as
though the commenter’s concern is that
samples taken from the same group may
not be independent because they are
likely to have come from related
individuals, and is suggesting that the
subsampling used by Chivers et al.
(2007) should be used to address this
concern. Chivers et al. (2007) did not
limit their sample set out of concern
regarding related individuals but rather
to ensure that they did not include
duplicate samples in their dataset. Their
analysis was based exclusively on
mtDNA data. Thus, they were not able
to identify individuals that had been
sampled multiple times. Chivers et al.
(2011) and Martien et al. (2011) were
able to use microsatellite data to
eliminate duplicates from the dataset
prior to analysis, so the subsampling
conducted by Chivers et al. (2007) was
not necessary. The fact that a dataset
contains closely related individuals is
only cause for concern if the presence
of those individuals results in the
dataset not being representative of the
underlying population allele and
haplotype frequencies. In the case of
MHI insular false killer whales,
approximately two-thirds of the
population has been sampled, and the
samples are well-distributed among the
social clusters. Thus, there is no doubt
that the sample is representative of the
population allele and haplotype
frequencies. Sampling in the NWHI is
much more limited. There is currently
no information available regarding
social structure within this population,
but it is entirely possible the NWHI
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samples are representative of a single
social cluster, but not the entire
population. (3) The NWHI samples were
not hand-picked because they had
haplotypes similar to the MHI insular
population. Nearly all of the samples
were collected from groups for which
we had satellite telemetry data,
indicating that they were closely
associated with the islands and atolls of
the NWHI and for which photo-
identification data indicated long-term
fidelity to the NWHI. Thus, it was the
combination of the telemetry, photo-
identification and mtDNA data that
suggested the animals represented an
island-associated population.
Nonetheless, it is true that the mtDNA
provides less insight into the
relationship between the MHI insular
and NWHI populations than does the
nuclear data. The statistically significant
differentiation between the two
populations in the mtDNA dataset is
entirely due to the lack of haplotype 2
in the NWHI, which is not very
compelling given that haplotype 2 is
also absent from one of the social
clusters from the MHI insular
population. The BRT specifically noted
that in discussing the new genetic
results, there were two findings that
influenced the BRT’s consideration: the
finding of a new haplotype in the NWHI
that has not been found in the MHI
despite very good sampling in the MHI
and the separation indicated by the
microsatellite data (nuclear) that
strongly suggests little gene flow
between the NWHI and MHI. The Fst for
the mtDNA data was down-weighted in
our consideration because one of the
three social groupings in the MHI has
only haplotype 1 and nearly all samples
from the NWHI likely originated from a
single social group in which all
individuals except one had haplotype 1.
Thus, based on frequency comparisons
of mtDNA alone, evidence for the MHI
and NWHI being discrete populations is
not very strong. It was, therefore, adding
the nuclear data that carried the most
weight with respect to whether the
NWHI was another social cluster or a
discrete population. (4) We
acknowledge the suggestion for further
analysis of the data and we plan to
attempt to estimate migration rate
between populations, though we
anticipate that convergence may be an
issue due to sample size limitations in
the NWHI and pelagic populations. (5)
Samples were not designated as MHI
insular based on mtDNA or location.
They were identified as belonging to the
insular population if they were
collected from groups that had been
photo-identified as part of the insular

social network. (6) While such analysis
may be of biological interest in the
future (particularly if more samples are
obtained from these strata), this analysis
does not bear on the question of
whether the MHI is discrete from these
other strata and hence would not
influence our evaluation of DPS status.
(7) The two main clusters in the insular
population from the K=3 plot do not
correlate with social clusters. (8) The
author of the computer program to
estimate effective population size notes
correctly in the additional comments
from the State of Hawaii that the results
of the subsampling would be ambiguous
if the effective population estimates
converged at a sample size close to the
total number of samples. However, as he
points out in his email with the State of
Hawaii, the estimates of effective
population size for the MHI insular
population actually converge at a
sample size of 50, which is just over half
of the total sample size. This result
indicates that further sampling of this
population is unlikely to substantially
change the estimate of effective
population size, as Martien et al. (2012)
state. The estimate is, nonetheless,
uncertain, as reflected in the 95 percent
confidence intervals Martien et al.
(2012) report. Martien et al. (2012)
estimated effective population size for
the social clusters and for the Hawaiian
Archipelago as a whole specifically for
the purpose of examining the impact of
violating the assumption of a single,
closed population. The estimates of
effective population size for the social
clusters and entire Hawaiian
Archipelago do not influence the
interpretation of the estimate for the
MHI insular population, which is the
only estimate with which the BRT was
concerned.

Comment 42: One commenter noted
that should MHI insular false killer
whales be listed under the ESA, Baird
et al. (2012) provides a quantitative
assessment of location data from
satellite-tagged MHI insulars to inform
the designation of critical habitat.

Response: We acknowledge that Baird
et al. (2012) provides satellite tagging
data and may provide information
useful for decision-making concerning
designation of critical habitat.
Comments on critical habitat will be
evaluated during subsequent
rulemaking on critical habitat. Summary
of Factors Affecting the Main Hawaiian
Islands Insular False Killer Whale DPS.

Overall, there were 29 threats
identified to have either a historical,
current, or future impact to MHI insular
false killer whales. Of these, 15 threats
are believed to contribute most
significantly to the current or future

decline of MHI insular false killer
whales. The two most significant threats
pertained to small population size and
hooking, entanglement, or acts of
prohibited take by fishers. The
following discussion briefly summarizes
our findings regarding these 15 threats
to the MHI insular false killer whale
DPS.

The discussion below is organized by
the ESA section 4(a)(1) factors (A-E),
including the key limiting factors within
each section 4(a)(1) factor, the
corresponding risk ratings, and the
threats associated with those key
limiting factors and overall threat level.
Key limiting factors are the physical/
biological/chemical features presently
experienced by the population that
result in the greatest reductions in the
population’s ability to recover compared
to the conditions experienced prior to
the onset of these threats. These key
limiting factors are the most significant
natural and anthropogenic factors that
are currently impeding the ability of the
population to recover. Key limiting
factors are those that, if improved,
would have a marked favorable effect on
the species’ status. We have identified
10 key limiting factors. The threat level
of 1, 2, or 3 ranks how each threat will
contribute to the decline of the DPS over
the next 60 years: A ranking of 1 means
a threat is likely to only slightly impair
the DPS in a limited portion of the
species’ range; a ranking of 2 will
moderately degrade the DPS at some
locations within the species’ range; and
a ranking of 3 means this threat is likely
to eliminate or seriously degrade the
MHI insular false killer whale
population throughout its range. More
details and supporting evidence can be
found in the proposed rule (75 FR
70169; November 17, 2010) and the
status review report (Oleson et al.,
2010).

A: The Present or Threatened
Destruction, Modification, or
Curtailment of Its Habitat or Range

The key limiting factor associated
with this ESA section 4(a)(1) factor is
reduced food quality and quantity. The
BRT ranked this limiting factor as
medium risk in that it encompasses an
intermediate number of threats that are
likely to contribute to the decline of the
MHI insular false killer whale
population or contains some individual
threats identified as moderately likely to
contribute to the decline of the
population at many locations within its
range. These threats are described
below.

(1) Reduced total prey biomass. This
is a threat level 2 for MHI insular false
killer whales for historic, current, and
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future impact. Although declines in
prey biomass were more dramatic in the
past when the MHI insular false killer
whale population may have been
higher, the total prey abundance
remains very low compared to the 1950s
and 1960s as evidenced by CPUE data
from Hawaii longline fisheries and
biomass estimates from tuna stock
assessments (Oleson et al., 2010).

(2) Reduced prey size. This is a threat
level 2 for MHI insular false killer
whales for historic, current, and future
impact. Long-term declines in prey size
from the removal of large fish have been
recorded from the earliest records to the
future, and are related to measures of
reduced total prey abundance, which
include prey size (Oleson et al., 2010).

(3) Competition with commercial
fisheries. For competition with
commercial longline fisheries, this
threat is rated as a threat level 3 for its
historic impact, while competition with
commercial troll, handline, shortline,
and kaka line fisheries is rated as a
threat level 2 for its historic impact.
Both commercial fishing categories are
rated as a threat level 2 for current and
future impact to MHI insular false killer
whales. False killer whale prey includes
many of the same species targeted by
Hawaii’s commercial fisheries,
especially the fisheries for tuna, billfish,
wahoo, and mahimahi.

(4) Competition with recreational
fisheries. Reduced food due to catch
removals by recreational fisheries was
assessed to have a threat level 1 for
historic as well as current and future
impact. However, the extrapolated
Hawaii recreational fisheries catch totals
are many times higher than the reported
commercial catch totals for troll,
handline, shortline, and kaka line
fisheries (Oleson et al., 2010). Reported
commercial catches may be under-
reported, and some may be included in
the recreational estimates, but if the
nominal recreational estimates from the
Marine Recreational Fisheries Survey
(WPRFMC, 2010) are representative,
then the recreational sector would
represent at least as much competition
for fish as the reported commercial troll,
handline, shortline and kaka line
fisheries.

(5) Accumulation of natural or
anthropogenic contaminants. Many
toxic chemical compounds and heavy
metals tend to degrade slowly in the
environment; therefore they tend to
biomagnify in marine ecosystems,
especially in lipid-rich tissues of top-
level predators (McFarland and Clarke,
1989). Exposure to persistent organic
pollutants, heavy metals (e.g., mercury,
cadmium, lead), chemicals of emerging
concern (industrial chemicals, current-

use pesticides, pharmaceuticals, and
personal care products), plastics, and
oil, is rated as a threat level 2 for its
historic impact, but a threat level 1 for
current and future impact due to recent
industry regulations.

B: Overutilization for Commercial,
Recreational, Scientific, or Educational
Purposes

This factor may have contributed to
the historical decline of MHI insular
false killer whales with the threat of
live-capture operations occurring prior
to 1990. However, there are no current
and/or future impacts identified for this
section 4(a)(1) factor and the associated
key limiting factor of low population
density. Interactions with fisheries are
discussed under Factor D: The
Inadequacy of Existing Regulatory
Mechanisms (below).

C: Disease or Predation

The key limiting factors associated
with this listing factor are disease,
predation, and competition, which the
BRT ranked as medium, low, and low,
respectively, in terms of the overall risk
that the limiting factors will contribute
to the decline of the species over the
next 60 years, which is roughly the
lifespan of a false killer whale. The
threats associated with the medium-
ranked disease limiting factor are
described below.

(6) Environmental contaminants.
Disease plays a role in the success of
any population, but small populations
in particular can be extremely
susceptible to disease, as this threat can
have a disproportionate effect.
Anthropogenic influences can
potentially increase the risk of exposure
to diseases by lowering animals’
immune system defenses, which may
have detrimental effects to the
population as a whole and result in
mortality and reduced reproductive
potential. Disease-related impacts from
environmental contaminants are rated
as a threat level 2 for its historic,
current, and future impact.

(7)(a) Short and long-term climate
change. Climate change is counted as a
single threat but it is divided into two
separate parts: in this section as it
relates to an increase in disease vectors,
and in Factor E (see (7)(b)) as it relates
to changes in sea level, ocean
temperature, ocean pH, and expansion
of low-productivity areas. While not
evaluated historically, climate change
poses a threat level 2 for current and
future impact to MHI insular false killer
whales due to the possible increase in
disease vectors.

D: The Inadequacy of Existing
Regulatory Mechanisms

The limiting factor identified by the
BRT for this section 4(a)(1) factor is
incidental take, which was rated as a
medium risk to MHI insular false killer
whales. The section discusses: the lack
of reporting/observing of nearshore
fisheries interactions; and the longline
fishing prohibited area as a regulatory
measure.

(8) Lack of reporting/observing of
nearshore fisheries interactions. A high
rate of fin disfigurements (Baird and
Gorgone, 2005) and other observations
(described in greater detail in the
proposed rule) suggest interactions
between fisheries and MHI insular false
killer whales. While Baird and Gorgone
(2005) suggest there may be other causes
for the fin disfigurements, they
conclude that the injuries are most
consistent with hook and line
interactions. The BRT did not attribute
these injuries specifically to the longline
fleet; the injuries could have come from
other hook-and-line fisheries as well.
Only federally-managed longline
fisheries are currently observed,
whereas state-managed nearshore troll,
handline, shortline, and kaka line
fisheries are not observed. The BRT
rated the continued lack of observer
data for state-managed nearshore
fisheries, and a lack of an independent
reporting system for documenting
interactions with MHI insular false
killer whales, as a threat level 3 for
historic impact but a threat level 2 for
current and future impact to MHI
insular false killer whales.

(9) Longline fishing prohibited area.
We considered whether any other
regulatory mechanisms directly or
indirectly address what are deemed as
the most significant limiting factors to
the MHI insular DPS: small population
size; and hooking, entanglement, or acts
of prohibited take by fishermen. Small
population size is considered an overall
high risk because of reduced genetic
diversity, inbreeding depression, and
other Allee effects, but these are
inherent biological characteristics of the
current population that cannot be
altered by existing regulatory
mechanisms.

Regarding the significant limiting
factor of hooking, entanglement, and
acts of prohibited take, a regulatory
mechanism exists to partially address
interactions with commercial longline
fisheries. The longline prohibited area
around the Main Hawaiian Islands was
implemented in 1992 through
Amendment 5 to the Western Pacific
Pelagic Fisheries Management Plan to
alleviate gear conflicts between longline
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fishermen versus handline and troll
fishermen, charter boat operators, and
recreational fishermen. Longline fishing
has thus been effectively excluded from
the MHI insular DPS’s entire core range
(less than 40 km from the shore) and a
portion of the MHI insular DPS’s
extended range (within the insular-
pelagic overlap zone) for two decades.
This longline fishing prohibited area
thus indirectly benefits MHI insular
false killer whales by decreasing the
amount of longline fishing in MHI
insular false killer whale habitat.
However, the decline of the MHI insular
DPS continues despite the prohibited
area.

The FKWTRP proposed rule, when
implemented, would modify the
existing longline exclusion zone to
prohibit longline fishing year-round in
the portion of the exclusion zone (and
the insular-pelagic overlap zone) that
was previously closed only seasonally.
By providing for additional separation
between the MHI insular whale’s range
and the longline fisheries, this action is
expected to reduce the risk of incidental
serious injury and mortality to the MHI
insular false killer whale.

We note, however, that since the
proposed FKWTRP has not yet been
implemented, its effectiveness has not
yet been demonstrated, and there is
insufficient evidence to believe that this
increase in the size of the existing
prohibited area will reverse or slow the
decline of the DPS. Under the FKWTRP,
26 percent of the insular-pelagic overlap
zone will remain open to longline
fisheries. Further, the longline fishing
prohibited area does not apply to other
commercial fisheries, including troll,
short line, and kaka line fisheries, that
are believed to pose a threat to MHI
insular false killer whales.

Moreover, the FKWTRP proposed rule
does not address other threats to the
population, including low population
numbers, inbreeding depression, genetic
isolation, contaminants, and disease.
Accordingly, we cannot conclude that
the FKWTRP proposed rule is adequate
to address the risks from the existing
threats identified above.

In light of the foregoing, hooking and
entanglement in all commercial
fisheries is considered a threat level 3
for current and future impact.

E: Other Natural or Manmade Factors
Affecting Its Continued Existence

Several limiting factors were
identified for this ESA section 4(a)(1)
factor. The most important of these, as
determined by the overall ranking,
include hooking, entanglement, or acts
of prohibited take by fishers, which was
rated as a high risk; small population

size, which was rated as a high risk; and
“other,” which was rated as a medium
risk. Threats related to these limiting
factors are discussed below. We also
discuss impacts of short and long-term
climate change (see also Factor C
above).

(10) Interactions with commercial
longline fisheries. The commercial
longline fishery has been largely
excluded from the core range of MHI
insular false killer whales since the
early 1990s, suggesting lower current
and future impact from longlining
(assuming the current restrictions
remain in place). However, it is likely
that unobserved interactions with the
longline fishery represented a high
impact through the early 1990s. Thus,
interactions with the commercial
longline fishery were rated as a threat
level 3 for overall historic impact, but a
threat level 1 for current and future
impact.

(11) Interactions with commercial
troll, handline, shortline, and kaka line
fisheries. The BRT rated these
commercial fisheries as a threat level 1
historically but a threat level 3 for
current and future impact to MHI
insular false killer whales. This level 3
or high current and future impact is
assumed based on the scale and
distribution of the troll and handline
fisheries, and on anecdotal reports of
interactions with cetaceans, although
interactions specific to false killer
whales are known only for the troll
fishery.

(12) Reduced genetic diversity. This
threat was rated as a threat level 2 for
historic, current and future impact to
MHI insular false killer whales.
Reduced genetic diversity, coupled with
the next two threats of inbreeding
depression and other Allee effects, are
associated with the limiting factor of
small population size and were
identified as threats that independently
present a medium threat level, but
which together contribute to a high
overall current and future risk to MHI
insular false killer whales. The effective
population size (the number of
individuals in a population who
contribute offspring to the next
generation) is about 50 breeding adults
(Chivers et al., 2010; Martien et al.,
2011). This number is so small that
small population effects could have
increasingly negative effects on
population growth rate and other traits,
including social factors (such as
reduced efficiency in group foraging and
potential loss of knowledge needed to
deal with unusual environmental
events), and may further compromise
the ability of MHI insular false killer
whales to recover to healthy levels.

(13) Inbreeding depression. This
threat was rated as a threat level 1
historically, but a threat level 2 for
current and future impact to the DPS.

(14) Other Allee effects. This threat
was rated as a threat level 1 historically,
but a threat level 2 for current and
future impact to the DPS.

(15) Anthropogenic noise.
Anthropogenic noise, caused from sonar
and seismic exploration from military,
oceanographic, and fishing sonar
sources, among others, is rated as a
threat level 1 historically, but a threat
level 2 for current and future impact to
MHI insular false killer whales. Intense
anthropogenic sounds have the
potential to interfere with the acoustic
sensory system of false killer whales by
causing permanent or temporary hearing
loss, thereby masking the reception of
navigation, foraging, or communication
signals, or through disruption of
reproductive, foraging, or social
behavior.

(7)(b) Short and long-term climate
change. While not evaluated
historically, climate change as it relates
to “other natural or manmade factors”
poses a threat level 2 for current and
future impact to MHI insular false killer
whales and could be manifested in
many ways, including changes in sea
level, ocean temperature, ocean pH, and
expansion of low-productivity areas
(i.e., “dead zones”). (See (7)(a) for how
climate change relates to an increase in
disease vectors under Factor C.)

Efforts Being Made To Protect the Main
Hawaiian Islands Insular False Killer
Whale DPS

Section 4(b)(1)(A) of the ESA requires
consideration of efforts being made to
protect a species that has been
petitioned for listing. Accordingly, we
assessed conservation measures being
taken to protect the MHI insular false
killer whale DPS to determine whether
they ameliorate this species’ extinction
risk (50 CFR 424.11(f)). In judging the
efficacy of conservation efforts
identified in conservation agreements,
conservation plans, management plans,
or similar documents, that have yet to
be implemented or to show
effectiveness, the agency considers the
following: The substantive, protective,
and conservation elements of such
efforts; the degree of certainty that such
efforts will reliably be implemented; the
degree of certainty that such efforts will
be effective in furthering the
conservation of the species; and the
presence of monitoring provisions that
track the effectiveness of recovery
efforts, and that inform iterative
refinements to management as
information is accrued (Policy for
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Evaluating Conservation Efforts (PECE);
68 FR 15100, 28 March 2003).

The conservation or protective efforts
that met the aforementioned criteria and
are currently in place include the
following: (1) Take prohibitions under
the MMPA; (2) authorization and
control of incidental take under the
MMPA; (3) protection under other
statutory authorities (i.e., the Clean
Water Act, MARPOL (Marine Pollution
protocol for the International
Convention for the Prevention of
Pollution From Ships); (4) the longline
prohibited area; (5) Watchable Wildlife
Viewing Guidelines; and (6) active
research programs.

The conservation or protective efforts
that also met the aforementioned criteria
but are not yet in place include the
following: (7) The proposed rule
implementing the False Killer Whale
Take Reduction Plan that was published
in the Federal Register on July 18, 2011
(76 FR 42082) (and detailed in the
“Relevant Background Information
Pertaining to the Marine Mammal
Protection Act” portion of this final
rule); and (8) the possible expansion of
the Hawaiian Islands Humpback Whale
National Marine Sanctuary. Each of
these efforts is further described in the
proposed rule for the listing (75 FR
70169; November 17, 2010).

We support all conservation efforts
currently in effect and those that are
planned for the near future, as
mentioned above. However, these efforts
lack the certainty of implementation
and effectiveness so as to remove or
reduce threats specifically to MHI
insular false killer whales. Specifically,
the MMPA, CWA, and MARPOL efforts
are all certain regulatory measures, but
they do not cover indirect or cumulative
threats, such as non-point source
pollution, nor do they, nor can they,
address threats such as small population
effects. The existing longline prohibited
area around the Main Hawaiian Islands
has also been effective by reducing
interactions with the insular DPS since
1992, yet interactions with the longline
fisheries have still been documented
and the total population size of the MHI
insular DPS has declined since then.
The Watchable Wildlife Viewing
Guidelines are only recommendations
and thus are not legally enforceable. The
active research programs have gathered
valuable data, but many data gaps still
remain and research is costly and could
take decades.

As previously mentioned, NMFS
published a proposed rule
implementing the FKWTRP on July 18,
2011 (76 FR 42082). Once the measures
in the FKWTRP are implemented, it will
likely be beneficial to the MHI insular

DPS. However, it will not address
indirect or cumulative effects that are
impacting the DPS, including threats
from troll, kaka line, and short line
fisheries not covered by the FKWTRP,
and 26 percent of the insular-pelagic
overlap zone will remain open to
longline fisheries.

Finally, the possible expansion of the
Hawaiian Islands Humpback Whale
National Marine Sanctuary is not
definite. It is not known whether false
killer whales will be added as a species
under protection, nor is it certain that it
will be able to address indirect or
cumulative threats. We also cannot say
with a high level of certainty that the
conservation efforts will be effective as
required by the PECE policy (68 FR
15100, 28 March 2003). Therefore, we
have determined that these efforts are
not comprehensive in addressing the
many other issues now confronting MHI
insular false killer whales (e.g., small
population effects) and thus will not
alter the extinction risk of the species.

Final Listing Determination

Section 4(b)(1) of the ESA requires
that the listing determination be based
solely on the best scientific and
commercial data available, after
conducting a review of the status of the
species and after taking into account
those efforts, if any, being made by any
state or foreign nation to protect and
conserve the species. We have reviewed
the petition, the BRT’s status review
report (Oleson et al., 2010), peer review,
public comments, the BRT’s
reevaluation of the DPS (Oleson et al.,
2012) and other available published and
unpublished information, and we have
consulted with species experts and
other individuals familiar with MHI
insular false killer whales.

Based on this review, and in
accordance with the BRT’s findings, we
conclude that the MHI insular false
killer whale meets the discreteness and
significance criteria for a DPS (61 FR
4722; February 7, 1996). The MHI
insular false killer whale population is
discrete due to marked separation from
other populations of the same taxon as
a consequence of genetic and behavioral
factors. This population is significant to
the species as a whole based on marked
genetic characteristic differences.
Additionally, ecological and cultural
factors further support the significance
of this population to the species as a
whole, especially when these factors are
considered together with the
significance of the marked genetic
differences. We also agree with the
BRT’s assessment of possible threats
and their current and/or future risk to
the MHI insular DPS. The greatest

threats to the insular population are
small population effects and hooking,
entanglement, or acts of prohibited take
by fishermen.

We agree with the BRT’s assessment
of extinction risk because most PVA
models indicated a probability of
greater-than-90 percent likelihood of the
DPS declining to fewer than 20
individuals within 75 years, which
would result in functional extinction
beyond the point where recovery is
possible.

Conservation efforts that have yet to
be implemented or to show
effectiveness, including those to protect
the pelagic population of Hawaiian false
killer whales as described in previous
sections, may also benefit the MHI
insular population. Taken together,
however, we have determined that these
efforts are not holistic or comprehensive
in addressing the threats now
confronting MHI insular false killer
whales and thus will not alter the
extinction risk of the species.

Based on the best scientific and
commercial information available,
including the status review report, we
conclude that the MHI insular false
killer whale DPS is presently in danger
of extinction throughout all of its range.
Factors supporting a conclusion that the
DPS is in danger of extinction
throughout all of its range include: (1)
The present or threatened destruction,
modification, or curtailment of its
habitat or range (reduced total prey
biomass; competition with commercial
fisheries; competition with recreational
fisheries; reduced prey size; and
accumulation of natural or
anthropogenic contaminants); (2)
disease or predation (exposure to
environmental contaminants or
environmental changes; and increases in
disease vectors as a result of short and
long-term climate); (3) the inadequacy of
existing regulatory mechanisms (the
lack of reporting/observing of nearshore
fisheries interactions; and the longline
prohibited area not reversing the decline
of the insular DPS); and (4) other natural
or manmade factors affecting its
continued existence (climate change;
interactions with commercial longline
fisheries; interactions with troll,
handline, shortline, and kaka line
fisheries; small population size (reduced
genetic diversity, inbreeding depression,
and other Allee effects); and
anthropogenic noise (sonar and seismic
exploration)).

Future declines in MHI insular
population abundance may occur as a
result of multiple threats, particularly
those of small population size, and
hooking, entanglement, or acts of
prohibited take by fishermen. Current
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trends and projections in abundance
indicate that the MHI insular false killer
whale DPS is in danger of extinction
throughout all of its range. Given these
threats, coupled with the small
population size of less than 151 animals
(Oleson et al., 2010; Baird et al., 2012;
Carretta et al., 2012b), and the current
extinction projection of the population
becoming functionally extinct within 3
generations or 75 years, we are listing
the MHI insular false killer whale DPS
as an endangered species, as of the
effective date of this rule.

Prohibitions and Protective Measures

Because we are listing this species as
endangered, all of the take prohibitions
of section 9(a)(1) of the ESA (and
codified in 16 U.S.C. 1538 (a)(1)(B)) will
apply. These include prohibitions
against the import, export, use in foreign
commerce, or “‘take” of the species.
“Take” is defined under the ESA as “to
harass, harm, pursue, hunt, shoot,
wound, kill, trap, capture, or collect, or
attempt to engage in any such conduct”
(16 U.S.C. 1532(19)). These prohibitions
apply to all persons subject to the
jurisdiction of the U.S., including in the
U.S. or on the high seas.

Section 7(a)(2) of the ESA and NMFS/
U.S. Fish and Wildlife Service (FWS)
regulations require Federal agencies to
confer with us on actions likely to
jeopardize the continued existence of
species proposed for listing, or that
result in the destruction or adverse
modification of proposed critical
habitat. Once a species is listed as
threatened or endangered, section
7(a)(2) also requires Federal agencies to
ensure that they do not fund, authorize,
or carry out any actions that are likely
to destroy or adversely modify that
habitat. Our section 7 regulations
require the responsible Federal agency
to initiate formal consultation if a
Federal action may affect a listed
species or its critical habitat (50 CFR
402.14(a)). Examples of Federal actions
that may affect the MHI insular false
killer whale DPS include, but are not
limited to: Alternative energy projects,
discharge of pollution from point
sources, non-point source pollution,
contaminated waste and plastic
disposal, dredging, pile-driving, water
quality standards, vessel traffic,
aquaculture facilities, military activities,
and fisheries management practices.

Sections 10(a)(1)(A) and (B) of the
ESA provide us with authority to grant
exceptions to the ESA’s section 9 “take”
prohibitions. Section 10(a)(1)(A)
scientific research and enhancement
permits may be issued to entities
(Federal and non-Federal) for scientific
purposes or to enhance the propagation

or survival of the species. The type of
activities potentially requiring a section
10(a)(1)(A) research/enhancement
permit include scientific research that
targets the MHI insular false killer
whale DPS.

ESA section 10(a)(1)(B) incidental
take permits may be issued to non-
Federal entities performing activities
that may incidentally take listed
species, as long as the taking is
incidental to, and not the purpose of,
the carrying out of an otherwise lawful
activity.

Effective Date of the Final Listing
Determination

We recognize that numerous parties
may be affected by the listing of the MHI
insular false killer whale DPS. To
permit an orderly implementation of the
consultation requirements applicable to
endangered species, the final listing will
take effect on December 28, 2012.

Critical Habitat

Critical habitat is defined in the ESA
as: ““(i) The specific areas within the
geographical area occupied by the
species, at the time it is listed in
accordance with the provisions of
section 1533 of this title, on which are
found those physical or biological
features (I) essential to the conservation
of the species and (II) which may
require special management
considerations or protection; and (ii)
specific areas outside the geographical
area occupied by the species at the time
it is listed in accordance with the
provisions of 1533 of this title, upon a
determination by the Secretary that such
areas are essential for the conservation
of the species” (16 U.S.C. 1532(5)(A)).

Section 4(a)(3)(A) of the ESA requires
that, to the maximum extent prudent
and determinable, critical habitat be
designated concurrently with the final
listing of a species (16 U.S.C.
1533(a)(3)(A)). Designation of critical
habitat must be based on the best
scientific data available and must take
into consideration the economic,
national security, and other relevant
impacts of specifying any particular area
as critical habitat.

In determining what areas qualify as
critical habitat, 50 CFR 424.12(b)
requires that we consider those physical
or biological features that are essential
to the conservation of a given species
and that may require special
management considerations or
protection. Pursuant to the regulations,
such requirements include, but are not
limited to the following: (1) Space for
individual and population growth, and
for normal behavior; (2) food, water, air,
light, minerals, or other nutritional or

physiological requirements; (3) cover or
shelter; (4) sites for breeding,
reproduction, rearing of offspring,
germination, or seed dispersal; and
generally (5) habitats that are protected
from disturbance or are representative of
the historical geographical and
ecological distributions of a species. The
regulations also state that the agency
shall focus on the principal biological or
physical essential features within the
specific areas considered for
designation. These essential features
may include, but are not limited to:
“roost sites, nesting grounds, spawning
sites, feeding sites, seasonal wetland or
dryland, water quality or quantity, host
species or plant pollinator, geological
formation, vegetation type, tide, and
specific soil types.”

In our proposal to list the MHI insular
false killer whale DPS, we requested
information on the quality and extent of
habitats for the MHI insular false killer
whale DPS as well as information on
areas that may qualify as critical habitat.
Specifically, we requested identification
of specific areas that meet the definition
above. We also solicited biological and
economic information relevant to
making a critical habitat designation for
the MHI insular false killer whale DPS.
We have reviewed comments provided
and the best available scientific
information. We conclude that critical
habitat is not determinable at this time
for the following reasons: (1) Sufficient
information is not currently available to
assess impacts of designation; (2)
sufficient information is not currently
available on the geographical area
occupied by the species; and (3)
sufficient information is not currently
available regarding the physical and
biological features essential to
conservation.

Information Solicited

We request interested persons to
submit relevant information related to
the identification of critical habitat and
essential physical or biological features
for this species, as well as economic or
other relevant impacts of designation of
critical habitat, for the Main Hawaiian
Islands insular false killer whale DPS.
We solicit information from the public,
other concerned governmental agencies,
the scientific community, industry, or
any other interested party (see
ADDRESSES).

Classification

National Environmental Policy Act
(NEPA)

ESA listing decisions are exempt from
the requirements to prepare an
environmental assessment or
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environmental impact statement under
the NEPA. See NOAA Administrative
Order 216 6.03(e)(1) and the opinions in
Pacific Legal Foundation v. Andrus, 657
F.2d 829 (6th Cir. 1981), and Douglas
County v. Babbitt, 48 F.3d 1495 (9th Cir.
1995). Thus, we have determined that
this final listing determination for the
MHI insular false killer whale DPS is
exempt from the requirements of the
NEPA of 1969.

Executive Order (E.O.) 12866,
Regulatory Flexibility Act, and
Paperwork Reduction Act

As noted in the Conference Report on
the 1982 amendments to the ESA,
economic impacts cannot be considered
when assessing the status of a species.
Therefore, the economic analysis
requirements of the Regulatory
Flexibility Act are not applicable to the
listing process. In addition, this rule is
exempt from review under Executive
Order (E.O.) 12866. This final rule does
not contain a collection-of-information
requirement for the purposes of the
Paperwork Reduction Act.

E.O. 13132, Federalism

E.O. 13132 requires agencies to take
into account any federal impacts of
regulations under development. It
includes specific directives for
consultation in situations where a
regulation will preempt state law or
impose substantial direct compliance
costs on state and local governments
(unless required by statute). Neither of
those circumstances is applicable to this
final rule. In order to provide
continuing and meaningful dialogue on
issues of mutual state and Federal
interest, the proposed rule was provided
to the State of Hawaii, and the State was
invited to comment. We have conferred
with the State of Hawaii in the course
of assessing the status of the MHI
insular false killer DPS, and their
comments and recommendations have
been considered and incorporated into
this final determination where
applicable.

References

A list of references cited in this notice
is available upon request (see FOR
FURTHER INFORMATION CONTACT).
Additional information, including
agency reports, is also available via our
Web site at http://www.fpir.noaa.gov/
PRD/prd false killer whale.html.

List of Subjects in 50 CFR Part 224

Endangered marine and anadromous
species.

Dated: November 20, 2012.
Alan D. Risenhoover,
Director, Office of Sustainable Fisheries,
performing the functions and duties of the
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 224 is amended
as follows:

PART 224—ENDANGERED MARINE
AND ANADROMOUS SPECIES

m 1. The authority citation for part 224
continues to read as follows:

Authority: 16 U.S.C. 1531-1543 and 16
U.S.C. 1361 et seq.

§224.101 [Amended]

m 2. Revise paragraph (b) by adding,
“False killer whale (Pseudorca
crassidens), Main Hawaiian Islands
Insular distinct population segment;” in
alphabetical order.

[FR Doc. 2012-28766 Filed 11-27—-12; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648
[Docket No. 120813331-2562-01]

RIN 0648—-XC164

Magnuson-Stevens Act Provisions;
Fisheries of the Northeastern United
States; Northeast Multispecies
Fishery; Proposed Rule To Implement
a Targeted Acadian Redfish Fishery for
Sector Vessels; Reopening of
Comment Period

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

ACTION: Proposed rule; reopening of
comment period.

SUMMARY: This action reopens the
comment period for an Acadian redfish
proposed rule that published on
November 8, 2012. The original
comment period closed on November
23, 2012; the comment period is being
reopened to provide additional
opportunity for public comment
through December 31, 2012.

DATES: The comment period for the
proposed rule published November 8,
2012 (77 FR 66947), is reopened.
Written comments must be received on
or before December 31, 2012.

ADDRESSES: You may submit comments,
identified by NOAA-NMFS-2011-0264,
by any one of the following methods:

e Electronic Submissions: Submit all
electronic public comments via the
Federal eRulemaking Portal: http://
www.regulations.gov.

e Fax:(978) 281-9135, Attn: Brett
Alger.

e Mail: Paper, disk, or CD-ROM
comments should be sent to John K.
Bullard, Regional Administrator,
National Marine Fisheries Service, 55
Great Republic Drive, Gloucester, MA
01930. Mark the outside of the
envelope: “Comments on Redfish Rule.”

Instructions: All comments received
are part of the public record and will
generally be posted to http://
www.regulations.gov without change.
No comments will be posted for public
viewing until after the comment period
has closed. All Personal Identifying
Information (for example, name,
address, etc.) voluntarily submitted by
the commenter may be publicly
accessible. Do not submit Confidential
Business Information or otherwise
sensitive or protected information.
NMFS will accept anonymous
comments (enter N/A in the required
fields, if you wish to remain
anonymous). You may submit
attachments to electronic comments in
Microsoft Word, Excel, WordPerfect, or
Adobe PDF file formats only.

Once submitted to NMFS, copies of
addenda to fishing year (FY) 2012 sector
operations plans detailing industry-
funded monitoring plans, and the
supplemental environmental assessment
(EA), will be available from the NMFS
NE Regional Office at the mailing
address above.

FOR FURTHER INFORMATION CONTACT:
Brett Alger, Fisheries Management
Specialist, phone (978) 675-2153, fax
(978) 281-9135.

SUPPLEMENTARY INFORMATION: A
proposed rule published on November
8, 2012 (77 FR 66947) that would
implement addenda to FY 2012 NE
multispecies sector operations plans
and contracts to add additional
exemptions from Federal fishing
regulations for FY 2012 sectors.
Specifically, the action would expand
on a previously approved sector
exemption by allowing groundfish
sector trawl vessels to target redfish
using nets with codend mesh as small
as 4.5 inches (11.4 cm). In addition, the
action proposed to implement an
industry-funded at-sea monitoring
program for sector trips targeting redfish
with trawl nets with mesh sizes that are
less than the regulated mesh size
requirement.


http://www.fpir.noaa.gov/PRD/prd_false_killer_whale.html
http://www.fpir.noaa.gov/PRD/prd_false_killer_whale.html
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov

70940 Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012 /Rules and Regulations

The proposed rule published in the
Federal Register with a 15-day
comment period that closed on
November 23, 2012. Public comment
from the fishing industry requested that
the comment period be extended to
allow the New England Fishery
Management Council’s (Council)
Groundfish Oversight Committee and
the full Council to discuss the proposal
and to provide comment. The
Groundfish Committee will be meeting

December 19, 2012, and the Council
will be meeting December 20, 2012.
Both of these meetings plan to discuss
the sector exemption request to target
redfish using a codend mesh as small as
4.5 inches (11.4 cm). Reopening the
comment period to overlap with the
Council’s meetings will provide
additional time for the Council and
other interested parties to provide
comment on this action. Thus, NMFS is
reopening the comment period on the

proposed rule through December 31,
2012.

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

Dated: November 23, 2012.
Alan D. Risenhoover,
Director, Office of Sustainable Fisheries,
Performing the Functions and Duties of the
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
[FR Doc. 2012-28820 Filed 11-23-12; 4:15 pm]
BILLING CODE 3510-22-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. FAA-2012-1246; Notice No. 25—
12-16-SC]

Special Conditions: Embraer S.A.,
Model EMB-550 Airplane; Interaction
of Systems and Structures

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed special
conditions.

SUMMARY: This action proposes special
conditions for the Embraer S.A. Model
EMB-550 airplane. This airplane will
have a novel or unusual design
feature(s) associated with the interaction
of systems and structures. The
applicable airworthiness regulations do
not contain adequate or appropriate
safety standards for this design feature.
These proposed special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that established by the
existing airworthiness standards.

DATES: Send your comments on or
before January 14, 2013.

ADDRESSES: Send comments identified
by docket number [FAA—-2012-1246]
using any of the following methods:

e Federal eRegulations Portal: Go to
http://www.regulations.gov/ and follow
the online instructions for sending your
comments electronically.

e Mail: Send comments to Docket
Operations, M—30, U.S. Department of
Transportation (DOT), 1200 New Jersey
Avenue SE., Room W12-140, West
Building Ground Floor, Washington, DC
20590-0001.

e Hand Delivery or Courier: Take
comments to Docket Operations in
Room W12-140 of the West Building
Ground Floor at 1200 New Jersey
Avenue SE., Washington, DC, between 8
a.m. and 5 p.m., Monday through
Friday, except federal holidays.

e Fax:Fax comments to Docket
Operations at 202—493-2251.

Privacy: The FAA will post all
comments it receives, without change,
to http://www.regulations.gov/,
including any personal information the
commenter provides. Using the search
function of the docket Web site, anyone
can find and read the electronic form of
all comments received into any FAA
docket, including the name of the
individual sending the comment (or
signing the comment for an association,
business, labor union, etc.). DOT’s
complete Privacy Act Statement can be
found in the Federal Register published
on April 11, 2000 (65 FR 19477-19478),
as well as at
http://DocketsInfo.dot.gov/.

Docket: Background documents or
comments received may be read at
http://www.regulations.gov/ at any time.
Follow the online instructions for
accessing the docket or go to the Docket
Operations in Room W12-140 of the
West Building Ground Floor at 1200
New Jersey Avenue SE., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except federal holidays.

FOR FURTHER INFORMATION CONTACT:
Todd Martin, FAA, Airframe and Cabin
Safety Branch, ANM-115, Transport
Airplane Directorate, Aircraft
Certification Service, 1601 Lind Avenue
SW., Renton, Washington 98057-3356;
telephone 425-227-1178; facsimile
425-227-1232.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite interested people to take
part in this rulemaking by sending
written comments, data, or views. The
most helpful comments reference a
specific portion of the special
conditions, explain the reason for any
recommended change, and include
supporting data.

We will consider all comments we
receive on or before the closing date for
comments. We may change these special
conditions based on the comments we
receive.

Background

On May 14, 2009, Embraer S.A.
applied for a type certificate for their
new Model EMB-550 airplane. The
Model EMB-550 airplane is the first of
a new family of jet airplanes designed
for corporate flight, fractional, charter,
and private owner operations. The

aircraft has a conventional configuration
with low wing and T-tail empennage.
The primary structure is metal with
composite empennage and control
surfaces. The Model EMB—-550 airplane
is designed for 8 passengers, with a
maximum of 12 passengers. It is
equipped with two Honeywell
HTF7500-E medium bypass ratio
turbofan engines mounted on aft
fuselage pylons. Each engine produces
approximately 6,540 pounds of thrust
for normal takeoff. The primary flight
controls consist of hydraulically
powered fly-by-wire elevators, aileron
and rudder, controlled by the pilot or
copilot sidestick.

The Model Embraer EMB-550
airplane is equipped with systems that,
directly or as a result of failure or
malfunction, affect its structural
performance. Gurrent regulations do not
take into account loads for the airplane
due to the effects of systems on
structural performance including
normal operation and failure conditions
with strength levels related to
probability of occurrence. Special
conditions are needed to account for
these features.

Type Certification Basis

Under the provisions of Title 14, Code
of Federal Regulations (14 CFR) 21.17,
Embraer S.A. must show that the Model
EMB-550 airplane meets the applicable
provisions of part 25, as amended by
Amendments 25—1 through 25-127
thereto.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 25) do not contain
adequate or appropriate safety standards
for the Model EMB-550 airplane
because of a novel or unusual design
feature, special conditions are
prescribed under the provisions of
§21.16.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same or similar novel
or unusual design feature, the special
conditions would also apply to the other
model under §21.101.

In addition to the applicable
airworthiness regulations and special
conditions, the Embraer S.A. Model
EMB-550 airplane must comply with
the fuel vent and exhaust emission
requirements of 14 CFR part 34 and the
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noise certification requirements of 14
CFR part 36 and the FAA must issue a
finding of regulatory adequacy under
§611 of Public Law 92—-574, the “Noise
Control Act of 1972.”

The FAA issues special conditions, as
defined in 14 CFR 11.19, in accordance
with §11.38, and they become part of
the type-certification basis under
§21.17(a)(2).

Novel or Unusual Design Features

The Embraer S.A. Model EMB-550
airplane is equipped with systems that,
directly or as a result of failure or
malfunction, affect its structural
performance. Current regulations do not
take into account loads for the airplane
due to the effects of systems on
structural performance including
normal operation and failure conditions
with strength levels related to
probability of occurrence. Special
conditions are needed to account for
these features.

These special conditions define
criteria to be used in the assessment of
the effects of these systems on
structures. The general approach of
accounting for the effect of system
failures on structural performance
would be extended to include any
system in which partial or complete
failure, alone or in combination with
other system partial or complete
failures, would affect structural
performance.

Discussion

These airplanes are equipped with
systems that, directly or as a result of
failure or malfunction, affect its
structural performance. Current
regulations do not take into account
loads for the aircraft due to the effects
of systems on structural performance
including normal operation and failure
conditions with strength levels related
to probability of occurrence. These
special conditions define criteria to be
used in the assessment of the effects of
these systems on structures.

Special conditions have been applied
on past airplane programs to require
consideration of the effects of systems
on structures. The regulatory authorities
and industry developed standardized
criteria in the Aviation Rulemaking
Advisory Committee (ARAC) forum
based on the criteria defined in
Advisory Circular 25.672, Active Flight
Controls, dated November 11, 1983. The
ARAC recommendations have been
incorporated in European Aviation
Safety Agency (EASA) Certification
Specifications (CS) 25.302 and CS 25
Appendix K. FAA rulemaking on this
subject is not complete, thus the need
for the special conditions.

The proposed special conditions are
similar to those previously applied to
other airplane models and to CS 25.302.
The major differences between these
proposed special conditions and the
current CS 25.302 are as follows:

1. Both these special conditions and
CS 25.302 specify the design load
conditions to be considered. In
paragraphs 2(a)(1) and 2(b)(2)(i) of these
special conditions, the special
conditions clarify that, in some cases,
different load conditions are to be
considered due to other special
conditions or equivalent level of safety
findings.

2. Paragraph 2(b)(2)(i) of these special
conditions include the additional
ground-handling conditions of
§§25.493(d) and 25.503. These
conditions are added in case the
Embraer S.A. Model EMB-550 airplane
has systems that affect braking and
pivoting.

3. Both CS 25.302 and paragraph
(2)(d) of these special conditions allow
consideration of the probability of being
in a dispatched configuration when
assessing subsequent failures and
potential “continuation of flight” loads.
However, these special conditions also
allow using probability when assessing
failures that induce loads at the “time
of occurrence,” whereas CS 25.302 does
not.

Applicability

As discussed above, these special
conditions are applicable to the Embraer
S.A. Model EMB-550 airplane. Should
Embraer S.A. apply at a later date for a
change to the type certificate to include
another model incorporating the same
novel or unusual design feature, the
special conditions would apply to that
model as well.

Conclusion

This action affects only certain novel
or unusual design features on one model
of airplanes. It is not a rule of general
applicability.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Proposed Special Conditions

Accordingly, the Federal Aviation
Administration (FAA) proposes the
following special conditions as part of
the type certification basis for Embraer
S.A. Model EMB-550 airplanes to
address the effects of systems on
structures.

1. General Interaction of Systems and
Structures

For airplanes equipped with systems
that affect structural performance, either
directly or as a result of a failure or
malfunction, the influence of these
systems and their failure conditions
must be taken into account when
showing compliance with the
requirements of Title 14, Code of
Federal Regulations (14 CFR) part 25
subparts C and D.

The following criteria must be used
for showing compliance with these
special conditions for airplanes
equipped with flight control systems,
autopilots, stability augmentation
systems, load alleviation systems, fuel
management systems, and other systems
that either directly or as a result of
failure or malfunction affect structural
performance. If these special conditions
are used for other systems, it may be
necessary to adapt the criteria to the
specific system.

(a) The criteria defined herein only
address the direct structural
consequences of the system responses
and performances and cannot be
considered in isolation but should be
included in the overall safety evaluation
of the airplane. These criteria may in
some instances duplicate standards
already established for this evaluation.
These criteria are only applicable to
structure in which failure could prevent
continued safe flight and landing.
Specific criteria that define acceptable
limits on handling characteristics or
stability requirements when operating
in the system degraded or inoperative
mode are not provided in these special
conditions.

(b) The following definitions are
applicable to these special conditions.

(1) Structural performance: Capability
of the airplane to meet the structural
requirements of 14 CFR part 25.

(2) Flight limitations: Limitations that
can be applied to the airplane flight
conditions following an in-flight
occurrence and that are included in the
flight manual (e.g., speed limitations
and avoidance of severe weather
conditions).

(3) Operational limitations:
Limitations, including flight limitations,
that can be applied to the airplane
operating conditions before dispatch
(e.g., fuel, payload, and Master
Minimum Equipment List limitations).

(4) Probabilistic terms: The
probabilistic terms (i.e., probable,
improbable, and extremely improbable)
used in these special conditions are the
same as those used in § 25.1309.

(5) Failure condition: The term
“failure condition” is the same as that
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used in § 25.1309. However, these
special conditions apply only to system
failure conditions that affect the
structural performance of the airplane
(e.g., system failure conditions that
induce loads, change the response of the
airplane to inputs such as gusts or pilot
actions, or lower flutter margins).

2. Effect on Systems and Structures

The following criteria are used in
determining the influence of a system
and its failure conditions on the
airplane structure.

(a) System fully operative. With the
system fully operative, the following
apply:

(1) Limit loads must be derived in all
normal operating configurations of the
system from all the limit conditions
specified in Subpart C (or defined by
special condition or equivalent level of
safety in lieu of those specified in
Subpart C), taking into account any

FS
1.5

1.25

special behavior of such a system or
associated functions or any effect on the
structural performance of the airplane
that may occur up to the limit loads. In
particular, any significant nonlinearity
(rate of displacement of control surface,
thresholds or any other system
nonlinearities) must be accounted for in
a realistic or conservative way when
deriving limit loads from limit
conditions.

(2) The airplane must meet the
strength requirements of part 25 (static
strength, residual strength), using the
specified factors to derive ultimate loads
from the limit loads defined above. The
effect of nonlinearities must be
investigated beyond limit conditions to
ensure the behavior of the system
presents no anomaly compared to the
behavior below limit conditions.
However, conditions beyond limit
conditions need not be considered when
it can be shown that the airplane has

design features that will not allow it to
exceed those limit conditions.

(3) The airplane must meet the
aeroelastic stability requirements of
§25.629.

(b) System in the failure condition.
For any system failure condition not
shown to be extremely improbable, the
following apply:

(1) At the time of occurrence. Starting
from 1-glevel flight conditions, a
realistic scenario, including pilot
corrective actions, must be established
to determine the loads occurring at the
time of failure and immediately after
failure.

(i) For static strength substantiation,
these loads, multiplied by an
appropriate factor of safety that is
related to the probability of occurrence
of the failure, are ultimate loads to be
considered for design. The factor of
safety (F'S) is defined in Figure 1.

10° 105

1

P; - Probability of occurrence of failure mode j (per hour)

Figure 1: Factor of safety at the time of occurrence

(ii) For residual strength
substantiation, the airplane must be able
to withstand two-thirds of the ultimate
loads defined in paragraph 2(b)(1)(i) of
these special conditions. For
pressurized cabins, these loads must be
combined with the normal operating
differential pressure.

(iii) Freedom from aeroelastic
instability must be shown up to the
speeds defined in § 25.629(b)(2). For
failure conditions that result in speeds
beyond Vc/Mc, freedom from
aeroelastic instability must be shown to
increased speeds, so that the margins
intended by § 25.629(b)(2) are
maintained.

(iv) Failures of the system that result
in forced structural vibrations (e.g.,
oscillatory failures) must not produce

loads that could result in detrimental
deformation of primary structure.

(2) For the continuation of the flight.
For the airplane, in the system failed
state and considering any appropriate
reconfiguration and flight limitations,
the following apply:

(i) The loads derived from the
following conditions (or conditions
defined by special conditions or
equivalent level of safety in lieu of the
following special conditions) at speeds
up to Vc/Mgc, or the speed limitation
prescribed for the remainder of the
flight, must be determined:

(A) The limit symmetrical
maneuvering conditions specified in
§§25.331 and 25.345.

(B) The limit gust and turbulence
conditions specified in §§ 25.341 and
25.345.

(C) The limit rolling conditions
specified in § 25.349 and the limit
unsymmetrical conditions specified in
§§25.367, 25.427(b), and 25.427(c).

(D) The limit yaw maneuvering
conditions specified in § 25.351.

(E) The limit ground loading
conditions specified in §§ 25.473,
25.491, 25.493(d) and 25.503.

(ii) For static strength substantiation,
each part of the structure must be able
to withstand the loads in paragraph
2(b)(2)(i) of these special conditions
multiplied by a factor of safety
depending on the probability of being in
this failure state. The factor of safety
(FS) is defined in Figure 2.
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FS

1.5

1.0

10°° 105

Q; - Probability of being in failure condition j

Figure 2: Factor of safety for continuation of flight

Q]‘ = [TJ)(PJ] where:

Tj = Average time spent in failure condition
j (in hours)

Pj = Probability of occurrence of failure mode
j (per hour)

Note: If P; is greater than 103 per flight
hour then a 1.5 factor of safety must be
applied to all limit load conditions specified
in Subpart C.

FS

V"

V’ = Clearance speed as defined by
§25.629(b)(2).

V” = Clearance speed as defined by
§25.629(b)(1).

Q;j = (T;)(P;) where:

Tj = Average time spent in failure condition
j (in hours)

P; = Probability of occurrence of failure mode
j (per hour)

Note: If Pj is greater than 10 ~3 per flight
hour, then the flutter clearance speed
must not be less than V”.

(vi) Freedom from aeroelastic
instability must also be shown up to V*
in Figure 3 above, for any probable
system failure condition combined with
any damage required or selected for
investigation by § 25.571(b).

(3) Consideration of certain failure
conditions may be required by other
sections of 14 CFR part 25 regardless of
calculated system reliability. Where
analysis shows the probability of these

(iii) For residual strength
substantiation, the airplane must be able
to withstand two-thirds of the ultimate
loads defined in paragraph 2(b)(2)(ii) of
the special conditions. For pressurized
cabins, these loads must be combined
with the normal operating differential
pressure.

(iv) If the loads induced by the failure
condition have a significant effect on

fatigue or damage tolerance then their
effects must be taken into account.

(v) Freedom from aeroelastic
instability must be shown up to a speed
determined from Figure 3. Flutter
clearance speeds V' and V” may be
based on the speed limitation specified
for the remainder of the flight using the
margins defined by § 25.629(b).

10°® 10

Q;j - Probability of being in failure condition j

Figure 3: Clearance speed

failure conditions to be less than 1079,
criteria other than those specified in this
paragraph may be used for structural
substantiation to show continued safe
flight and landing.

(c) Failure indications. For system
failure detection and indication, the
following apply:

(1) The system must be checked for
failure conditions, not extremely
improbable, that degrade the structural
capability below the level required by
14 CFR part 25 or significantly reduce
the reliability of the remaining system.
As far as reasonably practicable, the
flightcrew must be made aware of these
failures before flight. Certain elements
of the control system, such as
mechanical and hydraulic components,
may use special periodic inspections,
and electronic components may use
daily checks, in lieu of detection and

indication systems to achieve the
objective of this requirement. These
certification maintenance requirements
must be limited to components that are
not readily detectable by normal
detection and indication systems and
where service history shows that
inspections will provide an adequate
level of safety.

(2) The existence of any failure
condition, not extremely improbable,
during flight that could significantly
affect the structural capability of the
airplane and for which the associated
reduction in airworthiness can be
minimized by suitable flight limitations,
must be signaled to the flightcrew. For
example, failure conditions that result
in a factor of safety between the airplane
strength and the loads of Subpart C
below 1.25, or flutter margins below V”,
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must be signaled to the flightcrew
during flight.

(d) Dispatch with known failure
conditions. If the airplane is to be
dispatched in a known system failure
condition that affects structural
performance, or affects the reliability of
the remaining system to maintain
structural performance, then the
provisions of these special conditions
must be met, including the provisions of
paragraph 2(a) for the dispatched
condition, and paragraph 2(b) for
subsequent failures. Expected
operational limitations may be taken
into account in establishing P; as the
probability of failure occurrence for
determining the safety margin in Figure
1 of these special conditions. Flight
limitations and expected operational
limitations may be taken into account in
establishing QQ; as the combined
probability of being in the dispatched
failure condition and the subsequent
failure condition for the safety margins
in Figures 2 and 3 of these special
conditions. These limitations must be
such that the probability of being in this
combined failure state and then
subsequently encountering limit load
conditions is extremely improbable. No
reduction in these safety margins is
allowed if the subsequent system failure
rate is greater than 103 per hour.

Issued in Renton, Washington, on
November 21, 2012.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2012—-28768 Filed 11-27-12; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

Bureau of Industry and Security

15 CFR Part 774
[Docket No. 120330233-2160-01]
RIN 0694-AF64

Revisions to the Export Administration
Regulations (EAR): Control of Military
Electronic Equipment and Related
Items the President Determines No
Longer Warrant Control Under the
United States Munitions List (USML)

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

SUMMARY: This proposed rule describes
how certain articles the President
determines no longer warrant control
under the United States Munitions List
(USML) would be controlled on the
Commerce Control List (CCL). Those

articles and the USML categories under
which they are currently controlled are:
Military electronics (Category XI) and
certain cryogenic and superconductive
equipment designed for installation in
military vehicles and that can operate
while in motion (Categories VI, VII, VIII,
and XV). Military electronics and
related items would be controlled by
new Export Control Classification
Numbers (ECCNs) 3A611, 3B611,
3D611, and 3E611 proposed by this rule.
Cryogenic and superconducting
equipment for military vehicles and
related items would be controlled under
new ECCNs 9A620, 9B620, 9D620, and
9E620. This proposed rule also would
amend ECCNs 7A001 and 7A101 to
apply the missile technology reason for
control only to items in those ECCNs on
the Missile Technology Control Regime
(MTCR) Annex.

This is one in a planned series of
proposed rules describing how various
types of articles the President
determines, as part of the
Administration’s Export Control Reform
Initiative, no longer warrant USML
control, would be controlled on the CCL
and by the EAR. This proposed rule is
being published in conjunction with a
proposed rule from the Department of
State, Directorate of Defense Trade
Controls, which would amend the list of
articles controlled by USML Category
XL

DATES: Comments must be received by
January 28, 2013.

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

e Federal eRulemaking Portal: http://
www.regulations.gov. The identification
number for this rulemaking is BIS—
2012-0045.

¢ By email directly to
publiccomments@bis.doc.gov. Include
RIN 0694—-AF64 in the subject line.

e By mail or delivery to Regulatory
Policy Division, Bureau of Industry and
Security, U.S. Department of Commerce,
Room 2099B, 14th Street and
Pennsylvania Avenue NW., Washington,
DC 20230. Refer to RIN 0694—AF64.

FOR FURTHER INFORMATION CONTACT:
Brian Baker, Director, Electronics and
Materials Division, Office of National
Security and Technology Transfer
Controls, (202) 482-5534,
brian.baker@bis.doc.gov.

SUPPLEMENTARY INFORMATION:

Background

On July 15, 2011, as part of the
Administration’s ongoing Export
Control Reform Initiative, BIS published
a proposed rule (76 FR 41958) (“‘the July
15 proposed rule”) that set forth a
framework for how articles the

President determines, in accordance
with section 38(f) of the Arms Export
Control Act (AECA) (22 U.S.C. 2778(1)),
would no longer warrant control on the
United States Munitions List (USML)
instead would be controlled on the
Commerce Control List (CCL).

BIS also published a proposed rule
(76 FR 68675, November 7, 2011),
primarily dealing with aircraft and
related items (‘‘the November 7
proposed rule”’) that made additions
and modifications to some of the
provisions of the July 15 proposed rule.

Following the structure of the July 15
and November 7 proposed rules, this
proposed rule describes BIS’s proposal
for controlling under the EAR’s CCL
certain military electronic equipment
and related articles now controlled by
the ITAR’s USML Category XI. This
proposed rule also would specifically
implement in U.S. export control
regulations Category ML20 Munitions
List of the Wassenaar Arrangement on
Export Controls for Conventional Arms
and Dual-Use Goods and Technologies
(Wassenaar Arrangement Munitions List
or WAML), which pertains to certain
cryogenic and superconducting
equipment. These items are currently
controlled by “catch all” provisions of
the ITAR’s USML Categories VI, VII,
VIII, and XV. Finally, this proposed rule
would correct two ECCNs in CCL
Category 7 to apply the missile
technology reason for control only to
items that are on the MTCR Annex.

The changes described in this
proposed rule and the State
Department’s proposed amendment to
Category XI of the USML are based on
a review of Category XI by the Defense
Department, which worked with the
Departments of State and Commerce in
preparing the proposed amendments.
The review was focused on identifying
the types of articles that are now
controlled by USML Category XI that are
either (i) inherently military and
otherwise warrant control on the USML
or (ii) if it is of a type common to non-
military electronic equipment
applications, possess parameters or
characteristics that provide a critical
military or intelligence advantage to the
United States, and that are almost
exclusively available from the United
States. If an article satisfied one or both
of those criteria, the article remained on
the USML. If an article did not satisfy
either criterion but was nonetheless a
type of article that is, as a result of
differences in form and fit, “specially
designed” for military applications or
for the intelligence applications
described in proposed ECCN 3A611.b, it
was identified in the new ECCNs
proposed in this notice. The licensing
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requirements and other EAR-specific
controls for such items described in this
notice would enhance national security
by permitting the U.S. Government to
focus its resources on controlling,
monitoring, investigating, analyzing,
and, if need be, prohibiting exports and
reexports of more significant items to
destinations, end uses, and end users of
greater concern than NATO allies and
other multi-regime partners.

The Defense Department also
reviewed WAML Category ML20, which
describes certain cryogenic and
superconducting items. These items are
not positively listed on the USML, but
are nonetheless controlled as non-
specific parts, components, accessories
of and attachments to items controlled
under USML Categories VI, VII, VIII and
XV. The Department of Defense
concluded that the Category ML20 items
are not in production and, even if they
were, they would not necessarily
provide the United States with a
significant military or intelligence
advantage warranting control under the
ITAR. In addition, the Departments of
Commerce and State have not identified
evidence of trade in such items. Despite
the lack of evidence of production or
trade, this proposed rule would list
WAML Category ML20 items on the
CCL. Such listing is necessary because
several State Department proposed rules
would, in accordance with the
Administration’s Export Control Reform
Initiative, remove non-specific parts,
components, accessories, and
attachments from the USML, and,
unless added to the Commerce Control
List, WAML Category ML20 items
would no longer be on any U.S. export
control list.

Pursuant to section 38(f) of the AECA,
the President is obligated to review the
USML ““to determine what items, if any,
no longer warrant export controls
under” the AECA. The President must
report the results of the review to
Congress and wait 30 days before
removing any such items from the
USML. The report must “describe the
nature of any controls to be imposed on
that item under any other provision of
law.” 22 U.S.C. 2778(f)(1).

In the July 15 proposed rule, BIS
proposed creating a series of new
ECCNs to control items that would be
removed from the USML and items
currently on the CCL that are also on the
Wassenaar Arrangement Munitions List.
The proposed rule referred to this series
as the “600 series” because the third
character in each of the new ECCNs
would be a “6.”” The first two characters
of the 600 series ECCNs serve the same
function as any other ECCN as described
in § 738.2 of the EAR. The first character

is a digit in the range 0 through 9 that
identifies the Category on the CCL in
which the ECCN is located. The second
character is a letter in the range A
through E that identifies the product
group within a CCL Category. In the 600
series, the third character is the number
6. With few exceptions, the final two
characters identify the WAML category
that covers items that are the same or
similar to items in a particular 600
series ECCN. The ECCNs that would be
created or revised by this proposed rule
are described more fully below.

BIS will publish additional Federal
Register notices containing proposed
amendments to the CCL that will
describe proposed controls for
additional categories of articles the
President determines no longer warrant
control under the USML. The State
Department will publish concurrently
proposed amendments to the USML that
correspond to the BIS notices. BIS will
also publish proposed rules to further
align the CCL with the WAML and the
Missile Technology Control Regime
Equipment, Software and Technology
Annex.

The revisions proposed in this rule
are part of Commerce’s retrospective
plan under EO 13563 completed in
August 2011. Commerce’s full plan can
be accessed at: http://open.commerce.
gov/news/2011/08/23/commerce-plan-
retrospective-analysis-existing-rules.

Need To Avoid Ambiguous
Classifications or Inadvertent License
Requirements

BIS recognizes that because
electronics frequently are installed in
some other commodity, they are
particularly susceptible to ambiguous
classification or classification under
multiple entries on the CCL. For
example, a given electronic device
might also be viewed as a part for an
aircraft, radar, computer, laser, or some
other article. How the device is viewed
might affect the classification on the
CCL, which could, in turn affect license
requirements or licensing policy. BIS’s
intent is that the new ECCNs in this
proposed rule would not increase the
number of destinations to which a
license is required, alter the policy
under which license application are
reviewed or create any apparent
instances of an item that is subject to the
EAR being covered by more than one
ECCN. Parties who believe that they can
identify instances where the effect of the
proposed rule would be contrary to this
intent are encouraged to point out those
instances in a public comment on this
proposed rule.

Detailed Description of Changes
Proposed by This Rule

New 3X611 Series of ECCNs

Proposed new ECCNs 3A611, 3B611,
3D611, and 3E611 would control
military electronics and related test,
inspection, and production equipment
and software and technology currently
controlled by USML Category XI that
the President determines no longer
warrant control on the USML. To the
extent that they are not enumerated on
the proposed revisions to Category XI,
these proposed new ECCNs would also
control computers, telecommunications
equipment, radar “specially designed”
for military use, parts, components,
accessories, and attachments “‘specially
designed” therefor, and related software
and technology. This structure aligns
with the current USML Category XI and
ML11, which include within the scope
of “electronics” such items as
computers, telecommunications
equipment, and radar. BIS believes that
it will be easier to include such items
within the scope of the proposed new
600 series that corresponds to USML
Category XI rather than creating new
600 series ECCNs in CCL Categories 4
(computers), 5 (telecommunications),
and 6 (radar). BIS, however, proposes
including cross references in CCL
Categories 4, 5, and 6 to alert readers
that ECCN 3A611 may control such
items.

The proposed 3X611 series, except for
3X611.y, would be controlled for
national security (NS Column 1 or NS1),
regional stability (RS Column 1 or RS1),
antiterrorism (AT Column 1 or AT1) and
United Nations embargo (UN) reasons.
ECCNs 3X611.y would only be
controlled for AT1 reasons (ECCN
3B611 would not have a .y paragraph).
Each ECCN in this 3X611 series is
described more specifically below.

New ECCN 3A611

Proposed ECCN 3A611 paragraph .a
would control electronic “equipment,”
“end items,” and “systems” “‘specially
designed” for military use that are not
enumerated in either a USML category
or another ‘600 series”” ECCN.

Paragraph .b would be reserved. The
corresponding USML Category is XI(b),
which will continue to be a catch-all
control and will contain the following
clarified version of the current Category
XI(b): “Electronic systems or equipment
“specially designed” for the collection,
surveillance, monitoring, or exploitation
of the electromagnetic spectrum
(regardless of transmission medium), for
intelligence or security purposes or for
counteracting such activities.”” State’s
proposed revision to Category XI(b) will
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contain references to certain types of
equipment and systems that are per se
within the scope of the revised Category
XI(b). BIS encourages the public to
comment on whether this approach
creates any confusion regarding the
jurisdictional status of any items that
are commonly used in normal
commercial, non-intelligence, or non-
security use, including those controlled
under ECCN 5A980 (“Devices primarily
useful for the surreptitious interception
of wire, oral, or electronic
communications.”)

Paragraph .c would control
microwave monolithic integrated circuit
(MMIC) power amplifiers based in
general on four parameters: Rated
operating frequency; peak saturated
power output, fractional bandwidth and
power added efficiency. This paragraph
covers MMIC power amplifiers with
rated operating frequencies ranging from
2.7 GHz through 75 GHz in six
subparagraphs ranging from the lowest
to the highest operating frequency
ranges, with a gap for MMIC power
amplifiers rated for an operation
frequency range of 31.8 GHz up to and
including 37.5 GHz, which are covered
by ECCN 3A001.b.2.d. The threshold
values of the other three parameters
decline as the operating frequency range
increases. For the lowest operating
frequency range (2.7 GHz through 3.2
GHz), the peak saturated power output
parameter is one of three alternative
power measurements that define the
threshold for inclusion within
paragraph .c. The other two are:

(1) Average power output and fractional
bandwidth; and (2) pulse power output
and (3) duty cycle.

Paragraph .d would control discrete
radio frequency transistors in five
graduated steps over the operating
frequency range of 2.7 GHz through 75
GHz, with a gap for transistors with an
operating frequency range exceeding
31.8 GHz up to and including 37.5 GHz,
which are covered by ECCN
3A001.b.3.c. This paragraph uses the
same parameters that as are used to
identify MMIC power amplifiers in
paragraph .c and, as with MMIC power
amplifiers, the threshold values for the
other parameters decline as the
operating frequency increases.

Paragraph .e would control high
frequency (HF) surface wave radar
capable of “tracking” surface targets on
oceans.

Paragraph .f would control
microelectronic devices and printed
circuit boards that are certified to be a
“trusted device” from a defense
microelectronics activity (DMEA)
accredited supplier.

Each of these new ECCNs describes
electronic items that BIS understands to
be inherently military or otherwise
exclusively designed and manufactured
for military use. BIS encourages the
public to test this understanding and
identify items, if any, that fall within
the scope of these new ECCNs that are
in normal commercial use. If so, the
comments should provide details on
such commercial applications. In
particular, BIS asks the public to
comment on whether the controls in
proposed new paragraphs 3A611.c
(MMICs) and 3A611.d (discrete radio
frequency transistors) are sufficiently
limited to those not now or likely to be
in normal commercial use by U.S. or
foreign telecommunications or other
non-military applications. The basis for
this request is that the current USML
Category XI(c) does not now control any
electronic parts, components,
accessories, attachments, or associated
equipment ““in normal commercial use”
even if they were “specifically designed

or modified for use with the equipment”

controlled in USML categories XI(a) or
XI(b), which are, in essence, electronic
equipment “specifically designed,
modified, or configured for military
application.” One of the goals of the
reform effort is to ensure that items that
are currently EAR controlled are not
unintentionally made ITAR or “600
series” controlled, through the creation
of more positive lists. This objective,
however, does not preclude the
possibility of the Administration
intentionally making ITAR or “600
series” controlled items that are today
subject to the other parts of the EAR.

Paragraphs .g through .w would be
reserved.

Paragraph .x would control “parts,”
“‘components,” “‘accessories” and
“attachments’ that are ““specially
designed” for a commodity controlled
by ECCN 3A611 or for an article
controlled by USML Category XI, and
not enumerated in a USML Category.

A note is proposed for ECCN 3A611.x
clarifying that electronic parts,
components, accessories, and
attachments that are “specially
designed” for military use that are not
enumerated in any USML Category but
are within the scope of a “600 series”
ECCN are controlled by that “600
series” ECCN. Thus, for example,
electronic components not enumerated
on the USML that are ““specially
designed” for a military aircraft
controlled by USML Category VIII or
ECCN 9A610 would be controlled by
ECCN 9A610.x. Similarly, electronic
components not enumerated on the
USML that are “specially designed” for
a military vehicle controlled by USML

Category VII or ECCN 0A606 would be
controlled by ECCN 0A606.x. The
purpose of this note and the limitations
in ECCN 3A611.x is to prevent any
overlap of controls over electronics
specially designed for particular types
of items described in other 600 series
ECCNs (which would not be controlled
by 3A611.x) and all other electronic
parts, components, accessories, and
attachments specially designed for
military electronics that are not
enumerated on the USML (which would
be controlled by ECCN 3A611.x).

A second note proposed for ECCN
3A611.x specifies that ECCN 3A611.x
controls parts and components
“specially designed” for underwater
sensors or projectors controlled by
proposed USML Category XI(c)(12)
containing single-crystal lead
magnesium niobate lead titanate (PMN-
PT) based piezoelectrics.

ECCN 3A611 also would contain a
paragraph .y for items of little or no
military significance that would be
controlled only for AT1 reasons.

New ECCN 3B611

Proposed ECCN 3B611 would impose
controls on test, inspection, and
production end items and equipment
“specially designed” for items
controlled in ECCN 3A611 or USML
Category XI that are not enumerated in
USML XI or controlled by a “600 series”
ECCN under paragraph .a and for
“parts,” “‘components,” ‘“‘accessories”
and “attachments” that are “‘specially
designed” for such test, inspection and
production end items and equipment
that are not enumerated on the USML or
controlled by another “600 series”
ECCN under paragraph .x.

New ECCN 3D611

Proposed ECCN 3D611 would impose
controls on software “specially
designed” for the “development,”
“production,” operation, or
maintenance of commodities controlled
by 3A611 or 3B611 other than software
for 3A611.y or 3B611.y.

New ECCN 3E611

Proposed ECCN 3E611 would impose
controls on “technology” “required” for
the “development,” “production,”
operation, installation, maintenance,
repair, or overhaul of commodities or
software controlled by ECCN 3A611,
3B611 or 3D611 (except technology for
3A611.y, 3B611.y and 3D611.y), which
would be controlled for AT1 reasons
only.

Revisions to ECCNs 3A101 and 4A003

The analog-to-digital converters
described in the proposed revision to
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3A101.a would become subject to the
EAR. Currently ECCN 3A101 is refers
readers to the ITAR for analog-to-digital
converters described in paragraph .a.
These converters are and would
continue to be controlled for MT
reasons because they are identified on
the Missile Technology Control Regime
Annex. Placing such items in this ECCN
rather than the new 3A611 will make it
easier to identify, classify, and control
such items. Consequently, this proposed
rule adds analog-to-digital converters
useable in “missiles”” and having any of
the characteristics described in
proposed 3A101.a.1, a.2, a.3, or a.4.

In addition, adding the new text in
3A101.a.4 for electrical input type
analog-to-digital converter printed
circuit boards or modules requires that
this proposed rule amend ECCN 4A003
to add an MT control for items classified
under ECCN 4A003.e when meeting or
exceeding the parameters described in
ECCN 3A101.a.4. This amendment is
necessary as the MT items in new
paragraph 3A101.a.4 are a subset of the
items in paragraph 4A003.e.

Revisions to ECCN 5A001

This proposed rule revises the Related
Controls paragraph in ECCN 5A001 to
provide more detailed references to
telecommunications equipment subject
to the ITAR under USML Categories XI
and XV, while maintaining references to
ECCNs 5A101, 5A980, and 5A991.

New Cross Reference ECCNs

Three new cross reference ECCNs
would be created to alert readers that
computers, telecommunications
equipment, and radar—and parts,
components, accessories and
attachments “specially designed”
therefor—are controlled by ECCN 3A611
if they are specially designed for
military use. These cross references are
intended to reduce the likelihood of
confusion that might otherwise arise
because computers, telecommunications
equipment, and radar generally are in
CCL Categories 4, 5 (Part 1) and 6,
respectively. The new cross reference
ECCNs and the Categories in which they
would appear are: 4A611, Category 4;
5A611, Category 5, Part 1; and 6A611,
Category 6.

Corrections to ECCNs 7A006 and 7D101

This proposed rule would correct the
reasons for control paragraph of ECCN
7A006 to state that the missile
technology reason for control applies to
those items covered by ECCN 7A006
that also meet or exceed the parameters
of ECCN 7A106. ECCN 7A006 now
applies the missile technology reason
for control to a range of airborne

altimeters that extends beyond the range
of altimeters that are on the MTCR
annex. BIS’s practice is to apply the
missile technology reason for control
only to items on that annex. This
proposed change would make ECCN
7A006 conform to that practice.
Similarly, this proposed rule would add
the phrase “for missile technology
reasons’ to the heading of ECCN 7D101.
ECCN 7D101 applies the missile
technology reason for control to
software for a range of commodity
ECCNs. Not all of those commodities are
controlled for missile technology
reasons. The text proposed here would
limit the scope of missile technology
controls in ECCN 7A106 to commodities
on the MTCR Annex and that of ECCN
7D101 to software for commodities on
the MTCR Annex.

New 9X620 Series of ECCNs

Proposed ECCNs 9A620, 9B620,
9D620, and 9E620 would apply NS1,
RS1, AT1 and UN reasons for control to
cryogenic and superconducting
equipment described in Category ML20
of the Wassenaar Arrangement
Munitions List and to test, inspection
and production equipment, software
and technology therefor. Category ML20
covers cryogenic and superconducting
equipment that is “specially designed”
to be installed in a vehicle for military
ground, marine, airborne, or space
applications. BIS believes that such
equipment is used in experimental or
developmental vehicle propulsion
systems that employ superconducting
components and cryogenic equipment
to cool those components to
temperatures at which they
superconduct. BIS has not identified
evidence of trade in such items. To the
extent that exports do exist, the items
would be subject to the license
requirements of the USML Category that
controls the vehicle into which the
equipment would be installed, i.e.,
Category VI, surface vessels; Category
VII, ground vehicles; Category VIII,
aircraft; and Category XV, spacecraft.
BIS proposes to place this cryogenic and
superconducting equipment, its related
test, inspection and production
equipment, and its related software and
technology into a single set of 600 series
ECCNs ending with the digits “20” to
correspond to the relevant Wassenaar
Arrangement Munitions List Category.
This approach would further the
administration’s Export Control Reform
Initiative goal of aligning U.S. controls
with multilateral controls wherever
feasible. Each ECCN in this series is
described more specifically below.

New ECCN 9A620

Paragraph a. would control equipment
“specially designed” to be installed in
a vehicle for military ground, marine,
airborne, or space applications, capable
of operating while in motion and of
producing or maintaining temperatures
below 103 K (— 170 °C). Paragraph b.
would control “superconductive”
electrical equipment (rotating
machinery and transformers) “specially
designed” to be installed in a vehicle for
military ground, marine, airborne, or
space applications, and capable of
operating while in motion. Paragraph x.
would control parts, components,
accessories and attachments that were
“specially designed” for a commodity
controlled by ECCN 9A620.

New ECCN 9B620

Proposed ECCN 9B620 would control
test, inspection, and production end
items and equipment “‘specially
designed” for items controlled in
proposed ECCN 9A620.

New ECCN 9D620

Proposed ECCN 9D620 would control
software “‘specially designed” for the
“development,” “production,”
operation, or maintenance of
commodities controlled by ECCNs
9A620 or 9B620.

New ECCN 9E620

Proposed ECCN 9E620 would control
a “technology” “required” for the
“development,” “production,”
operation, installation, maintenance,
repair, or overhaul of commodities or
software controlled by ECCNs 9A620,
9B620 or 9D620.

Proposed New ECCNs and License
Exception STA

One of the objectives of the Export
Control Reform effort is to align the
jurisdictional status of technology and
software with the items to which they
relate. Thus, for example, all technical
data and software directly related to a
defense article, i.e., an item identified
on the ITAR’s USML, will also be ITAR
controlled. All technology, including
technical data, and software for the
production, development, or other
aspects of an item on the EAR’s CCL
will be subject to the EAR. Nevertheless,
some types of software and technology
are more significant than the
commodities that are developed or
produced from or that utilize such
software or technology. In recognition of
that fact, this proposed rule would
preclude use of License Exception STA
for software and technology (other than
build-to-print technology) for (1) Helix
traveling wave tubes (TWTs); (2)
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Transmit/receive or transmit modules;
(3) Microwave monolithic integrated
circuits (MMIC)s; and (4) Discrete radio
frequency transistors that would be
controlled by ECCN 3A611.

Request for Comments

All comments must be in writing and
submitted via one or more of the
methods listed under the ADDRESSES
caption to this notice. All comments
(including any personal identifiable
information) will be available for public
inspection and copying. Those wishing
to comment anonymously may do so by
submitting their comment via
regulations.gov and leaving the fields
for identifying information blank.

Effects of This Proposed Rule
Use of License Exceptions

Military electronic equipment, certain
cryogenic and superconducting
equipment, and parts, components, and
test, inspection, and production
equipment therefor currently on the
USML that this rule would place on the
CCL would become eligible for several
license exceptions, including STA,
which would be available for exports to
certain government agencies of NATO
and other multi-regime close allies. The
exchange of information and statements
required under STA is substantially less
burdensome than are the license
application requirements currently
required under the ITAR, as discussed
in more detail in the ‘“Regulatory
Requirements” section of this proposed
rule. This proposed rule does not move
any items currently on the CCL to a 600
series ECCN; therefore, it would not
narrow the scope of license exception
eligibility for any items currently on the
CCL.

Alignment With the Wassenaar
Arrangement Munitions List

The Administration has stated since
the beginning of the Export Control
Reform Initiative that the reforms will
be consistent with the obligations of the
United States to the multilateral export
control regimes. Accordingly, the
Administration will, in this and
subsequent proposed rules, exercise its
national discretion to implement,
clarify, and, to the extent feasible, align
its controls with those of the regimes.
This proposed rule would maintain the
alignment that exists between the
USML, in which military electronics are
controlled under Category XI, and the
WAML, in which military electronic
equipment is controlled under ML11
and would be controlled by ECCN
3A611 in this proposed rule. Similarly,
3B611 aligns with WAML 18, which,

inter alia, controls “specially designed
or modified ‘production’ equipment for
the ‘production’ of products specified
by the Munitions List, and specially
designed components therefor.”

This proposed rule would align
cryogenic and superconducting
equipment currently controlled in
Categories VI, VII, VIII, and XV with
Wassenaar Arrangement Munitions List
Category ML20 by controlling them
under ECCN 9A620. As with other 600
series ECCNs, this rule follows the
existing CCL numbering pattern for test,
inspection and production equipment
(3B611 and 9B620), software (3D611
and 9D620) and technology (3E611 and
9E620) rather than strictly following the
Wassenaar Arrangement Munitions List
pattern of placing production
equipment, software and technology for
munitions list items in categories ML18,
ML21 and ML22, respectively. BIS
believes that including the ECCNs for
test, inspection and production
equipment, software, and technology in
the same category as the items to which
they relate results in an easier to
understand CCL than would separate
categories.

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 extended by the
Notice of August 15, 2012, 77 FR 49699
(August 16, 2012), 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.

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, distribute 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
designated a “‘significant regulatory
action,” although not economically
significant, under section 3(f) of
Executive Order 12866. Accordingly,
the rule has been reviewed by the Office
of Management and Budget (OMB).

2. Notwithstanding any other
provision of law, no person is required

to respond to, nor is 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
OMB control number. This proposed
rule would affect two approved
collections: Simplified Network
Application Processing System (control
number 0694—-0088), which includes,
among other things, license
applications, and License Exceptions
and Exclusions (0694-0137).

As stated in the proposed rule
published at 76 FR 41958 (July 15,
2011), BIS believed that the combined
effect of all rules to be published adding
items to the EAR that would be removed
from the ITAR as part of the
administration’s Export Control Reform
Initiative would increase the number of
license applications to be submitted by
approximately 16,000 annually. As the
review of the USML has progressed, the
interagency group has gained more
specific information about the number
of items that would come under BIS
jurisdiction whether those items would
be eligible for export under license
exception. As of June 21, 2012, BIS
believes the increase in license
applications may be 30,000 annually,
resulting in an increase in burden hours
of 8,500 (30,000 transactions at 17
minutes each) under control number
0694-0088.

Military electronic equipment, certain
cryogenic and superconducting
equipment, related test, inspection and
production equipment, “parts,”
“components,” “accessories” and
“attachments,” “software”” and
“technology” formerly on the USML
would become eligible for License
Exception STA under this rule. BIS
believes that the increased use of
License Exception STA resulting from
the combined effect of all rules to be
published adding items to the EAR that
would be removed from the ITAR as
part of the administration’s Export
Control Reform Initiative would
increase the burden associated with
control number 0694—0137 by about
23,858 hours (20,450 transactions @ 1
hour and 10 minutes each).

BIS expects that this increase in
burden would be more than offset by a
reduction in burden hours associated
with approved collections related to the
ITAR. The largest impact of the
proposed rule would likely apply to
exporters of replacement parts for
military electronic equipment that has
been approved under the ITAR for
export to allies and regime partners.
Because, with few exceptions, the ITAR

LEINTs
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allows exemptions from license
requirements only for exports to
Canada, most exports of such parts,
even when destined to NATO and other
close allies, require specific State
Department authorization. Under the
EAR, as proposed in this notice, such
parts would become eligible for export
to NATO and other multi-regime allies
under License Exception STA. Use of
License Exception STA imposes a
paperwork and compliance burden
because, for example, exporters must
furnish information about the item
being exported to the consignee and
obtain from the consignee an
acknowledgement and commitment to
comply with the EAR. However, the
Administration understands that
complying with the burdens of STA is
likely less burdensome than applying
for licenses. For example, under License
Exception STA, a single consignee
statement can apply to an unlimited
number of products, need not have an
expiration date, and need not be
submitted to the government in advance
for approval. Suppliers with regular
customers can tailor a single statement
and assurance to match their business
relationship rather than applying
repeatedly for licenses with every
purchase order to supply reliable
customers in countries that are close
allies or members of export control
regimes or both.

Even in situations in which a license
would be required under the EAR, the
burden is likely to be reduced compared
to the license requirement of the ITAR.
In particular, license applications for
exports of technology controlled by
ECCN 3E611 are likely to be less
complex and burdensome than the
authorizations required to export ITAR-
controlled technology, i.e.,
Manufacturing License Agreements and
Technical Assistance Agreements.

3. This rule does not contain policies
with Federalism implications as that
term is defined under E.O. 13132.

4. The Regulatory Flexibility Act
(RFA), as amended by the Small
Business Regulatory Enforcement
Fairness Act of 1996 (SBREFA), 5 U.S.C.
601 et seq., generally requires an agency
to prepare a regulatory flexibility
analysis of any rule subject to the notice
and comment rulemaking requirements
under the Administrative Procedure Act
(5 U.S.C. 553) or any other statute,
unless the agency certifies that the rule
will not have a significant economic
impact on a substantial number of small
entities. Under section 605(b) of the
RFA, however, if the head of an agency
certifies that a rule will not have a
significant impact on a substantial
number of small entities, the statute

does not require the agency to prepare
a regulatory flexibility analysis.
Pursuant to section 605(b), the Chief
Counsel for Regulation, Department of
Commerce, submitted a memorandum
to the Chief Counsel for Advocacy,
Small Business Administration,
certifying that this proposed rule will
not have a significant impact on a
substantial number of small entities.

Number of Small Entities

The Bureau of Industry and Security
(BIS) does not collect data on the size
of entities that apply for and are issued
export licenses. Although BIS is unable
to estimate the exact number of small
entities that would be affected by this
rule, it acknowledges that this rule
would affect some unknown number.

Economic Impact

This proposed rule is part of the
Administration’s Export Control Reform
Initiative. Under that initiative, the
United States Munitions List (22 CFR
part 121) (USML) would be revised to be
a “positive” list, i.e., a list that does not
use generic, catch-all controls on any
part, component, accessory, attachment,
or end item that was in any way
specifically modified for a defense
article, regardless of the article’s
military or intelligence significance or
non-military applications. At the same
time, articles that are determined to no
longer warrant control on the USML
would become controlled on the
Commerce Control List (CCL). Such
items, along with certain military items
that currently are on the CCL, will be
identified in specific Export Control
Classification Numbers (ECCNs) known
as the ‘600 series” ECCNs. In practice,
the greatest impact of this rule on small
entities would likely be reduced
administrative costs and reduced delay
for exports of items that are now on the
USML but would become subject to the
EAR.

This rule focuses on Category XI
articles, which are, in essence, military
and intelligence-related electronic
equipment, “parts,” “‘components,” and
““accessories” and “‘attachments”
therefor; test, inspection and production
equipment for military electronic
equipment and ‘“‘parts,” “‘components”’
and ‘““‘accessories and attachments”
therefor, and related software and
technology and on certain laser and
radar altimeters that currently are
controlled under Category IV of the
USML.

Electronic equipment related to
certain military or intelligence-gathering
functions would remain on the USML.
However, parts, components,
accessories and attachments for that

equipment would be included on the
CCL unless expressly enumerated on the
USML. Such parts and components are
more likely to be produced by small
businesses than complete items of
electronic equipment, which would in
many cases become subject to the EAR.
Moreover, officials of the Department of
State have informed BIS that license
applications for such parts and
components are a high percentage of the
license applications for USML articles
review by that department. One of the
purposes of this proposed change is to
ensure the “right sizing” of controls on
military electronics. The current USML
Category XI is little more than a “catch-
all”” paragraph that controls all
equipment specifically designed or
modified for military use and all parts,
components, accessories specifically
designed or modified for such
equipment, except those “in normal
commercial use,” regardless of the age,
sensitivity, availability, or military
significance of the electronics. The
proposed changes in this rule will not
result in the decontrol of such items, but
will allow for reduction in
administrative and collateral regulatory
burdens by, for example, allowing for
the use of License Exception STA for
exports when the ultimate end user is in
a NATO and other multi-regime allied
country.

Thus, changing the jurisdictional
status of Category XI articles would
reduce the burden on small entities (and
other entities as well) through:
Elimination of some license
requirements, greater availability of
license exceptions, simplification of
license application procedures, and
reduction (or elimination) of registration
fees. In addition, parts and components
controlled under the ITAR remain under
ITAR control when incorporated into
foreign-made items, regardless of the
significance or insignificance of the
item, discouraging foreign buyers from
incorporating such U.S. content. The
availability of de minimis treatment
under the EAR may reduce the incentive
for foreign manufacturers to avoid
purchasing U.S.-origin parts and
components.

Exporters and reexporters of the
Category XI articles, particularly parts
and components, that would be placed
on the CCL by this rule would need
fewer licenses because their transactions
would become eligible for license
exceptions that apply to shipments to
United States Government agencies,
shipments valued at less than $1,500,
parts and components being exported
for use as replacement parts, temporary
exports, and License Exception Strategic
Trade Authorization (STA). License
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Exceptions under the EAR would allow
suppliers to send routine replacement
parts and low level parts to NATO and
other close allies and export control
regime partners for use by those
governments and for use by contractors
building equipment for those
governments or for the U.S. government
without having to obtain export
licenses. Under License Exception STA,
the exporter would need to furnish
information about the item being
exported to the consignee and obtain a
statement from the consignee that,
among other things, would commit the
consignee to comply with the EAR and
other applicable U.S. laws.

Because such statements and
obligations can apply to an unlimited
number of transactions and have no
expiration date, they would impose a
net reduction in burden on transactions
that the government routinely approves
through the license application process
that the License Exception STA
statements would replace.

Even for exports and reexports in
which a license would be required, the
process would be simpler and less
costly under the EAR. When a USML
Category XI article or Category IV
altimeter moved to the CCL, the number
of destinations for which a license is
required would remain unchanged.
However, the burden on the license
applicant would decrease because the
licensing procedure for CCL items is
simpler and more flexible that the
license procedure for UMSL articles.

Under the USML licensing procedure,
an applicant must include a purchase
order or contract with its application.
There is no such requirement under the
CCL licensing procedure. This
difference gives the CCL applicant at
least two advantages. First, the
applicant has a way of determining
whether the U.S. Government will
authorize the transaction before it enters
into potentially lengthy, complex, and
expensive sales presentations or
contract negotiations. Under the USML
procedure, the applicant will need to
caveat all sales presentations with a
reference to the need for government
approval and is more likely to have to
engage in substantial effort and expense
only to find that the government will
reject the application. Second, a CCL
license applicant need not limit its
application to the quantity or value of
one purchase order or contract. It may
apply for a license to cover all of its
expected exports or reexports to a
particular consignee over the life of a
license (normally two years, but may be
longer if circumstances warrant a longer
period), reducing the total number of

licenses for which the applicant must
apply. .

In addition, many applicants
exporting or reexporting items that this
rule would transfer from the USML to
the CCL would realize cost savings
through the elimination of some or all
registration fees currently assessed
under the USML’s licensing procedure.
Currently, USML applicants must pay to
use the USML licensing procedure even
if they never actually are authorized to
export. Registration fees for
manufacturers and exporters of articles
on the USML start at $2,250 per year,
increase to $2,750 for organizations
applying for one to ten licenses per year
and further increases to $2,750 plus
$250 per license application (subject to
a maximum of three percent of total
application value) for those who need to
apply for more than ten licenses per
year. There are no registration or
application processing fees for
applications to export items listed on
the CCL. Once the Category XI articles
and Category IV altimeters that are the
subject to this rulemaking are added to
the CCL and removed from the USML,
entities currently applying for licenses
from the Department of State would find
their registration fees reduced if the
number of USML licenses those entities
need declines. If an entity’s entire
product line is moved to the CCL, then
its ITAR registration and registration fee
requirement would be eliminated.

De minimis treatment under the EAR
would become available for all items
that this rule would transfer from the
USML to the CCL. Items subject to the
ITAR remain subject to the ITAR when
they are incorporated abroad into a
foreign-made product regardless of the
percentage of U.S. content in that
foreign-made product. Foreign-made
products that incorporate items that this
rule would move to the CCL would be
subject to the EAR only if their total
controlled U.S.-origin content exceeded
10 percent. Because including small
amounts of U.S.-origin content would
not subject foreign-made products to the
EAR, foreign manufacturers would have
less incentive to avoid such U.S.-origin
parts and components, a development
that potentially would mean greater
sales for U.S. suppliers, including small
entities.

This rule also contains proposed EAR
controls on cryogenic and
superconducting equipment ‘“‘specially
designed” to be installed in a vehicle for
military ground, marine, airborne, or
space applications, and related test,
inspection and production equipment,
software and technology. BIS believes
that these items are largely experimental
or developmental and has not identified

evidence of trade in such items.
Therefore, removing them from the
USML and adding them to the CCL is
unlikely to have a significant impact on
large or small entities.

Conclusion

BIS is unable to determine the precise
number of small entities that would be
affected by this rule. Based on the facts
and conclusions set forth above, BIS
believes that any burdens imposed by
this rule would be offset by the
reduction in the number of items that
would require a license, increased
opportunities for use of license
exceptions for exports to certain
countries, simpler export license
applications, reduced or eliminated
registration fees and application of a de
minimis threshold for foreign-made
items incorporating U.S.-origin parts
and components, which would reduce
the incentive for foreign buyers to
design out or avoid U.S.-origin content.
For these reasons, the Chief Counsel for
Regulation of the Department of
Commerce certified to the Chief Counsel
for Advocacy of the Small Business
Administration that this rule, if adopted
in final form, would not have a
significant economic impact on a
substantial number of small entities.

List of Subjects in 15 CFR Part 774

Exports, Reporting and recordkeeping
requirements.

Accordingly, part 774 of the Export
Administration Regulations (15 CFR
parts 730—774) is proposed to be
amended as follows:

PART 774—[AMENDED]

1. The authority citation for 15 CFR
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. 287c, 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 15, 2012, 77
FR 49699 (August 16, 2012).

2. In Supplement No. 1 to Part 774,
Category 3, amend Export Control
Classification Number (ECCN) 3A101
by:

a. Revising the Related Controls
paragraph in the List of Items Controlled
section; and

b. Revising paragraph a. in the Items
paragraph in the List of Items Controlled
section, to read as follows:
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Supplement No. 1 to Part 774—The
Commerce Control List

* * * * *

3A101 Electronic Equipment, Devices and
Components, Other Than Those Controlled
by 3A001, as Follows (See List of Items
Controlled)

* * * * *

List of Items Controlled

* * * * *

Related Controls: See also ECCN 4A003.e
for controls on electrical input type analog-
to-digital converter printed circuit boards or
modules.

* * * * *

Items:

a. Analog-to-digital converters useable in
“missiles,” and having any of the following
characteristics:

a.1. “Specially designed” to meet military
specifications for ruggedized equipment;

a.2. Analog-to-digital converter
microcircuits which are radiation-hardened;

a.3. Analog-to-digital converter
microcircuits having all of the following
characteristics:

a.3.a. Having a quantization corresponding
to 8 bits or more when coded in the binary
system;

a.3.b. Rated for operation in the
temperature range from —54 °C to above
+125 °C; and

a.3.c. Hermetically sealed; or

a.4. Electrical input type analog-to-digital
converter printed circuit boards or modules
having all of the following characteristics:

a.4.a. Having a quantization corresponding
to 8 bits or more when coded in the binary
system,;

a.4.b. Rated for operation in the
temperature range from below —45°C to
above +55°C; and

a.4.c. Incorporating microcircuits
identified in 3A101.a.2 or a.3;

* * * * *

3. In Supplement No. 1 to Part 774,
between the entries for ECCNs 3A292
and 3A980, add new entry for ECCN
3A611 to read as follows:

3A611 Military Electronics, as Follows (See
List of Items Controlled)

Reason for Control: NS, RS, AT, UN

Control(s) Country chart

NS applies to entire NS Column 1
entry except
3A611.y.

RS applies to entire
entry except
3A611.y.

AT applies to entire
entry.

UN applies to entire
entry except
3A611.y.

License Exceptions

LVS: $1500 (except for ECCN 3A611.c)
GBS:N/A
CIV:N/A

RS Column 1

AT Column 1

See §746.1(b) for UN
controls

STA: Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any item in 3A611.

List of Items Controlled

Unit: End items in number; parts,
component, accessories and attachments in
$ value

Related Controls: (1) Electronic items that are
enumerated in USML Category XI or other
USML categories, and technical data
(including software) directly related
thereto, are subject to the ITAR. (2)
Electronic items “specially designed” for
military use that are not controlled in any
USML category but are within the scope of
another “600 series”” ECCN are controlled
by that “600 series” ECCN. Thus, ECCN
3A611 controls only electronic items
“specially designed” for a military use that
are not otherwise within the scope of a
USML Category or ‘600 series”” ECCN
other than ECCN 3A611. For example,
electronic components not enumerated on
the USML or another 600 series entry that
are ‘‘specially designed” for a military
aircraft controlled by USML Category VIII
or ECCN 9A610 are controlled by the
catch-all control in ECCN 9A610.x.
Electronic components not enumerated on
the USML or another 600 series entry that
are “‘specially designed” for a military
vehicle controlled by USML Category VII
or ECCN 0A606 are controlled by ECCN
0A606.x. Electronic components not
enumerated on the USML that are
“specially designed” for a missile
controlled by USML Category IV are
controlled by ECCN 0A604.

Related Definitions: N/A

Items:

a. Electronic “equipment,” “end items,”
and “‘systems” “specially designed” for
military use that are not enumerated in either
a USML category or another “600 series”
ECCN.

Note: ECCN 3A611.a includes any radar,
telecommunications, or computer equipment,
end items, or systems “specially designed”
for military use that are not enumerated in
any USML category or controlled by a “600
series” ECCN.

b. [Reserved]

¢. Microwave “monolithic integrated
circuits” (MMIC) power amplifiers having
any of the following:

1. Rated for operation at frequencies of 2.7
GHz up to and including 3.2 GHz, having a
power added efficiency of 30% or greater,
and having any of the following:

a. An average output power greater than 15
W (41.7 dBm) with a “fractional bandwidth”
greater than 15%;

b. A pulse power output greater than 75 W
(48.75 dBm) and a duty cycle of 20% or
more; or

c. A ‘peak saturated power output’ greater
than 75 W (48.75 dBm);

2. Rated for operation at frequencies
exceeding 3.2 GHz up to and including 6.8
GHz and with a ‘peak saturated power output
greater’ than 40W (46 dBm) with a “fractional
bandwidth” greater than 15% and a power
added efficiency of 40% or greater;

3. Rated for operation at frequencies
exceeding 6.8 GHz up to and including 16

LIS

GHz and with a ‘peak saturated power
output’ greater than 10W (40 dBm) with a
“fractional bandwidth” greater than 10% and
a power added efficiency of 35% or greater;

4. Rated for operation at frequencies
exceeding 16 GHz up to and including 31.8
GHz and with a ‘peak saturated power
output’ greater than 5 W (37 dBm) with a
“fractional bandwidth” greater than 10% and
a power added efficiency of 30% or greater;

Note to paragraph .c.4: See ECCN
3A001.b.2.d for MMIC power amplifiers that
are rated for operation at frequencies
exceeding 31.8 GHz up to and including 37.5
GHz.

5. Rated for operation at frequencies
exceeding 37.5 GHz up to and including 43.5
GHz and with a ‘peak saturated power
output’ greater than 2.5 W (34dBm) with a
“fractional bandwidth” greater than 10% and
a power added efficiency of 15% or greater;
or

6. Rated for operation at frequencies
exceeding 43.5 GHz up to and including 75
GHz and with a ‘peak saturated power
output’ greater than 2.0 W (33dBm) with a
“fractional bandwidth”’ greater than 5% and
a power added efficiency of 10% or greater.

Note 1 to paragraph c: See ECCN
3A001.b.2.f for MMIC power amplifiers that
are rated for operation at frequencies
exceeding 75 GHz.

Note 2 to paragraph c: ‘Peak saturated
power output’ is defined as that value where
an increase in input rf power does not
produce a concurrent increase in rf output
power and may also be referred to as output
power, saturated power output, maximum
power output, peak power output, or peak
envelope power output.

d. Discrete microwave transistors having
any of the following:

1. Rated for operation at frequencies of 2.7
GHz up to and including 3.2 GHz, having a
power added efficiency of 30% or greater,
and having any of the following:

a. An average output power greater than 48
W (46.8 dBm);

b. A pulse power output greater than 240
W (53.8 dBm) and a duty cycle of 20% or
more; or

c. A ‘peak saturated power output’ greater
than 240 W (53.8 dBm);

2. Rated for operation at frequencies
exceeding 3.2 GHz up to and including 6.8
GHz and having a ‘peak saturated power
output’ greater than 60W (47.8 dBm) and a
power added efficiency of 45% or greater;

3. Rated for operation at frequencies
exceeding 6.8 GHz up to and including 31.8
GHz and having a ‘peak saturated power
output’ greater than 20W (43 dBm) and a
power added efficiency of 35% or greater;

Note to paragraph.d.3: See ECCN
3A001.b.3.c for discrete microwave
transistors that are rated for operation at
frequencies exceeding 31.8 GHz up to and
including 37.5 GHz.

4. Rated for operation at frequencies
exceeding 37.5 GHz up to and including 43.5
GHz and having a ‘peak saturated power
output’ greater than 1W (30 dBm) and a
power added efficiency of 20% or greater; or

5. Rated for operation at frequencies
exceeding 43.5 GHz up to and including 75
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GHz and having a ‘peak saturated power designed” for a commodity subject to control b. through w. [Reserved]
output’ greater than 0.5W (27 dBm) and a in this ECCN and not elsewhere specified in x. “Parts,” ““components,” “accessories”

power added efficiency of 15% or greater; or

Note 1 to paragraph .d: See ECCN
3A001.b.3.e for discrete microwave
transistors that are rated for operation at
frequencies exceeding 75 GHz.

Note 2 to paragraph .d: ‘Peak saturated
power output’ is defined as that value where
an increase in input rf power does not
produce a concurrent increase in rf output
power and may also be referred to as
saturated power, output power, saturated
power output, maximum power output, peak
power output, or peak envelope power
output.

e. High frequency (HF) surface wave radar
capable of “tracking” maritime surface
targets or low altitude airborne targets.

Note: ECCN 3A611.e does not apply to
systems, equipment, and assemblies
“specially designed” for marine traffic
control.

f. Microelectronic devices or printed
circuit boards not otherwise controlled on
the USML that are certified to be a ‘trusted
device’ from a defense microelectronics
activity (DMEA) accredited supplier.

Note: A “trusted device” is a device that
is certified as produced or manufactured
under accredited defense microelectronics
activity (DMEA) procedures at a ‘““trusted
foundry,” a “trusted source,” or an
“accredited supplier.” A “trusted foundry” is
a semiconductor foundry that is accredited
through the defense microelectronics activity
(DMEA) to be a trusted source for the
following services: design, foundry services,
packaging, assembly, and test. A “trusted
source,” or DMEA ‘““accredited supplier,” is
a source or supplier that is accredited
through DMEA to be a trusted source for the
following services: design, foundry services,
packaging, assembly, and test. Not all devices
developed or manufactured by a company
that is a trusted foundry, trusted source, or
accredited supplier are per se “trusted
devices.” Thus, ECCN 3A001.f does not
include or apply to any other device that is
not a “trusted device” manufactured or
exported by such companies.

g. through w. [Reserved]

x. ‘“Parts,” “components,” “accessories”
and “‘attachments” that are “specially
designed” for a commodity controlled by
ECCN 3A611 or for an article controlled by
USML Category XI, and not enumerated in a
USML Category.

Note 1 to ECCN 3A611.x: ECCN 3A611.x
includes parts, components, accessories, and
attachments “specially designed” for a radar,
telecommunications, or computer “specially
designed” for military use that are neither
enumerated in any USML Category nor
controlled in another “600 series” ECCN.

Note 2 to ECCN 3A611.x: ECCN 3A611.x
controls parts and components “‘specially
designed” for underwater sensors or
projectors controlled by USML Category
XI(c)(12) containing single-crystal lead
magnesium niobate lead titanate (PMN-PT)
based piezoelectrics.

y. Specific “parts,” “
“accessories” and “attachments

components,”
”? “specially

the CCL, as follows:

y.1. Electric couplings

y.2. Cathode ray tubes (CRTs)

y.3. Electrical connectors

y.4. Electric fans

y.5. Rotron fans

y.6. Electric fuses other than those specially
designed for explosive detonation

y.7. Grid vacuum tubes

y.8. Audio headphones, earphones, handsets,
and headsets

y.9. Heat sinks

y.10. Intercom systems

y.11. Joy sticks

y.12. Loudspeakers

y.13. Mica paper capacitors

y.14. Microphones

y.15. Potentiometers

y.16. Rheostats

y.17. Electric connector backshells

y.18. Solenoids

y.19. Speakers

y.20. Electric switches other than RF,
pressure, diplexer, duplexer, circulator, or
isolator switches

y.21. Trackballs

y.22. Electric transformers

y.23. Vacuum tubes other than TWTs,
klystron tubes, or tubes specially designed
for articles enumerated in USML Category
XII

y.24. Waveguide

4. In Supplement No. 1 to Part 774,
between the entries for ECCNs 3B002
and 3B991, add new entry for ECCN
3B611 to read as follows:

3B611 Test, Inspection, and Production
Commodities for Military Electronics, as
Follows (See List of Items Controlled)
License Requirements

Reason for Control: NS, RS, AT, UN

Control(s) Country chart

NS applies to entire NS Column 1
entry.

RS applies to entire RS Column 1
entry.

AT applies to entire AT Column 1
entry.

UN applies to entire See §746.1(b) for UN
entry. controls

License Exceptions

LVS: $1500

GBS:N/A

CIV:N/A

STA: Paragraph (c)(2) of License Exception
STA (§ 740.20(c)(2)) of the EAR may not be
used for any item in 3B611.

List of Items Controlled

Unit: N/A

Related Controls: N/A
Related Definitions: N/A
Items:

a. Test, inspection, and production end
items and equipment “specially designed”
for items controlled in ECCN 3A611 or USML
Category XI that are not enumerated in USML
XI or controlled by another “600 series”
ECCN.

and “‘attachments” that are “specially
designed” for a commodity listed in this
entry and that are not enumerated on the
USML or controlled by another “600 series”
ECCN.

5. In Supplement No. 1 to Part 774,
between the entries for ECCNs 3D101
and 3D980, add a new entry for ECCN
3D611 to read as follows:

3D611 ‘“‘Software” “Specially Designed”’
for Military Electronics, as Follows (See
List of Items Controlled)

License Requirements
Reason for Control: NS, RS, AT, UN

Control(s) Country chart

NS applies to entire NS Column 1
entry except
3D611.y.

RS applies to entire
entry except
3D611.y.

AT applies to entire
entry.

UN applies to entire
entry except
3D611.y.

License Exceptions

CIV:N/A

TSR:N/A

STA: 1. Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any ‘“‘software” in 3D611. 2.
License Exception STA is not eligible for
software for the “development,”
“production,” operation, installation,
maintenance, repair, or overhaul of items
enumerated in ECCN 3E611.b.

RS Column 1

AT Column 1

See §746.1(b) for UN
controls

List of Items Controlled

Unit: $ value
Related Controls: “Software” directly related
to articles enumerated in USML Category

X1 is subject to the control of USML

paragraph XI(d).

Related Definitions: N/A
Items:

a. Software ““specially designed” for the
“development,” “production,” operation, or
maintenance of commodities controlled by
ECCN 3A611 (other than 3A611.y), 3B611.

b. through x. [RESERVED]

y. Specific “software” “specially designed”
for the “production,” “development,”
operation or maintenance of commodities
enumerated in ECCNs 3A611.y.

6. In Supplement No. 1 to Part 774,
between the entries for ECCNs 3E292
and 3E980, add new entry for ECCN
3E611 to read as follows:

3E611 Technology “Required” for Military
Electronics, as Follows (See List of Items
Controlled)

License Requirements

Reason for Control: NS, RS, AT, UN
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Control(s) Country chart Control(s) Country chart XI(a)(4)(iii) for controls on electronic attack
and jamming equipment defined in
NS applies to entire NS Column 1 MT applies to MT Column 1 5A001.f and .h that are subject to the ITAR.
entry except 4A003.e when the 3. See also ECCNs 5A101, 5A980, and
3E611.y. parameters in 5A991.
RS applies to entire RS Column 1 3A101.a.4 are met * * * * *
entry except or exceeded.
3E611.y. CC applies to “digital CC Column 1 10. In Supplement No. 1 to Part 774,
AT applies to entire AT Column 1 computers” for between the entries for ECCNs 5A101
entry. ] computerized fin- and 5A980, add a new entry for ECCN
UN applies to entire See §746.1(b) for UN ger-print equipment. 5A611 as follows:
entry except controls AT applies to entire AT Column 1 5A611 Telecommunications Equipment,
3E611.y. i;gé f?;?rcf)ontrols and Parts, Components, Accessories,
License Exceptions on “digital com- and Attachment§ “Specia.llly Designed”
CIV: N/A puters” with a APP Therefor, ‘“Specially Designed” for
TSR: N/A > 0.0128 but <3.0 Military Use That Are Not Enumerated

STA: 1. Paragraph (c)(2) of License Exception
STA (§ 740.20(c)(2)) of the EAR may not be
used for any technology in 3E611. 2.
Except for “build-to-print” technology,
License Exception STA is not eligible for
technology enumerated in ECCN 3E611.b.

List of Items Controlled

Unit: $ value

Related Controls: Technical data directly
related to articles enumerated in USML
Category XI is subject to the control of
USML paragraph XI(d).

Related Definitions: N/A

Items:

a. “Technology” (other than that described
in 3E611.b or 3E611.y) not otherwise
enumerated in this ECCN ‘“required” for the
“development,” “production,” operation,
installation, maintenance, repair, or overhaul
of commodities or software controlled by
ECCN 3A611, 3B611 or 3D611.

b. “Technology” “required” for the
“development,” “production,” operation,
installation, maintenance, repair, or overhaul
of

(1) Helix traveling wave tubes (TWTs);

(2) Transmit/receive or transmit modules;

(3) Microwave monolithic integrated
circuits (MMIC); or

(4) Discrete radio frequency transistors.

c. through x. [RESERVED]

y. Specific “technology” “required” for the
“production,” ““development,”” operation,
installation, maintenance, repair or overhaul
of commodities enumerated in ECCNs
3A611.y or 3D611.y.

7. In Supplement No. 1 to Part 774,
amend ECCN 4A003 by revising the
License Requirements section to read as
follows:

4A003 ‘‘Digital Computers”, “Electronic
Assemblies”, and Related Equipment
Therefor, as Follows (See List of Items
Controlled) and Specially Designed
Components Therefor

License Requirements
Reason for Control: NS, MT, CC, AT, NP

Control(s) Country chart
NS applies to NS Column 1
4A003.b and .c.
NS applies to NS Column 2

4A003.e and .g.

WT).

NP applies, unless a License Exception is
available. See § 742.3(b) of the EAR for
information on applicable licensing review
policies.

Note 1: For all destinations, except those
countries in Country Group E:1 of
Supplement No. 1 to part 740 of the EAR, no
license is required (NLR) for computers with
an “Adjusted Peak Performance” (“APP”)
not exceeding 3.0 Weighted TeraFLOPS (WT)
and for “electronic assemblies” described in
4A003.c that are not capable of exceeding an
“Adjusted Peak Performance” (“APP”)
exceeding 3.0 Weighted TeraFLOPS (WT) in
aggregation, except certain transfers as set
forth in § 746.3 (Iraq).

Note 2: Special Post Shipment Verification
reporting and recordkeeping requirements for
exports of computers to destinations in
Computer Tier 3 may be found in § 743.2 of
the EAR.

* * * * *

8. In Supplement No. 1 to Part 774,
between the entries for ECCNs 4A102
and 4A980, add a new entry for ECCN
4A611 as follows:
4A611 Computers, and Parts, Components,

Accessories, and Attachments
“Specially Designed”” Therefor,
“Specially Designed” for Military Use
That Are Not Enumerated in Any USML
Category Are Controlled by ECCN 3A611

9. In Supplement No. 1 to Part 774,
amend ECCN 5A001 by revising the
Related Controls paragraph of the List of
Items Controlled section, to read as
follows:

5A001 Telecommunications Systems,
Equipment, Components and
Accessories, as Follows (See List of
Items Controlled)

* * * * *

List of Items Controlled

* * * * *

Related Controls: 1. See USML Category XV
for controls on telecommunications
equipment defined in 5A001.a.1 and any
other equipment used in satellites that are
subject to the ITAR. See USML Category XI
for controls on direction finding equipment
defined in 5A001.e and any other military
or intelligence electronic equipment
subject to the ITAR. 2. See USML Category

in Any USML Category Are Controlled
by ECCN 3A611

11. In Supplement No. 1 to Part 774,
between the entries for ECCNs 6A226
and 6A991, add a new entry for ECCN
6A611 as follows:
6A611 Radar, and Parts, Components,

Accessories, and Attachments
“Specially Designed” Therefor,
“Specially Designed” for Military Use
That Are Not Enumerated in Any USML
Category or Other ECCN Are Controlled
by ECCN 3A611.

12. In Supplement No. 1 to Part 774,
ECCN 7A006, revise the Reasons for
Control paragraph of the License
Requirements section to read as follows:
7A006 Airborne Altimeters Operating at

Frequencies Other Than 4.2 to 4.4 GHz

Inclusive and Having Any of the Following

(See List of Items Controlled).

License Requirements
Reason for Control: NS, MT, AT

Control(s) Country chart

NS applies to entire NS Column 1
entry.

MT applies to com-
modities in this
entry that meet or
exceed the param-
eters of 7A106.

AT applies to entire
entry.

* * * * *

MT Column 1

AT Column 1

13. In Supplement No. 1 to Part 774,
ECCN 7D101, revise the heading to read
as follows:
7D101 ‘‘Software” Specially Designed or

Modified for the “Use” of Equipment
Controlled for Missile Technology (MT)
Reasons by 7A001 to 7A006, 7A101 to
7A107, 7A115, 7A116, 7A117,7B001,
7B002, 7B003, 7B101, 7B102, or 7B103.

* * * * *

14. In Supplement No. 1 to Part 774,
between the entries for ECCNs 9A120
and 9A980, add a new entry for ECCN
9A620 to read as follows:
9A620 Cryogenic and ‘“Superconductive”

Equipment, as Follows (See List of Items
Controlled).

Reason for Control: NS, RS, AT, UN
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Control(s) Country chart
NS applies to entire NS Column 1
entry.
RS applies to entire RS Column 1
entry.
AT applies to entire AT Column 1
entry.
UN applies to entire See §746.1(b) for UN
entry. controls

License Exceptions

LVS: $1500

GBS:N/A

CIV:N/A

STA: Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any item in 9A620.

List of Items Controlled

Unit: End items in number; parts,
component, accessories and attachments in
$ value

Related Controls: Electronic items that are
enumerated in USML Category XI or other
USML categories, and technical data
(including software) directly related
thereto, are subject to the ITAR.

Related Definitions: N/A.

Items:

a. Equipment “specially designed” to be
installed in a vehicle for military ground,
marine, airborne, or space applications, and
capable of operating while in motion and of
producing or maintaining temperatures
below 103 K (—170 °C).

Note to 9A620.a: ECCN 9A620.a includes
mobile systems incorporating or employing
accessories or components manufactured
from non-metallic or non-electrical
conductive materials such as plastics or
epoxy-impregnated materials.

b. “Superconductive” electrical equipment
(rotating machinery and transformers)
“specially designed” to be installed in a
vehicle for military ground, marine, airborne,
or space applications, and capable of
operating while in motion.

Note to 3A610.b: ECCN 9A620.b. does not
control direct-current hybrid homopolar
generators that have single-pole normal metal
armatures which rotate in a magnetic field
produced by superconducting windings,
provided those windings are the only
superconducting components in the
generator.

¢. through w. [Reserved]

x. ‘“Parts,” “‘components,” ‘“‘accessories”
and ‘“attachments” that are “specially
designed” for a commodity controlled by
ECCN 9A620.

15. In Supplement No. 1 to Part 774,
between the entries for ECCNs 9B117
and 9B990, add a new entry for ECCN
9B620 to read as follows:

9B620 Test, Inspection, and Production
Commodities for Cryogenic and
“Superconductive” Equipment (See List
of Items Controlled).

ET]

License Requirements
Reason for Control: NS, RS, AT, UN

Control(s) Country chart
NS applies to entire NS Column 1
entry.
RS applies to entire RS Column 1
entry.
AT applies to entire AT Column 1
entry.
UN applies to entire See §746.1(b) for UN
entry. controls

License Exceptions

LVS: $1500

GBS:N/A

CIV:N/A

STA: Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any item in 9B620.

List of Items Controlled

Unit: N/A

Related Controls: N/A

Related Definitions: N/A

Items: Test, inspection, and production end
items and equipment “specially designed”
for items controlled in ECCN 9A620.

16. In Supplement No. 1 to Part 774,
between the entries for ECCNs 9D105
and 9D990, add a new entry for ECCN
9D620 to read as follows:

9D620 ‘‘Software” ‘“Specially Designed”
for Cryogenic and ‘“Superconductive”
Equipment, as Follows (See List of Items
Controlled).

License Requirements
Reason for Control: NS, RS, AT, UN

Control(s) Country chart
NS applies to entire NS Column 1
entry.
RS applies to entire RS Column 1
entry.
AT applies to entire AT Column 1
entry.
UN applies to entire See §746.1(b) for UN
entry. controls

License Exceptions

CIV:N/A

TSR:N/A

STA: Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any ““software” in 9D620.

List of Items Controlled

Unit: $ value

Related Controls: “Software” directly related
to articles enumerated on USML are
subject to the control of that USML
category.

Related Definitions: N/A

Items: Software ““specially designed” for the

“development,” “production,” operation,

or maintenance of commodities controlled

by ECCNs 9A620 or 9B620.

17. In Supplement No. 1 to Part 774,
between the entries for ECCNs 9E102
and 9E990, add a new entry for ECCN
9E620 to read as follows:

9E620 Technology “Required” for
Cryogenic and “Superconductive”

Equipment, as Follows (See List of Items
Controlled).

License Requirements
Reason for Control: NS, RS, AT, UN

Control(s) Country chart

NS applies to entire NS Column 1
entry.

RS applies to entire RS Column 1
entry.

AT applies to entire AT Column 1
entry.

UN applies to entire See §746.1(b) for UN
entry. controls

License Exceptions

CIV:N/A

TSR: N/A

STA: Paragraph (c)(2) of License Exception
STA (§740.20(c)(2)) of the EAR may not be
used for any technology in 9E620.

List of Items Controlled

Unit: $ value
Related Controls: Technical data directly
related to articles enumerated on USML are
subject to the control of that USML
category.
Related Definitions: N/A
Items: “Technology” “required” for the
“development,” “production,” operation,
installation, maintenance, repair, or overhaul
of commodities or software controlled by
ECCN 9A620, 9B620 or 9D620.

Dated: November 16, 2012.
Kevin J. Wolf,

Assistant Secretary of Commerce for Export
Administration.

[FR Doc. 2012-28396 Filed 11-23-12; 11:15 am]
BILLING CODE 3510-33-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 15
[Docket No. FDA-2012—-N-1148]

FDA Actions Related to Nicotine
Replacement Therapies and Smoking-
Cessation Products; Report to
Congress on Innovative Products and
Treatments for Tobacco Dependence;
Public Hearing; Request for Comments

AGENCY: Food and Drug Administration,

HHS.

ACTION: Notice of public hearing; request
for comments.

SUMMARY: The Food and Drug
Administration (FDA) is announcing a
1-day public hearing to obtain input on
certain questions related to the
implementation of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act),
as amended by the Family Smoking
Prevention and Tobacco Control Act
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(Tobacco Control Act). This public
hearing is being held to obtain
comments from the public on FDA
consideration of applicable approval
mechanisms and additional indications
for nicotine replacement therapies
(NRTSs), and to request input on a report
to Congress examining the regulation
and development of innovative products
and treatments for tobacco dependence.
DATES: The public hearing will be held
on December 17, 2012, 8 a.m. to 5 p.m.
Individuals who wish to present at the
public hearing must register by
December 6, 2012. Section III of this
document provides attendance and
registration information. Electronic or
written comments will be accepted after
the public hearing until January 2, 2013.
ADDRESSES: The public hearing will be
held at FDA’s White Oak Campus,
10903 New Hampshire Ave., Bldg. 31,
rm. 1503, Silver Spring, MD 20993.
Individuals who wish to present at the
public hearing must register by
December 6, 2012, and provide
complete contact information, including
name, title, affiliation, address, email,
and phone number (see section III of
this document for further information).

Submit electronic comments to
http://www.regulations.gov. Submit
written comments to the Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.
Identify comments with the docket
number found in brackets in the
heading of this document.

Transcripts of the public hearing will
be available for review at the Division
of Dockets Management and on the
Internet at http://www.regulations.gov
approximately 30 days after the public
hearing (see section VI of this
document).

A live Web cast of this public hearing
may be seen at https://
collaboration.fda.gov/Section918 on the
day of the public hearing. A video
record of the public hearing will be
available at the same Web address for 1
year.

FOR FURTHER INFORMATION CONTACT:
Ayanna Augustus, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, Rm. 3219,
Silver Spring, MD 20993, 301-796—
3980, FAX: 301-796-2310, email:
Section918PublicMeeting@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing a 1-day public
hearing to obtain input on certain
questions related to the implementation
of section 918 of the FD&C Act (21

U.S.C. 387r), as amended by the
Tobacco Control Act (Pub. L. 111-31).
Section 918 has two parts. Under
Section 918(a), which is primarily
focused on NRTs, the Secretary of the
Department of Health and Human
Services (the Secretary of HHS) is
required to consider certain new
approval mechanisms and additional
indications for NRTs. Several NRTs,
including nicotine-containing gums,
patches, and lozenges, are already
marketed for smoking cessation. Under
section 918(b), a broader range of
products is implicated. Section 918(b)
requires that the Secretary of HHS, after
consultation with recognized scientific,
medical, and public health experts,
submit a report to Congress examining
how best to regulate, promote, and
encourage the development of
“innovative products and treatments
(including nicotine-based and non-
nicotine-based products and
treatments)” to better achieve the
following three goals: (1) Total
abstinence from tobacco use, (2)
reductions in consumption of tobacco,
and (3) reductions in the harm
associated with continued tobacco use.
The purpose of this public hearing is to
create a forum for interested
stakeholders to provide input regarding
FDA'’s fulfillment of the requirements
set forth in section 918, including on the
following issues, among others: (1) The
use of fast-track and accelerated
approval authorities for smoking-
cessation products, including NRTs; (2)
the potential for extended use of NRTs
(beyond currently approved durations of
use) for the treatment of tobacco
dependence; (3) the potential for
additional indications for NRTs,
including for craving relief or relapse
prevention; and (4) how best to regulate
“innovative products and treatments”
targeted at tobacco users in order to
achieve abstinence from tobacco use,
reductions in consumption of tobacco,
and reductions in the harm associated
with continued tobacco use. FDA will
consider the information it obtains from
the public hearing in its implementation
of the requirements of section 918,
including in drafting the report to
Congress required by section 918(b).

II. Purpose and Scope of the Public
Hearing

The purpose of this 21 CFR part 15
hearing is to receive information and
comments from a broad group of
stakeholders, including manufacturers,
interested industry and professional
organizations, the public health
community, individuals affected by
tobacco dependence, researchers, health
care professionals, and the public,

regarding implementation of section 918
of the FD&C Act. FDA is also consulting
directly with other Federal agencies and
third parties, as contemplated by section
918.

FDA is particularly interested in
obtaining information and public
comment on the issues listed in sections
II.A and II.B of this document, although
comments related to any issues
regarding implementation of section 918
are welcome.

A. Section 918(a): FDA Actions Related
to NRTs and Smoking-Cessation
Products

Fast-Track Status for Smoking-
Cessation Products, Including NRTs.

Section 918(a)(1) of the FD&C Act
provides that the Secretary of HHS
must, “at the request of the applicant,
consider designating products for
smoking cessation, including nicotine
replacement products as fast track
research and approval products within
the meaning of section 506" of the
FD&C Act (21 U.S.C. 356).

Accelerated approval and fast track
designation are available under section
506 of the FD&C Act and FDA
regulations,! and these provisions have
been used on a case-by-case basis for
drug candidates that are intended to
treat “‘a serious or life-threatening
condition” and that have the potential
to fill an unmet medical need. The Food
and Drug Administration Safety and
Innovation Act (FDASIA), which was
enacted in July 2012, amends section
506 to define “‘breakthrough therapy” 2
and provide that certain expedited
review processes may be available to
any drug candidate intended to treat a
serious or life-threatening disease or
condition, whether alone or in
combination with other drugs, provided
that the drug candidate has the potential
to fill an unmet medical need.

FDA seeks comment on the following
issues related to section 918(a)(1) of the
FD&C Act:

1.1. How can FDA best use its
authorities under section 506 of the
FD&C Act, as amended by FDASIA
(including the designation of products
as ‘““fast track products” and as
“breakthrough therapies”), to facilitate
expedited review and accelerated

1See 21 CFR part 314, subpart H, and 21 CFR part
601, subpart E.

2 A “breakthrough therapy” is a drug intended,
alone or in combination with one or more other
drugs, to treat a serious or life-threatening disease
or condition, where “preliminary clinical evidence
indicates that the drug may demonstrate substantial
improvement over existing therapies on 1 or more
clinically significant endpoints, such as substantial
treatment effects observed early in clinical
development.” 21 U.S.C. 356(a)(1).
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approval for smoking-cessation
products?

1.2. Under what circumstances should
a smoking-cessation product candidate
be considered to fill an unmet medical
need under section 506, in light of the
existing products for smoking cessation?

1.3. What kind of preliminary clinical
evidence might support the designation
of a smoking-cessation product
candidate as a “‘breakthrough therapy”
under section 5067

Extended use of NRTs for treatment of
tobacco dependence. Section 918(a)(2)
of the FD&C Act provides that the
Secretary of HHS must “‘consider
approving the extended use of nicotine
replacement products (such as nicotine
patches, nicotine gum, and nicotine
lozenges) for the treatment of tobacco
dependence.” The NRTs referenced in
this provision are currently labeled as
aids to smoking cessation with a course
of treatment generally lasting 10-12
weeks, depending on the product.
FDA'’s understanding is that “extended
use’” as used in section 918(a)(2) refers
to use beyond that period of time, for
the treatment of tobacco dependence.

On October 26 and 27, 2010, FDA
held a public workshop entitled “Risks
and Benefits of Long-Term Use of
Nicotine Replacement Therapy
Products.” The questions explored in
that workshop overlap with the issues
raised in section 918(a)(2) of the FD&C
Act. Although FDA does not seek to
duplicate the discussion held at the
October 2010 workshop, FDA is
interested in receiving any new or
additional information that might be
relevant to the extended use of NRTs for
tobacco dependence.

FDA seeks comment on the following
issues related to section 918(a)(2) of the
FD&C Act:

2.1. What evidence is available to
support the approval of NRTs for
extended use to maintain abstinence in
individuals who have quit?

2.2. What evidence is available to
support the approval of NRTs for
extended use to achieve cessation
(quitting)?

2.3. With regard to both of the above
indications, does the evidence implicate
specific populations?

Additional indications for NRTs, such
as craving relief and relapse prevention.
Section 918(a)(3) of the FD&C Act
provides that the Secretary of HHS must
“review and consider the evidence for
additional indications for nicotine
replacement products, such as for
craving relief or relapse prevention.” As
noted previously, the NRTs referenced
in this provision are currently indicated
as aids to smoking cessation. In the
studies that were carried out to

demonstrate efficacy, the endpoint was
smoking cessation. These products aid
cessation by relieving withdrawal
symptoms, including cravings, that
smokers may experience in the process
of quitting. However, no currently
approved NRT is indicated for craving
relief outside of the context of quitting;
nor is any currently approved NRT
indicated for relapse prevention.

FDA seeks comment on the following
issues related to section 918(a)(3) of the
FD&C Act:

3.1. If an additional indication is
sought for an approved NRT in which
craving relief itself is the endpoint of
efficacy studies:

a. How can the concept of “craving”
be adequately characterized to support a
potential indication for craving relief?

b. Craving can occur in the context of
acute withdrawal or long after a former
smoker has quit (the latter may be
described as “provoked” or “cue-
induced” craving). Have both types of
craving been adequately characterized
to support a potential indication for
craving relief?

c. Are there scientifically acceptable
study designs for establishing efficacy
for craving relief that use:

i. Established instruments to measure
patient-reported outcomes?

ii. Analytical methods that address
the degree of craving relief that should
be considered clinically significant?

3.2.If an additional indication is
sought for an approved NRT for relapse
prevention:

a. How should “relapse” be defined
and measured?

b. How should the population of
individuals at risk of relapse be defined?

3.3. Are there other additional
indications that might be sought for
approved NRT products?

B. Report to Congress on How Best To
Regulate Innovative Products and
Treatments To Achieve Abstinence
From Tobacco Use, Reductions in the
Consumption of Tobacco, and
Reductions in the Harm Associated
With Continued Tobacco Use

Section 918(b) of the FD&C Act
requires that the Secretary of HHS, after
consultation with recognized scientific,
medical, and public health experts,
submit to Congress a report that
examines how best to regulate, promote,
and encourage the development of
“innovative products and treatments
(including nicotine-based and non-
nicotine-based products and treatments)
to better achieve, in a manner that best
protects and promotes the public
health—(A) total abstinence from
tobacco use; (B) reductions in
consumption of tobacco; and (C)

reductions in the harm associated with
continued tobacco use.” The report to
Congress must include the
recommendations of the Secretary of
HHS on how FDA should coordinate
and facilitate the exchange of
information on these “innovative
products and treatments” among
relevant offices and Centers within FDA
and within the National Institutes of
Health, the Centers for Disease Control
and Prevention, and other relevant
Agencies such as the Substance Abuse
and Mental Health Services
Administration.

One question raised by section 918(b)
of the FD&C Act is how FDA should
regulate specific “innovative products
and treatments” that make claims in the
three categories identified. “Abstinence
from tobacco use” may be understood to
include non-initiation of tobacco use
(never starting to use) as well as
cessation of tobacco use (a user
successfully quitting). Product claims in
this category might therefore include
claims to prevent or inhibit initiation as
well as claims to bring about cessation.

A claim to reduce consumption of
tobacco might, for example, suggest that
the product would cause users to smoke
fewer cigarettes or otherwise consume
less tobacco. A claim to reduce the
harms associated with continued
tobacco use might, for example, suggest
that the user could continue consuming
tobacco as desired without experiencing
one or more of the harmful effects of
tobacco use.

Section 918(b) also raises a question
as to how FDA and other HHS Agencies
can implement regulation and policy
with regard to the “innovative products
and treatments” referenced in the
statute to bring about the three effects
identified—abstinence, reductions in
consumption, and reductions in the
harm associated with continued use—as
broader outcomes, in a manner that best
protects and promotes the public health.

FDA seeks comment on the following
issues related to these provisions of
section 918(b):

4.1. What kinds of innovative
products and treatments designed to
achieve any of the above three
purposes—abstinence from tobacco use,
reduction in tobacco consumption, and
reduction in the harm associated with
continued use—might be developed to
meet the criteria for marketing under
applicable legal authorities?

4.2. With regard to the “abstinence”
category, what innovative products and
treatments might be developed to better
achieve either cessation or non-
initiation? What are the established
methods for measuring the prevention
or inhibition of initiation?
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4.3. With regard to innovative
products and treatments for “reduction
in consumption of tobacco,”

a. How can the reduction best be
measured?

b. If the reduction is associated with
a certain goal or benefit:

i. What evidence is available to
indicate that the reduction in
consumption will bring about that goal
or achieve that benefit?

ii. What degree and duration of
reduction are necessary to achieve that
goal or benefit?

4.4. With regard to innovative
products and treatments for “reduction
in the harm associated with continued
tobacco use”:

a. How should the “harm” be
identified and measured?

b. Is there a range of harms that might
be addressed, and if so, which are the
most important to address?

4.5. With regard to innovative
products and treatments making claims
in any of the three categories identified
in section 918(b), what barriers exist to
development and marketing approval?

4.6 In regulating the innovative
products and treatments referenced in
section 918(b), how can FDA and other
HHS Agencies act to ensure that the
three effects mentioned in section
918(b)—total abstinence from tobacco
use, reductions in consumption of
tobacco, and reductions in the harm
associated with continued tobacco use—
are achieved as broader outcomes, in a
manner that best protects and promotes
the public health?

4.7. How can these broader outcomes
be taken into account in FDA’s
premarket evaluation of new product
candidates?

III. Attendance and Registration

The FDA Conference Center at the
White Oak location is a Federal facility
with security procedures and limited
seating. Attendance is free and will be
on a first-come, first-served basis.
Individuals who wish to present at the
public hearing must register by
December 6, 2012, and provide
complete contact information, including
name, title, affiliation, address, email,
and phone number. Those without
email access may register by contacting
Ayanna Augustus (see FOR FURTHER
INFORMATION CONTACT). FDA has
included questions for comment in
section II of this document. You should
identify the number of each question
you wish to address in your
presentation, so that FDA can consider
that in organizing the presentations.
Individuals and organizations with
common interests should consolidate or
coordinate their presentations and

request time for a joint presentation.
FDA will do its best to accommodate
requests to speak and will determine the
amount of time allotted for each oral
presentation, and the approximate time
that each oral presentation is scheduled
to begin. FDA will notify registered
presenters of their scheduled times, and
make available an agenda at http://
www.fda.gov/Drugs/NewsEvents/
ucm324938.htm approximately 1 week
prior to the public hearing. Once FDA
notifies registered presenters of their
scheduled times, presenters should
submit to FDA an electronic copy of
their presentation to
Section918PublicMeeting@fda.hhs.gov
by December 10, 2012.

If you need special accommodations
because of a disability, please contact
Ayanna Augustus (see FOR FURTHER
INFORMATION CONTACT) at least 7 days
before the meeting.

A live Web cast of this public hearing
may be seen at https://
collaboration.fda.gov/Section918 on the
day of the public hearing. A video
record of the public hearing will be
available at the same Web address for 1
year.

IV. Notice of Hearing Under 21 CFR
Part 15

The Commissioner of Food and Drugs
is announcing that the public hearing
will be held in accordance with part 15
(21 CFR part 15). The hearing will be
conducted by a presiding officer, who
will be accompanied by senior
management and technical experts from
various offices within FDA.

Under § 15.30(f), the hearing is
informal and the rules of evidence do
not apply. No participant may interrupt
the presentation of another participant.
Only the presiding officer and panel
members may question any person
during or at the conclusion of each
presentation. Public hearings under part
15 are subject to FDA’s policy and
procedures for electronic media
coverage of FDA’s public administrative
proceedings (part 10 (21 CFR part 10,
subpart C)). Under § 10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA’s public
administrative proceedings, including
presentations by participants. The
hearing will be transcribed as stipulated
in § 15.30(b) (see section VI of this
document). To the extent that the
conditions for the hearing, as described
in this document, conflict with any
provisions set out in part 15, this
document acts as a waiver of those
provisions as specified in § 15.30(h).

V. Request for Comments

Regardless of attendance at the public
hearing, interested persons may submit
either electronic or written comments to
the Division of Dockets Management
(see ADDRESSES). It is no longer
necessary to send two copies of mailed
comments. Identify comments with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

VI. Transcripts

Transcripts of the public hearing will
be available for review at the Division
of Dockets Management (see ADDRESSES)
and on the Internet at http://
www.regulations.gov approximately 30
days after the public hearing. A
transcript will also be made available in
either hard copy or on CD-ROM, upon
submission of a Freedom of Information
request. Written requests should be sent
to the Division of Freedom of
Information (ELEM—-1029), Food and
Drug Administration, 12420 Parklawn
Dr., Element Bldg., Rockville, MD
20857.

Dated: November 21, 2012.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2012-28835 Filed 11-27-12; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF STATE

22 CFR Part 121

RIN 1400-AD25

[Public Notice: 8091]

Amendment to the International Traffic
in Arms Regulations: Revision of U.S.

Munitions List Category Xl and
Definition for “Equipment”

AGENCY: Department of State.
ACTION: Proposed rule.

SUMMARY: As part of the President’s
Export Control Reform effort, the
Department of State proposes to amend
the International Traffic in Arms
Regulations (ITAR) to revise Category XI
(military electronics) of the U.S.
Munitions List (USML) to describe more
precisely the articles warranting control
on the USML and to provide a
definition for “‘equipment.” The
revisions contained in this rule are part
of the Department of State’s
retrospective plan under E.O. 13563
completed on August 17, 2011. The
Department of State’s full plan can be
accessed at http://www.state.gov/
documents/organization/181028.pdyf.
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DATES: The Department of State will
accept comments on this proposed rule
until January 28, 2013.

ADDRESSES: Interested parties may
submit comments within 60 days of the
date of publication by one of the
following methods:

e Email:
DDTCResponseTeam@state.gov with the
subject line, “ITAR Amendment—
Category XI and ‘Equipment.””

e Internet: At www.regulations.gov,
search for this notice by using this rule’s
RIN (1400-AD25).

Comments received after that date will
be considered if feasible, but
consideration cannot be assured. Those
submitting comments should not
include any personally identifying
information they do not desire to be
made public or information for which a
claim of confidentiality is asserted
because those comments and/or
transmittal emails will be made
available for public inspection and
copying after the close of the comment
period via the Directorate of Defense
Trade Controls Web site at
www.pmddtc.state.gov. Parties who
wish to comment anonymously may do
so by submitting their comments via
www.regulations.gov, leaving the fields
that would identify the commenter
blank and including no identifying
information in the comment itself.
Comments submitted via
www.regulations.gov are immediately
available for public inspection.

FOR FURTHER INFORMATION CONTACT: Ms.
Candace M. J. Goforth, Director, Office
of Defense Trade Controls Policy,
Department of State, telephone (202)
663—2792; email
DDTCResponseTeam@state.gov. ATTN:
Regulatory Change, USML Category XI
and “Equipment.”

SUPPLEMENTARY INFORMATION: The
Directorate of Defense Trade Controls
(DDTC), U.S. Department of State,
administers the International Traffic in
Arms Regulations (ITAR) (22 CFR parts
120-130). The items subject to the
jurisdiction of the ITAR, i.e., “defense
articles,” are identified on the ITAR’s
U.S. Munitions List (USML) (22 CFR
121.1). With few exceptions, items not
subject to the export control jurisdiction
of the ITAR are subject to the
jurisdiction of the Export
Administration Regulations (“EAR,” 15
CFR parts 730-774, which includes the
Commerce Control List (CCL) in
Supplement No. 1 to Part 774),
administered by the Bureau of Industry
and Security (BIS), U.S. Department of
Commerce. Both the ITAR and the EAR
impose license requirements on exports
and reexports. Items not subject to the

ITAR or to the exclusive licensing
jurisdiction of any other set of
regulations are subject to the EAR.

Export Control Reform Update

The Departments of State and
Commerce described in their respective
Advanced Notices of Proposed
Rulemaking (ANPRM) in December
2010 the Administration’s plan to make
the USML and the CCL positive, tiered,
and aligned so that eventually they can
be combined into a single control list
(see “Commerce Control List: Revising
Descriptions of Items and Foreign
Availability,” 75 FR 76664 (December 9,
2010) and “Revisions to the United
States Munitions List,” 75 FR 76935
(December 10, 2010)). The notices also
called for the establishment of a “bright
line”” between the USML and the CCL to
reduce government and industry
uncertainty regarding export
jurisdiction by clarifying whether
particular items are subject to the
jurisdiction of the ITAR or the EAR.
While these remain the
Administration’s ultimate Export
Control Reform objectives, their
concurrent implementation would be
problematic in the near term. In order to
more quickly reach the national security
objectives of greater interoperability
with U.S. allies, enhancing the defense
industrial base, and permitting the U.S.
Government to focus its resources on
controlling and monitoring the export
and reexport of more significant items to
destinations, end-uses, and end-users of
greater concern than NATO allies and
other multi-regime partners, the
Administration has decided, as an
interim step, to propose and implement
revisions to both the USML and the CCL
that are more positive, but not yet
tiered.

Specifically, based in part on a review
of the comments received in response to
the December 2010 notices, the
Administration has determined that
fundamentally altering the structure of
the USML by tiering and aligning it on
a category-by-category basis would
significantly disrupt the export control
compliance systems and procedures of
exporters and reexporters. For example,
until the entire USML was revised and
became final, some USML categories
would follow the legacy numbering and
control structures while the newly
revised categories would follow a
completely different numbering
structure. In order to allow for the
national security benefits to flow from
re-aligning the jurisdictional status of
defense articles that no longer warrant
control on the USML on a category-by-
category basis while minimizing the
impact on exporters’ internal control

and jurisdictional and classification
marking systems, the Administration
plans to proceed with building positive
lists now and afterward return to
structural changes.

Revision of Category XI

This proposed rule revises USML
Category XI, covering military
electronics, to advance the national
security objectives set forth above and to
more accurately describe the articles
within the category, in order to establish
a “bright line”” between the USML and
the CCL for the control of these articles.

Paragraphs (a)(1) (covering
underwater hardware, equipment, and
systems), (a)(3) (covering radar systems
and equipment), (a)(4) (covering
electronic combat equipment), and (a)(5)
(covering C3, C#¢, C4ISR, and
identification systems and equipment),
are amended to more specifically
enumerate the articles controlled
therein.

Paragraph (a)(6), which currently
controls military computers, is removed,
and the articles controlled therein are
transferred to the jurisdiction of the
Department of Commerce under new
ECCN 3A611.

Paragraph (a)(8) is added to cover
unattended ground sensors.

Paragraph (a)(9) is added to cover
electronic sensor systems for anti-
submarine warfare or mine warfare.

Paragraph (a)(10) is added to cover
electronic sensor systems for concealed
weapons.

Paragraph (a)(11) is added to cover
test sets “‘specially designed” and
programmed for testing counter radio
controlled improvised explosive device
electronic warfare systems.

Paragraph (a)(12) is added to cover
equipment to process or analyze
Category XI defense articles.

Paragraph (b) (covering electronic
systems or equipment for search,
reconnaissance, collection, monitoring,
direction finding, display, analysis, or
production of information from the
electromagnetic spectrum and electronic
systems or equipment that counteracts
electronic surveillance) is amended to
provide consistency with Wassenaar
Munitions List controls while retaining
the same catch-all coverage of the
current paragraph (b).

A significant aspect of this more
positive, but not yet tiered, proposed
USML category is that it does not
contain controls on all generic parts,
components, accessories, and
attachments that are specifically
designed or modified for a defense
article, regardless of their significance to
maintaining a military advantage for the
United States. Rather, it contains, with
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a few exceptions, a positive list of
specific types of parts, components,
accessories, and attachments that
continue to warrant control on the
USML. The exceptions pertain to those
parts, components, accessories, and
attachments identified as “‘specially
designed.”

Paragraph (d) is amended to remove
reference to Significant Military
Equipment.

Section 121.8 is amended by
including a definition for “‘equipment”
in new paragraph (h).

Finally, articfes common to the
Missile Technology Control Regime
(MTCR) Annex and the USML are to be
identified on the USML with the
parenthetical “(MT)” at the end of each
section containing such articles. A
separate proposed rule will address the
sections in the ITAR that include MTCR
definitions.

Definition for Specially Designed

Although one of the goals of the
export control reform initiative is to
describe USML controls without using
design intent criteria, a few of the
controls in the proposed revision
nonetheless use the term “specially
designed.” It is, therefore, necessary for
the Department to define the term.
Three proposed definitions have been
published to date. For the purpose of
evaluation of this proposed rule,
reviewers should use the definition
provided by the Department of State in
the June 19, 2012, proposed rule (77 FR
36428).

Request for Comments

As the U.S. Government works
through the proposed revisions to the
USML, some solutions have been
adopted that were determined to be the
best of available options. With the
thought that multiple perspectives
would be beneficial to the USML
revision process, the Department
welcomes the assistance of users of the
lists and requests input on the
following:

(1) A key goal of this rulemaking is to
ensure the USML and the CCL together
control all the items that meet
Wassenaar Arrangement commitments
embodied in Munitions List Category 11
(WA-ML11). To that end, the public is
asked to identify any potential lack of
coverage brought about by the proposed
rules for Category XI contained in this
notice and the new Category 3 ECCNs
published separately by the Department
of Commerce when reviewed together.

(2) The key goal of this rulemaking is
to establish a “bright line” between the
USML and the CCL for the control of
these materials. The public is asked to

provide specific examples of military
electronics whose jurisdiction would be
in doubt based on this revision.

(3) The current USML Category XI(c)
does not control electronic parts,
components, accessories, and
attachments “in normal commercial
use.” Although the proposed revisions
to the USML do not preclude the
possibility that electronic and other
items in normal commercial use would
or should be ITAR-controlled because,
e.g., they provide the United States with
a critical military or intelligence
advantage, the U.S. Government does
not want to inadvertently control items
on the ITAR that are in normal
commercial use. The public is thus
asked to provide specific examples of
electronics, if any, that would be
controlled by the revised Category XI
that are now in normal commercial use.

Regulatory Analysis and Notices
Administrative Procedure Act

The Department of State is of the
opinion that controlling the import and
export of defense articles and services is
a foreign affairs function of the United
States Government and that rules
implementing this function are exempt
from sections 553 (rulemaking) and 554
(adjudications) of the Administrative
Procedure Act (APA). Although the
Department is of the opinion that this
rule is exempt from the rulemaking
provisions of the APA, the Department
is publishing this rule with a 60-day
provision for public comment and
without prejudice to its determination
that controlling the import and export of
defense services is a foreign affairs
function. As noted above, and also
without prejudice to the Department
position that this rulemaking is not
subject to the APA, the Department
previously published a related Advance
Notice of Proposed Rulemaking (RIN
1400—-AC78) on December 10, 2010 (75
FR 76935), and accepted comments for
60 days.

Regulatory Flexibility Act

Since the Department is of the
opinion that this rule is exempt from the
rulemaking provisions of 5 U.S.C. 553,
it does not require analysis under the
Regulatory Flexibility Act.

Unfunded Mandates Reform Act of 1995

This proposed amendment does not
involve a mandate that will result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any year and it will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed

necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This proposed amendment has been
found not to be a major rule within the
meaning of the Small Business
Regulatory Enforcement Fairness Act of
1996.

Executive Orders 12372 and 13132

This proposed amendment will not
have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 13132,
it is determined that this proposed
amendment does not have sufficient
federalism implications to require
consultations or warrant the preparation
of a federalism summary impact
statement. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this proposed
amendment.

Executive Orders 12866 and 13563

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, distributed 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
designated a “‘significant regulatory
action,” although not economically
significant, under section 3(f) of
Executive Order 12866. Accordingly,
the rule has been reviewed by the Office
of Management and Budget (OMB).

Executive Order 12988

The Department of State has reviewed
the proposed amendment in light of
sections 3(a) and 3(b)(2) of Executive
Order 12988 to eliminate ambiguity,
minimize litigation, establish clear legal
standards, and reduce burden.

Executive Order 13175

The Department of State has
determined that this rulemaking will
not have tribal implications, will not
impose substantial direct compliance
costs on Indian tribal governments, and
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will not preempt tribal law.
Accordingly, Executive Order 13175
does not apply to this rulemaking.

Paperwork Reduction Act

Notwithstanding any other provision
of law, no person is required to respond
to, nor is 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 OMB control number.
This proposed rule would affect the
following approved collections: (1)
Statement of Registration, DS—2032,
OMB No. 1405-0002; (2) Application/
License for Permanent Export of
Unclassified Defense Articles and
Related Unclassified Technical Data,
DSP-5, OMB No. 1405—-0003; (3)
Application/License for Temporary
Import of Unclassified Defense Articles,
DSP-61, OMB No. 1405-0013; (4)
Nontransfer and Use Certificate, DSP—
83, OMB No. 1405-0021; (5)
Application/License for Permanent/
Temporary Export or Temporary Import
of Classified Defense Articles and
Classified Technical Data, DSP-85,
OMB No. 1405-0022; (6) Application/
License for Temporary Export of
Unclassified Defense Articles, DSP-73,
OMB No. 1405-0023; (7) Statement of
Political Contributions, Fees, or
Commissions in Connection with the
Sale of Defense Articles or Services,
OMB No. 1405-0025; (8) Authority to
Export Defense Articles and Services
Sold Under the Foreign Military Sales
(FMS) Program, DSP—94, OMB No.
1405—-0051; (9) Application for
Amendment to License for Export or
Import of Classified or Unclassified
Defense Articles and Related Technical
Data, DSP-6, —62, —74, —119, OMB No.
1405—-0092; (10) Request for Approval of
Manufacturing License Agreements,
Technical Assistance Agreements, and
Other Agreements, DSP-5, OMB No.
1405-0093; (11) Maintenance of Records
by Registrants, OMB No. 1405-0111;
(12) Annual Brokering Report, DS—4142,
OMB No. 1405-0141; (13) Brokering
Prior Approval (License), DS—4143,
OMB No. 1405-0142; (14) Projected Sale
of Major Weapons in Support of Section
25(a)(1) of the Arms Export Control Act,
DS—-4048, OMB No. 1405-0156; (15)
Export Declaration of Defense Technical
Data or Services, DS—4071, OMB No.
1405-0157; (16) Request for Commodity
Jurisdiction Determination, DS—4076,
OMB No. 1405-0163; (17) Request to
Change End-User, End-Use, and/or
Destination of Hardware, DS—6004,
OMB No. 1405-0173; (18) Request for
Advisory Opinion, DS-6001, OMB No.

1405-0174; (19) Voluntary Disclosure,
OMB No. 1405-0179; and (20)
Technology Security/Clearance Plans,
Screening Records, and Non-Disclosure
Agreements Pursuant to 22 CFR 126.18,
OMB No. 1405-0195. The Department
of State believes there will be minimal
changes to these collections. The
Department of State believes the
combined effect of all rules to be
published moving commodities from
the USML to the EAR as part of the
Administration’s Export Control Reform
would decrease the number of license
applications by approximately 30,000
annually. The Department of State is
looking for comments on the potential
reduction in burden.

List of Subjects in Part 121

Arms and munitions, Exports.

Accordingly, for the reasons set forth
above, Title 22, Chapter I, Subchapter
M, part 121 is proposed to be amended
as follows:

PART 121—THE UNITED STATES
MUNITIONS LIST

1. The authority citation for part 121
continues to read as follows:

Authority: Secs. 2, 38, and 71, Pub. L. 90—
629, 90 Stat. 744 (22 U.S.C. 2752, 2778,
2797); E.O. 11958, 42 FR 4311; 3 CFR, 1977
Comp. p. 79; 22 U.S.C. 2651a; Pub. L. 105-
261, 112 Stat. 1920.

2. Section 121.1 is amended by
revising U.S. Munitions List Category XI
to read as follows:

§121.1 General. The United States
Munitions List.

* * * * *

Category XI—Military Electronics

(a) Electronic equipment not included
in Category XII of the U.S. Munitions
list, as follows:

(1) Underwater hardware, equipment,
or systems, as follows:

(i) Active or passive acoustic array
sensing systems or equipment that
survey or detect, and track, localize (i.e.,
determine range and bearing), classify,
or identify surface vessels, submarines,
other undersea vehicles, torpedoes, or
mines having any of the following:

(A) Multi-aspect capability;

(B) Operating frequency less than 20
kHz;

(C) Bandwidth greater than 10 kHz; or

(D) Capable of real-time processing;

(ii) Underwater single acoustic sensor
system that distinguishes tonals and
locates the origin of the sound;

(iii) Non-acoustic systems that survey
or detect, and track, localize, classify, or
identify surface vessels, submarines,
other undersea vehicles, torpedoes, or
mines;

Note to paragraph (a)(1)(iii): Equipment
controlled in CCL ECCN 5A001.b.1 is not
included.

(iv) Acoustic modems, networks, and
communications equipment with
adaptive compensation or employing
Low Probability of Intercept (LPI);

Note 1 to paragraph (a)(1)(iv): Adaptive
compensation is the capability of an
underwater modem to assess the water
conditions to select the best algorithm to
receive and transmit data.

Note 2 to paragraph (a)(1)(iv): The term
“Low Probability of Intercept” used in this
paragraph and elsewhere in this category is
defined as a class of measures that disguise,
delay, or prevent the interception of acoustic
or electromagnetic signals. LPI techniques
can involve permutations of power
management, energy management, frequency
variability, out-of-receiver-frequency band,
low-side lobe antenna, complex waveforms,
and complex scanning. LPI is also referred to
as Low Probability of Intercept, Low
Probability of Detection, and Low Probability
of Identification.

(v) LF/VLF electronic modems,
routers, interfaces and communications
equipment “‘specially designed” for
submarine communications; or

(vi) Autonomous processing/control
systems and equipment that enable
cooperative sensing and engagement by
fixed (bottom mounted/seabed) or
mobile Autonomous Underwater
Vehicles (AUVs);

(2) Underwater acoustic
countermeasures or counter-
countermeasures systems or equipment;

(3) Radar systems and equipment, as
follows:

(i) Airborne radar that track targets;

(ii) Synthetic aperture radar (SAR)
incorporating image resolution less than
(better than) 0.3 meter, or incorporating
Coherent Change Detection (CCD) with
geo-registration accuracy less than
(better than) 0.3 meter;

(iii) Inverse Synthetic Aperture Radar
(ISAR);

(iv) Radar that geo-locates with a
target location error 50 (TLE50) less
than or equal to 10 meters;

(v) Any ocean surface surveillance
radar with either a product of transmit
peak power times antenna gain divided
by minimum detectable signal of >165
dB, or a capability to distinguish a target
of <10 dBsm from sea clutter with a
false alarm rate of 10 ¢ or better in sea
state 3 or higher, or both;

(vi) Sea surveillance/navigation radar
with free space detection of 1 square
meter radar cross section (RCS) target at
20 nautical miles (nmi) or greater range;

(vii) Land or perimeter surveillance
radar with free space detection of 1
square meter RCS target at 5.4 nmi or
greater range and has a revisit rate of
faster than once every sixty seconds;



70962 Federal Register/Vol.

77, No. 229/ Wednesday, November 28, 2012 /Proposed Rules

(viii) Air surveillance radar with free
space detection of 1 sq m RCS target at
85 nmi or greater range or free space
detection of 1 sq m RCS target at an
altitude of 65,000 feet and an elevation
angle greater than 20 degrees;

(ix) Air surveillance radar with
multiple elevation beams, phase or
amplitude monopulse estimation, or 3D
height-finding;

(x) Air surveillance radar with a beam
solid angle less than or equal to 16
degrees? that performs free space
tracking of 1 sq m RCS target at a range
greater or equal to 25 nmi with revisit
rate greater or equal to 4 hertz;

(xi) Instrumentation radar for
anechoic test facility or outdoor range to
track targets, or provide measure of RCS
of static target less than or equal to
—10dBsm, or RCS of dynamic target;

(xii) Radar incorporating pulsed
operation with electronics steering of
transmit beam in elevation and azimuth;

(xiii) Radar with mode(s) for ballistic
tracking or ballistic extrapolation to
source of launch or impact point of
articles controlled in USML Categories
IIT or IV;

(xiv) Active protection radar and
missile warning radar with mode(s)
implemented for detection of incoming
munitions;

(xv) Over the horizon high frequency
sky-wave (ionosphere) radar;

(xvi) Radar that detects a moving
object through a physical obstruction at
distance greater than 0.2 meters from
the obstruction;

(xvii) Radar having moving target
indicator (MTI) or pulse-Doppler
processing where any single Doppler
filter provides a normalized clutter
attenuation of greater than 50dB;

Note to paragraph (a)(3)(xvii):
“Normalized clutter attenuation” is defined
as the reduction in the power level of
received distributed clutter when normalized
to the thermal noise level.

(xviii) Radar having electronic
protection (EP) or electronic counter-
countermeasures (ECCM) other than
manual gain control, automatic gain
control, radio frequency selection,
constant false alarm rate, and pulse
repetition interval jitter;

(xix) Radar employing electronic
attack (EA) mode(s) using the radar
transmitter and antenna;

(xx) Radar employing electronic
support (ES) mode(s) (i.e., the ability to
use a radar system for ES purposes in
one or more of the following: As a high-
gain receiver, as a wide-bandwidth
receiver, as a multi-beam receiver, or as
part of a multi-point system);

(xxi) Radar employing non-
cooperative target recognition (NCTR)

(i.e., the ability to recognize a specific
platform type without cooperative
action of the target platform);

(xxii) Radar employing automatic
target recognition (ATR) (i.e.,
recognition of generic target type using
structural features of the target) with
system resolution better than (less than)
0.3 meters;

(xxiii) Radar that sends interceptor
guidance commands or provides
illumination keyed to an interceptor
seeker;

(xxiv) Radar employing waveform
generation for low probability of
intercept (LPI) other than frequency
modulated continuous wave (FMCW)
with linear ramp modulation;

(xxv) Radar that sends and receives
communications;

(xxvi) Radar that tracks or
discriminates ballistic missile warhead
from debris or countermeasures;

(xxvii) Bi-static/multi-static radar that
exploits greater than 125 kHz
bandwidth and is lower than 2 GHz
center frequency to passively detect or
track using RF transmissions (e.g.,
commercial radio or television stations);

(xxviii) Radar target generators,
projectors, or simulators “specially
designed” for radars controlled by this
category; or

(xxix) Radar and laser radar systems
“specially designed” for defense articles
in (a)(1) of Category IV and (a)(5) and
(a)(6) of Category VIII (MT);

Note to paragraph (a)(3): This category
does not control secondary surveillance radar
(SSR) or precision approach radar (PAR)
equipment conforming to ICAO standards
and employing electronically steerable linear
(1-dimensional) arrays or mechanically
positioned passive antennae.

(4) Electronic combat equipment, as
follows:

(i) Electronic support (ES) systems
and equipment that search for,
intercept, and identify, or locate sources
of intentional or unintentional
electromagnetic energy for the purpose
of immediate threat detection,
recognition, targeting, planning, or
conduct of future operations;

Note to paragraph (a)(4)(i): Electronic
Support functions consist of tactical
situational awareness, automatic cueing,
targeting, electronic order of battle planning,
electronic intelligence (ELINT),
communication intelligence (COMINT),
signals intelligence (SIGINT).

(ii) Systems and equipment that
detect and automatically discriminate
acoustic energy emanating from
weapons fire (e.g., gunfire, artillery,
rocket propelled grenades, or other
projectiles), determining location or
direction of weapons fire in less than

two seconds from receipt of event
signal, and able to operate on-the-move
(e.g., operating on personnel, land
vehicles, sea vessels, or aircraft while in
motion); or

(iii) Systems and equipment
“specially designed” to introduce
extraneous or erroneous signals into
radar, infrared based seekers, electro-
optic based seekers, radio
communication receivers, navigation
receivers, or that otherwise hinder the
reception, operation, or effectiveness of
adversary electronics (e.g., active or
passive electronic attack, electronic
countermeasure, electronic counter-
countermeasure equipment, jamming,
and counter jamming equipment);

(5) Command, control, and
communications (C3), command,
control, communications, and
computers (C%), command, control,
communications, computers,
intelligence, surveillance, and
reconnaissance (C4ISR), and
identification systems or equipment, as
follows:

(i) G3, C#, and C4ISR systems
“specially designed” to integrate,
incorporate, network, or employ defense
articles controlled in this subchapter;

(ii) Identification friend or foe (IFF)
systems or equipment incorporating
U.S. government Modes 4 or 5;

(iii) Systems or equipment that
implement active or passive electronic
counter-countermeasures (ECCM) used
to counter acts of communication
disruption (e.g., radios that incorporate
HAVE QUICK I/II, SINCGARS,
SATURN);

(iv) Systems or equipment
implementing techniques to suppress
compromising emanations of
information bearing signals “specially
designed” or certified to meet U.S.
Government NSTISSAM TEMPEST 1—
92 standards or CNSSAM TEMPEST 01—
02; or

(v) Systems or equipment that
transmit voice or data signals “specially
designed” to elude electromagnetic
detection;

(6) [Reserved]

(7) Developmental electronic devices,
systems, or equipment funded by the
Department of Defense;

Note 1 to paragraph (a)(7): Paragraph
XI(a)(7) does not control developmental
electronic devices, systems, or equipment (a)
determined to be subject to the EAR via a
commodity jurisdiction determination (see
§120.4 of this subchapter) or (b) identified in
the relevant Department of Defense contract
as being developed for both civil and military
applications.

Note 2 to paragraph (a)(7): Note 1 does not
apply to defense articles enumerated on the
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USML, whether in production or
development.

(8) Unattended ground sensor (UGS)
systems or equipment having all of the
following:

(i) Automatic target detection;

(ii) Automatic target tracking,
classification, recognition, or
identification;

(iii) Self-forming or self-healing
networks; and

(iv) Self-localization for geo-locating
targets;

(9) Electronic sensor systems or
equipment for non-acoustic anti-
submarine warfare (ASW) or mine
warfare (e.g., magnetic anomaly
detectors (MAD), electric-field, and
electromagnetic induction);

(10) Electronic sensor systems or
equipment for detection of concealed
weapons, having a standoff detection
range of greater than 45 meters for
personnel or detection of vehicle-carried
weapons;

(11) Test sets “specially designed”
and programmed for testing counter
radio controlled improvised explosive
device (C-RCIED) electronic warfare
(CREW) systems;

(12) Equipment “specially designed”
to process or analyze signals from
defense articles controlled by this
category; or

(13) Direction finding equipment for
determining bearings to specific
electromagnetic sources or terrain
characteristics ““specially designed” for
defense articles in paragraph (a)(1) of
Category IV and paragraphs (a)(5) and
(a)(6) of Category VIII (MT).

(b) Electronic systems or equipment
“specially designed” for the collection,
surveillance, monitoring, or exploitation
of the electromagnetic spectrum
(regardless of transmission medium), for
intelligence or security purposes or for
counteracting such activities. This
includes:

(1) Non-cooperative direction finding
systems that have an angle of arrival
(AOA) accuracy better than (less than)
two degrees RMS and are not “specially
designed” for navigation;

(2) Such systems or equipment that
use burst techniques (e.g., time
compression techniques);

(3) Systems and equipment ““specially
designed” for measurement and
signature intelligence (MASINT);

(4) Technical surveillance counter-
measure (TSCM) or electronic
surveillance equipment and counter
electronic surveillance equipment
(including spectrum analyzers) for the
RF/microwave spectrum that:

(i) Sweep or scan speed exceeding 250
MHz per second;

(ii) Have instantaneous bandwidth
exceeding 110 MHz;

(iii) Have built-in signal analysis
capability;

(iv) Have a volume of less than 1
cubic foot;

(v) Record time-domain or frequency-
domain digital signals other than single
trace spectral snapshots; and

(vi) Display time-vs-frequency domain
(e.g., waterfall or rising raster).

(c) Parts, components, accessories,
attachments, and associated equipment,
as follows:

(1) Application specific integrated
circuits (ASIC) for which the
functionality is “specially designed” for
defense articles in this subchapter;

(2) Printed circuit boards or patterned
multichip modules for which the layout
is “specially designed” for defense
articles in this subchapter;

(3) Transmit/receive modules or
transmit modules that have any two
perpendicular sides, with either length
d (in cm) equal to or less than 15
divided by the lowest operating
frequency in GHz [d<15cm*GHz/{gn.],
that incorporate a MMIC or discrete RF
power transistor and a phase shifter or
phasers;

(4) High-energy storage capacitors
with a repetition rate of 6 discharges or
more per minute that have any of the
following:

(i) Volumetric energy density greater
than or equal to 1.3 J/cc;

(ii) Mass energy density greater than
or equal to 1.1 kJ/kg; or

(iii) Full energy life greater than or
equal to 10,000 discharges;

(5) Radio frequency circulators of any
dimension equal to or less than one
quarter (4) wavelength of the highest
operating frequency and isolation
greater than 30dB;

(6) Polarimeter that detects and
measures polarization of radio
frequency signals within a single pulse;

(7) Digital radio frequency memory
(DRFM) with RF instantaneous input
bandwidth greater than 400 MHz, and 4
bit or higher resolution and ““specially
designed” parts and components
therefor;

(8) Vacuum electronic devices, as
follows:

(i) Multiple electron beam or sheet
electron beam devices rated for
operation at frequencies of 16 GHz or
above, and with a saturated power
output greater than 10,000 W (70 dBm)
or a maximum average power output
greater than 3,000 W (65 dBm); or

(ii) Cross-field amplifiers with a gain
of 15 dB to 17 dB or a duty factor greater
than 5%;

(9) Antenna, and “‘specially designed”
parts and components therefor, that:

(i) Electronically steer angular beams
and nulls with four or more elements;

(ii) Form adaptive null attenuation
greater than 35 dB with convergence
time less than 1 second;

(iii) Detect signals across multiple RF
bands with matched left hand and right
hand spiral antenna elements for
determination of signal polarization; or

(iv) Determine signal angle of arrival
less than two degrees (e.g.,
interferometer antenna);

(10) Radomes or electromagnetic
antenna windows that:

(i) Incorporate radio frequency
selective surfaces (MT);

(ii) Operate in multiple or more non-
adjacent radar bands (MT);

(iii) Incorporate a structure that is
“specially designed” to provide ballistic
protection from bullets, shrapnel, or
blast (MT);

(iv) Have a melting point greater than
1,300 °C and maintain a dielectric
constant less than 6 at temperatures
greater than 500 °C (MT);

(v) Are manufactured from ceramic
materials with a dielectric constant less
than 6 at any frequency from 100 MHz
to 100 GHz (MT);

(vi) Maintain structural integrity at
stagnation pressures greater than 6,000
pounds per square foot (MT);

(vii) Withstand combined thermal
shock greater than 4.184 x 106 J/m2
accompanied by a peak overpressure of
greater than 50 kPa (MT); or

(viii) Are configured to blend with the
external geometry of end-items
controlled in Category IV (MT);

(11) Underwater sensors (acoustic
vector sensors, hydrophones, or
transducers) or projectors “‘specially
designed” for systems controlled by
paragraphs (a)(1) and XI(a)(2) of this
category, having any of the following:

(i) A transmitting frequency below 10
kHz;

(ii) Sound pressure level exceeding
224 dB (reference 1 pPa at 1 m) for
equipment with an operating frequency
in the band from 10 kHz to 24 kHz
inclusive;

(iii) Sound pressure level exceeding
235 dB (reference 1 uPa at 1 m) for
equipment with an operating frequency
in the band between 24 kHz and 30 kHz;

(iv) Forming beams of less than 1° on
any axis and having an operating
frequency of less than 100 kHz;

(v) Designed to operate with an
unambiguous display range exceeding
5,120 m; or

(vi) Designed to withstand pressure
during normal operation at depths
exceeding 1,000 m and having
transducers with any of the following:

(A) Dynamic compensation for
pressure; or
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(B) Incorporating other than lead
zirconate titanate as the transduction
element;

(12) Parts or components containing
piezoelectric materials which are
“specially designed” for underwater
hardware, equipment, or systems
controlled by paragraph (c)(11) of this
category;

(13) Tuners having an instantaneous
bandwidth of 30 MHz or greater and a
tuning speed of 300 microseconds or
less to within 10 KHz of desired
frequency;

(14) Electronic assemblies and
components “specially designed”” for
missiles, rockets, or UAVs capable of
achieving a range of at least 300 km and
capable of operation at temperatures in
excess of 125 °C (MT);

(15) “Specially designed’” hybrid
(combined analogue/digital) computers
for modeling, simulation, or design
integration of systems enumerated in
paragraphs (a)(1), (d)(1), (d)(2), (h)(1),
(h)(2), (h)(4), (h)(8), and (h)(9) of
Category IV or paragraphs (a)(5) and
(a)(6) of Category VIII (MT);

(16) Parts, components, or accessories
“specially designed” to modify or
customize the properties (e.g., operating
frequencies, algorithms, waveforms,
CODECs, or modulation/demodulation
schemes) of a radio or information
assurance/information security article
controlled in this subchapter beyond
what is specified in the public domain
or the published product specifications;
or

(17) Any part, component, accessory,
attachment, equipment, or system that
(MT for those articles designated as
such):

(1) Is classified;

(ii) Contains classified software; or

(iii) Is being developed using
classified information.

(iv) Classified means classified
pursuant to Executive Order 13526, or
predecessor order, and a security
classification guide developed pursuant
thereto or equivalent, or to the
corresponding classification rules of
another government or
intergovernmental organization.

(d) Technical data (see § 120.10 of this
subchapter) and defense services (see
§ 120.9 of this subchapter) directly
related to the defense articles
enumerated in paragraphs (a) through
(c) of this category and classified
technical data directly related to items
controlled in CCL ECCN 9E620 and
defense services using the classified
technical data. (See § 125.4 of this
subchapter for exemptions.) (MT for
technical data and defense services

related to articles designated as such.)
* * * * *

3. Section 121.8 is amended by
revising the section heading and adding
paragraph (h) to read as follows:

§121.8 End-items, components,
accessories, attachments, parts, firmware,
software, systems, and equipment.

* * * * *

(h) Equipment is a combination of
parts, components, accessories,
attachments, firmware, or software that
operate together to perform a
specialized function of an end-item or a
system.

Dated: November 19, 2012.
Andrew J. Shapiro,

Assistant Secretary, Bureau of Political-
Military Affairs, Department of State.

[FR Doc. 2012—28477 Filed 11-23-12; 11:15 am]
BILLING CODE 4710-25-P

DEPARTMENT OF THE INTERIOR

Bureau of Indian Affairs

25 CFR Part 226

Osage Negotiated Rulemaking
Committee

AGENCY: Bureau of Indian Affairs,
Interior

ACTION: Notice of public meeting
cancellation

SUMMARY: In accordance with the
requirements of the Federal Advisory
Committee Act, 5 U.S.C. Appendix 2,
the U.S. Department of the Interior,
Bureau of Indian Affairs, Osage
Negotiated Rulemaking Committee has
cancelled the December 13-14, 2012
meeting.

DATES: The meetings were originally
scheduled for Thursday, December 13,
2012, and Friday, December 14, 2012,
from 9 a.m. to 6 p.m. at the Wah Zha
Zhi Cultural Center, 1449 W. Main,
Pawhuska, Oklahoma 74056. A new
meeting date and location will be
announced later.

FOR FURTHER INFORMATION CONTACT: Mr.
Eddie Streater, Designated Federal
Officer, Bureau of Indian Affairs,
Wewoka Agency, P.O. Box 1540,
Seminole, OK 74818; telephone (405)
257—-6250; fax (405) 257—3875; or email
osageregneg@bia.gov. Additional
Committee information can be found at:
http://www.bia.gov/osageregneg.
SUPPLEMENTARY INFORMATION: On
October 14, 2011, the United States and
the Osage Nation (formerly known as
the Osage Tribe) signed a Settlement
Agreement to resolve litigation
regarding alleged mismanagement of the
Osage Nation’s oil and gas mineral

estate, among other claims. As part of
the Settlement Agreement, the parties
agreed that it would be mutually
beneficial “to address means of
improving the trust management of the
Osage Mineral Estate, the Osage Tribal
Trust Account, and Other Osage
Accounts.” Settlement Agreement,
Paragraph 1.i. The parties agreed that a
review and revision of the existing
regulations is warranted to better assist
the Bureau of Indian Affairs (BIA) in
managing the Osage Mineral Estate. The
parties agreed to engage in a negotiated
rulemaking for this purpose. Settlement
Agreement, Paragraph 9.b. After the
Committee submits its report, BIA will
develop a proposed rule to be published
in the Federal Register.

Dated: November 21, 2012.
Michael S. Black,
Director, Bureau of Indian Affairs.
[FR Doc. 2012—-28806 Filed 11-27-12; 8:45 am]
BILLING CODE 4310-02-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket Number USCG-2012-0938]

RIN 1625-AA87

Security Zone, Potomac and Anacostia
Rivers; Washington, DC

AGENCY: Coast Guard, DHS.

ACTION: Supplemental notice of
proposed rulemaking.

SUMMARY: This action is a supplemental
notice of proposed rulemaking (SNPRM)
to the Coast Guard’s October 24, 2012,
notice of proposed rulemaking (NPRM)
that proposed to establish a security
zone during activities associated with
the Presidential Inauguration in
Washington, DC from January 15, 2013
through January 24, 2013 (77 FR 64943).
This supplemental proposal extends the
southern boundary of the proposed
security zone. This rule prohibits
vessels and people from entering the
security zone and requires vessels and
persons in the security zone to depart
the security zone, unless specifically
exempt under the provisions in this rule
or granted specific permission from the
Coast Guard Captain of the Port
Baltimore. This action is intended to
temporarily restrict vessel traffic in
portions of the Potomac and Anacostia
Rivers during the event.

DATES: Comments and related material
must be received by the Coast Guard on
or before December 28, 2012.


http://www.bia.gov/osageregneg
mailto:osageregneg@bia.gov

Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012/Proposed Rules

70965

ADDRESSES: 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 Mr. Ronald L. Houck, Sector
Baltimore, Waterways Management
Division, U.S. Coast Guard; telephone
(410) 576—2674, email
Ronald.L.Houck@uscg.mil. If you have
questions on viewing or submitting
material to the docket, call Renee V.
Wright, 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. 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 (USCG-2012-0938),
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 [USCG-2012-0938] 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 (USCG—2012—-0938) 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, 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

On October 24, 2012, we published a
notice of proposed rulemaking (NPRM)
entitled “Security Zone, Potomac and
Anacostia Rivers; Washington, DC” in
the Federal Register (77 FR 64943). The
NPRM stated that from January 15, 2013
through January 24, 2013, activities
associated with the Presidential
Inauguration will occur in Washington,
DC. Activities associated with the
Presidential Inauguration include
several Inaugural ceremonies, balls,
parades and receptions. During these
activities, a gathering of high-ranking
United States officials and the public-at-
large is expected to take place. Due to
the need for vessel control during the
event, the Coast Guard will temporarily
restrict vessel traffic in portions of the
Potomac and Anacostia Rivers to
safeguard life and property on the
navigable waters before, during, and
after activities associated with the
Presidential Inauguration. After the
NPRM was published in the Federal
Register, however, the Coast Guard
determined that the boundary of the
proposed security zone on the south
between the Virginia shoreline and the
District of Columbia shoreline along
latitude 38°51°00” N needed to be
relocated farther downstream to and
along latitude 38°50°00” N. The
additional area is necessary to prevent
vessels or persons from bypassing the
security measures established on shore
for the events and engaging in
waterborne terrorist actions during the
highly-publicized events.

C. Basis and Purpose

The Coast Guard proposes to establish
a temporary security zone. The
proposed zone will be in effect from
January 15, 2013 through January 24,
2013. The proposed zone will cover (1)
all waters of the Potomac River, from
shoreline to shoreline, bounded on the
north by the Francis Scott Key (U.S.
Route 29) Bridge at mile 113.0,
downstream to and bounded on the
south between the Virginia shoreline
and the District of Columbia shoreline
along latitude 38°50°00” N, including
the waters of the Georgetown Channel
Tidal Basin; and (2) all waters of the
Anacostia River, from shoreline to
shoreline, bounded on the north by the
11th Street (I-295) Bridge at mile 2.1,
downstream to and bounded on the
south by its confluence with the
Potomac River.

This rule requires that entry into or
remaining in this security zone is
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prohibited unless authorized by the
Coast Guard Captain of the Port
Baltimore. Vessels already at berth,
mooring, or anchor in the security zone
at the time the security zone is
implemented do not have to depart the
zone. All vessels underway within this
security zone at the time it is
implemented are to depart the zone. To
seek permission to transit the area of the
security zone, the Captain of the Port
Baltimore can be contacted at telephone
number 410-576—-2693 or on Marine
Band Radio VHF-FM channel 16 (156.8
MHz). Coast Guard vessels enforcing the
security zone can be contacted on
Marine Band Radio VHF-FM channel
16 (156.8 MHz). Federal, state, and local
agencies may assist the Coast Guard in
the enforcement of the security zone.
The Coast Guard will issue notices to
the maritime community to further
publicize the security zone and notify
the public of changes in the status of the
zone. Such notices will continue until
the event is complete.

E. Regulatory Analyses

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

1. Regulatory Planning and Review

This proposed 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. There is no vessel traffic
associated with recreational boating and
commercial fishing expected during the
effective period, and vessels may seek
permission from the Captain of the Port
Baltimore to enter and transit the zone.

2. Impact on Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
the impact of this proposed rule on
small entities. The Coast Guard certifies
under 5 U.S.C. 605(b) that this proposed
rule will not have a significant
economic impact on a substantial
number of small entities. This proposed
rule would affect the following entities,
some of which might be small entities:
The owners or operators of vessels
intending to operate or transit through
or within the security zone during the

enforcement period. Although the
security zone will apply to the entire
width of the Potomac and Anacostia
Rivers, traffic may be allowed to pass
through the zone with the permission of
the Captain of the Port Baltimore. Before
the effective period, maritime advisories
will be widely available to the maritime
community. Additionally, given the
time of year this event is scheduled, the
vessel traffic is expected to be minimal.
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 (Pub. L. 104-121),
we want to assist small entities in
understanding this proposed rule. If the
rule would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact the person
listed in the FOR FURTHER INFORMATION
CONTACT, above. The Coast Guard will
not retaliate against small entities that
question or complain about this
proposed rule or any policy or action of
the Coast Guard.

4. Collection of Information

This proposed 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 proposed 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
proposed rule would not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

8. Taking of Private Property

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

12. Energy Effects

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

14. Environment

We have analyzed this proposed 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 made a preliminary determination
that this action is one of a category of
actions that do not individually or
cumulatively have a significant effect on
the human environment. This proposed
rule involves establishing a temporary
security zone. This rule is categorically
excluded from further review under
paragraph 34(g) of Figure 2—1 of the
Commandant Instruction. A preliminary
environmental analysis checklist
supporting this determination and a
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
proposed rule.

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 proposes to
amend 33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

2. Add § 165.T05—0938 to read as
follows:

§165.0938 Security Zone, Potomac and
Anacostia Rivers; Washington, DC.

(a) Location. The following area is a
security zone:

(1) All waters of the Potomac River,
from shoreline to shoreline, bounded on
the north by the Francis Scott Key (U.S.
Route 29) Bridge at mile 113.0,
downstream to and bounded on the
south between the Virginia shoreline
and the District of Columbia shoreline
along latitude 38°50°00” N, including
the waters of the Georgetown Channel
Tidal Basin; and

(2) All waters of the Anacostia River,
from shoreline to shoreline, bounded on

the north by the 11th Street (I-295)
Bridge at mile 2.1, downstream to and
bounded on the south by its confluence
with the Potomac River. All coordinates
refer to datum NAD 1983.

(b) Regulations. The general security
zone regulations found in 33 CFR
165.33 apply to the security zone
created by this temporary section,
§165.7T05.0938.

(1) All persons are required to comply
with the general regulations governing
security zones found in 33 CFR 165.33.

(2) Entry into or remaining in this
zone is prohibited unless authorized by
the Coast Guard Captain of the Port
Baltimore. Vessels already at berth,
mooring, or anchor at the time the
security zone is implemented do not
have to depart the security zone. All
vessels underway within this security
zone at the time it is implemented are
to depart the zone.

(3) Persons desiring to transit the area
of the security zone must first obtain
authorization from the Captain of the
Port Baltimore or his designated
representative. Permission may be
requested prior to activation of the zone.
To seek permission to transit the area,
the Captain of the Port Baltimore and
his designated representatives can be
contacted at telephone number 410—
576—2693 or on Marine Band Radio
VHF-FM channel 16 (156.8 MHz). The
Coast Guard vessels enforcing this
section can be contacted on Marine
Band Radio VHF-FM channel 16 (156.8
MHz). Upon being hailed by a U.S.
Coast Guard vessel, or other Federal,
State, or local agency vessel, by siren,
radio, flashing light, or other means, the
operator of a vessel shall proceed as
directed. If permission is granted, all
persons and vessels must comply with
the instructions of the Captain of the
Port Baltimore or his designated
representative and proceed at the
minimum speed necessary to maintain a
safe course while within the zone.

(4) Enforcement. The U.S. Coast
Guard may be assisted in the patrol and
enforcement of the zone by Federal,
State, and local agencies.

(c) Definitions. As used in this
section:

Captain of the Port Baltimore means
the Commander, U.S. Coast Guard
Sector Baltimore, Maryland.

Designated representative means any
Coast Guard commissioned, warrant, or
petty officer who has been authorized
by the Captain of the Port Baltimore to
assist in enforcing the security zone
described in paragraph (a) of this
section.

(d) Effective period. This section will
be enforced from 8 a.m. on January 15,

2013 through 10 p.m. on January 24,
2013.

Dated: November 15, 2012.
Brian W. Roche,

Commander, U.S. Coast Guard, Acting
Captain of the Port Baltimore.

[FR Doc. 2012-28790 Filed 11-27-12; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-A046

Authorization for Non-VA Medical
Services

AGENCY: Department of Veterans Affairs.
ACTION: Proposed rule.

SUMMARY: The Department of Veterans
Affairs (VA) proposes to amend its
regulation governing payment by VA for
non-VA outpatient care under VA’s
statutory authority to provide non-VA
care. Under this authority, VA may
contract for certain hospital care
(inpatient care) and medical services
(outpatient care) for eligible veterans
when VA facilities are not capable of
providing such services due to
geographical inaccessibility or are not
capable of providing the services
needed. This proposed amendment
would revise VA’s existing regulation in
accordance with statutory authority to
remove a limitation on which veterans
are eligible for medical services under
this authority.

DATES: VA must receive comments on or
before December 28, 2012.

ADDRESSES: Written comments may be
submitted through
www.Regulations.gov; by mail or hand-
delivery to the Director, Regulation
Policy and Management (02REG),
Department of Veterans Affairs, 810
Vermont Ave. NW., Room 1068,
Washington, DC 20420; or by fax to
(202) 273—9026. This is not a toll-free
number. Comments should indicate that
they are submitted in response to “RIN
2900-A046—Authorization for Non-VA
Medical Services.”” Copies of comments
received will be available for public
inspection in the Office of Regulation
Policy and Management, Room 1068,
between the hours of 8:00 a.m. and 4:30
p-m., Monday through Friday (except
holidays). Please call (202) 461-4902 for
an appointment. This is not a toll-free
number. In addition, during the
comment period, comments may be
viewed online through the Federal
Docket Management System (FDMS) at
www.Regulations.gov.


http://www.Regulations.gov
http://www.Regulations.gov
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FOR FURTHER INFORMATION CONTACT: Lisa
Brown, Chief, Policy Management
Department, Department of Veterans
Affairs, Chief Business Office,
Purchased Care, 3773 Cherry Creek
North Drive, Suite 450, Denver, CO
80209 at (303) 331-7829. This is not a
toll-free number.

SUPPLEMENTARY INFORMATION: Over the
past two decades, the healthcare
industry has increasingly emphasized
providing care in the least restrictive
environment. Care that was provided in
hospitals is now provided with a full
range of outpatient and ambulatory care
options previously unavailable. VA has
adopted this trend toward outpatient
and ambulatory care and, whenever
possible, provides treatment options to
veterans in these less restrictive modes
of healthcare delivery. Although VA has
made great strides to expand the
delivery of healthcare to veterans, VA is,
like the rest of the healthcare industry,
economically unable to provide all
possible services at all VA-operated
venues of care. VA addresses this in part
by authorizing non-VA care when
necessary to meet the veteran’s plan of
care.

VA uses the authority in 38 U.S.C.
1703 to provide certain hospital care
and medical services to eligible veterans
when VA facilities are not capable of
providing such services due to
geographical inaccessibility or are not
capable of providing the services
needed, ensuring the continuity of care
for the patient and the maximization of
healthcare resources. VA may use this
authority to provide needed non-VA
care using community resources, such
as private physicians or community
hospitals. Care provided under VA’s
authority in 38 U.S.C. 1703 is usually
referred to as the Non-VA Care program.
Non-VA care enables VA to maximize
resources and available options for
patient care at the local level, providing
care in the least restrictive mode
possible and closer to the patient’s
home.

Public Law 104-262, 104(b)(2)(B)
amended 38 U.S.C. 1703(a)(2)(B) to
expand VA’s authority to provide non-
VA medical services under the non-VA
care authority. As amended, the law
authorizes VA to provide such medical
services for a veteran who has been
furnished hospital care, nursing home
care, domiciliary care, or medical
services and who requires medical
services to complete treatment incident
to such care or services.

At present, 38 CFR 17.52(a)(2)(ii)
provides that ““[a] veteran who has
received VA inpatient care for treatment
of nonservice-connected conditions for

which treatment was begun during the
period of inpatient care” is eligible for
non-VA medical services under the non-
VA care authority. The existing VA
regulation does not reflect the
amendment made by Public Law 104—
262 to 38 U.S.C. 1703(a)(2)(B). This VA
regulation thus does not permit VA to
complete a veteran’s treatment through
non-VA providers under the non-VA
care authority unless the VA treatment
was begun during a period of
hospitalization.

VA proposes to amend 38 CFR
17.52(a)(2)(ii) to reflect the current
statutory authority found at 38 U.S.C.
1703(a)(2)(B). In doing so, VA would
increase the availability of care in areas
where VA cannot directly provide the
care. Proposed paragraph (a)(2)(ii) of
this revised regulation would provide
that veterans who have been furnished
hospital care, nursing home care,
domiciliary care, or medical services,
and who require medical services to
complete treatment incident to such
care or services, would be eligible for
non-VA medical services under the non-
VA care authority. By expanding
veterans’ eligibility for non-VA care, VA
would be able to better utilize resources
and enhance patient care at the local
level. This regulation would give VA
greater flexibility to refer patients for
care in the least restrictive and most
convenient setting.

This revision to § 17.52(a)(2)(ii) would
clarify the time period during which
veterans are eligible to receive non-VA
care to complete their treatments.
Currently, § 17.52(a)(2)(ii) states that the
non-VA care treatment period, which
includes “care furnished in both
facilities of VA and non-VA facilities or
any combination of such modes of
care,” is limited to no more than 12
months after the veteran is discharged
from the hospital, unless VA determines
that the veteran requires continued non-
VA care “by virtue of the disabilities
being treated.” This revision would
clarify that each authorization for non-
VA care needed to complete treatment
may continue for up to 12 months, and
that VA may issue new authorizations
as needed. The requirement to issue a
new authorization would give VA an
opportunity to determine whether non-
VA care continues to be the appropriate
means of providing the veteran’s
treatment.

We note that this proposed
amendment would only affect the
eligibility of certain veterans for medical
services provided by a non-VA provider
under the non-VA care authority in 38
U.S.C. 1703; this proposed amendment
would not require providers outside of
VA to accept VA patients. We also note

that this proposed amendment would
not affect other provisions in this
regulation that specify veterans’
eligibility for non-VA care.

Administrative Procedure Act

Concurrent with this proposed rule,
we also are publishing a separate,
substantively identical direct final rule
in the “Rules and Regulations” section
of this Federal Register. (See RIN 2900—
A047.) The simultaneous publication of
these documents will speed notice and
comment rulemaking under section 553
of the Administrative Procedure Act
should we have to withdraw the direct
final rule due to receipt of any
significant adverse comment.

For purposes of the direct final
rulemaking, a significant adverse
comment is one that explains why the
rule would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or why it would
be ineffective or unacceptable without
change. If VA receives a significant
adverse comment, VA will publish a
notice of receipt of a significant adverse
comment in the Federal Register and
withdraw the direct final rule.

Under direct final rule procedures, if
no significant adverse comment is
received within the comment period,
the direct final rule will become
effective on the date specified in RIN
2900-A047. After the close of the
comment period, VA will publish a
document in the Federal Register
indicating that VA received no
significant adverse comment and
restating the date on which the final
rule will become effective. VA will also
publish a notice withdrawing this
proposed rule.

In the event that VA withdraws the
direct final rule because of receipt of
any significant adverse comment, VA
will proceed with this rulemaking by
addressing the comments received and
publishing a final rule. The comment
period for this proposed rule runs
concurrently with that of the direct final
rule. VA will treat any comments
received in response to the direct final
rule as comments regarding this
proposed rule. VA will consider such
comments in developing a subsequent
final rule. Likewise, VA will consider
any significant adverse comment
received in response to the proposed
rule as a comment regarding the direct
final rule. VA has determined that it is
not necessary to provide a 60-day
comment period for this rulemaking that
would merely align a current regulation
with existing statutory authority and
make a minor modification concerning
determination of the time period during
which veterans are eligible to receive



Federal Register/Vol. 77, No. 229/ Wednesday, November 28, 2012/Proposed Rules

70969

non-VA care to complete their
treatments. VA has instead specified
that comments must be received within
30 days of publication in the Federal
Register.

Effect of Rulemaking

Title 38 of the Code of Federal
Regulations, as proposed to be revised
by this rulemaking, represents VA’s
implementation of its legal authority on
this subject. Other than future
amendments to this regulation or
governing statutes, no contrary guidance
or procedures are authorized. All
existing or subsequent VA guidance
must be read to conform with this
rulemaking if possible or, if not
possible, such guidance is superseded
by this rulemaking.

Paperwork Reduction Act

This proposed rule contains no
provisions constituting a collection of
information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3521).

Regulatory Flexibility Act

The Secretary hereby certifies that
this proposed rule would not have a
significant economic impact on a
substantial number of small entities as
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This proposed
rule would affect only VA beneficiaries
and does not affect a substantial number
of small entities. Because this proposed
rule would update an existing
regulation to make it consistent with
existing statutory authority and reflect
current and long-standing VA practices,
VA anticipates no additional
expenditures or actions as a result of
this rule. Therefore, under 5 U.S.C.
605(b), this proposed amendment is
exempt from the initial and final
regulatory flexibility analysis
requirements of sections 603 and 604.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, and other advantages;
distributive impacts; and equity).
Executive Order 13563 (Improving
Regulation and Regulatory Review)
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility. Executive Order
12866 (Regulatory Planning and
Review) defines a “‘significant

regulatory action” requiring review by
the Office of Management and Budget
(OMB) as “‘any regulatory action that is
likely to result in a rule that may: (1)
Have an annual effect on the economy
of $100 million or more or adversely
affect in a material way the economy, a
sector of the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or tribal governments or communities;
(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency; (3)
Materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; or (4) Raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in this Executive
Order.”

The economic, interagency,
budgetary, legal, and policy
implications of this regulatory action
have been examined, and it has been
determined not to be a significant
regulatory action under Executive Order
12866.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in
expenditures by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more,
adjusted annually for inflation, in any
one year. This proposed rule would
have no such effect on State, local, and
tribal governments, or on the private
sector.

Catalog of Federal Domestic Assistance

The Catalog of Federal Domestic
Assistance numbers and titles for the
programs affected by this document are
64.007, Blind Rehabilitation Centers;
64.008, Veterans Domiciliary Care;
64.009, Veterans Medical Care Benefits;
64.010, Veterans Nursing Home Care;
64.011, Veterans Dental Care; 64.012,
Veterans Prescription Service; 64.013,
Veterans Prosthetic Appliances; 64.014,
Veterans State Domiciliary Care; 64.015,
Veterans State Nursing Home Care;
64.018, Sharing Specialized Medical
Resources; 64.019, Veterans
Rehabilitation Alcohol and Drug
Dependence; 64.022, Veterans Home
Based Primary Care; and 64.024, VA
Homeless Providers Grant and Per Diem
Program.

Signing Authority

The Secretary of Veterans Affairs, or
designee, approved this document and

authorized the undersigned to sign and
submit the document to the Office of the
Federal Register for publication
electronically as an official document of
the Department of Veterans Affairs. John
R. Gingrich, Chief of Staff, Department
of Veterans Affairs, approved this
document on November 20, 2012, for
publication.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug
abuse, Government contracts, Grant
programs—health, Government
programs—veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Mental health
programs, Nursing homes, Reporting
and recordkeeping requirements,
Veterans.

Dated: November 21, 2012.
Robert C. McFetridge,
Director, Regulation Policy and Management,

Office of the General Counsel, Department
of Veterans Affairs.

For the reasons stated in the
preamble, the Department of Veterans
Affairs proposes to amend 38 CFR part
17 as follows:

PART 17—MEDICAL

1. The authority citation for part 17
continues to read as follows:

Authority: 38 U.S.C. 501, and as noted in
specific sections.

2. Revise §17.52(a)(2)(ii) to read as
follows:

§17.52 Hospital care and medical services
in non-VA facilities.

(a) * x %

(2) * x %

(ii) A veteran who has been furnished
hospital care, nursing home care,
domiciliary care, or medical services,
and requires medical services to
complete treatment incident to such
care or services (each authorization for
non-VA treatment needed to complete
treatment may continue for up to 12
months, and new authorizations may be
issued by VA as needed), and
* * * * *

[FR Doc. 201228776 Filed 11-27-12; 8:45 am)]
BILLING CODE 8320-01-P
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 79
[MB Docket No. 12-107; FCC 12-142]

Accessible Emergency Information,
and Apparatus Requirements for
Emergency Information and Video
Description: Implementation of the
Twenty-First Century Communications
and Video Accessibility Act of 2010

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: In this document, the
Commission proposes rules to
implement provisions of the Twenty-
First Century Communications and
Video Accessibility Act of 2010
(“CVAA”) that mandate regulations to
ensure that emergency information is
accessible to individuals who are blind
and visually disabled and that television
apparatus are able to make available
video description and accessible
emergency information. The
Commission seeks comment on rules
that would apply to the distributors,
providers, and owners of television
video programming, as well as the
manufacturers of devices that display
such programming.

DATES: Comments are due on or before
December 18, 2012; reply comments are
due on or before December 28, 2012.
Written comments on the Paperwork
Reduction Act proposed information
collection requirements must be
submitted by the public, Office of
Management and Budget (OMB), and
other interested parties on or before
January 28, 2013.

ADDRESSES: You may submit comments,
identified by MB Docket No. 12-107, by
any of the following methods:

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

e Federal Communications
Commission’s Web Site: http://
fijallfoss.fcc.gov/ecfs2/. Follow the
instructions for submitting comments.

e Mail: Filings can be sent by hand or
messenger delivery, by commercial
overnight courier, or by first-class or
overnight U.S. Postal Service mail. All
filings must be addressed to the
Commission’s Secretary, Office of the
Secretary, Federal Communications
Commission.

e People with Disabilities: Contact the
FCC to request reasonable
accommodations (accessible format
documents, sign language interpreters,
CART, etc.) by email: FCC504@fcc.gov

or phone: (202) 418-0530 or TTY: (202)
418-0432.

In addition to filing comments with
the Secretary, a copy of any comments
on the Paperwork Reduction Act
proposed information collection
requirements contained herein should
be submitted to the Federal
Communications Commission via email
to PRA@fcc.gov and to Nicholas A.
Fraser, Office of Management and
Budget, via email to
Nicholas A. Fraser@omb.eop.gov or via
fax at (202) 395-5167. For detailed
instructions for submitting comments
and additional information on the
rulemaking process, see the
SUPPLEMENTARY INFORMATION section of
this document.

FOR FURTHER INFORMATION CONTACT: For
additional information on this
proceeding, contact Diana Sokolow,
Diana.Sokolow@fcc.gov, or Maria
Mullarkey, Maria.Mullarkey@fcc.gov, of
the Policy Division, Media Bureau, (202)
418-2120. For additional information
concerning the Paperwork Reduction
Act information collection requirements
contained in this document, send an
email to PRA@fcc.gov or contact Cathy
Williams at (202) 418-2918.
SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Notice of
Proposed Rulemaking, FCC 12-142,
adopted on November 16, 2012, and
released on November 19, 2012. The full
text is available for public inspection
and copying during regular business
hours in the FCC Reference Center,
Federal Communications Commission,
445 12th Street SW., Room CY-A257,
Washington, DC 20554. This document
will also be available via ECFS at
http://fjallfoss.fcc.gov/ecfs/. Documents
will be available electronically in ASCII,
Microsoft Word, and/or Adobe Acrobat.
The complete text may be purchased
from the Commission’s copy contractor,
445 12th Street SW., Room CY-B402,
Washington, DC 20554. Alternative
formats are available for people with
disabilities (Braille, large print,
electronic files, audio format), by
sending an email to fcc504@fcc.gov or
calling the Commission’s Consumer and
Governmental Affairs Bureau at (202)
418-0530 (voice), (202) 418—0432
(TTY).

This document contains proposed
information collection requirements.
The Commission, as part of its
continuing effort to reduce paperwork
burdens, invites the general public and
the Office of Management and Budget
(OMB) to comment on the information
collection requirements contained in
this document, as required by the
Paperwork Reduction Act of 1995,

Public Law 104-13. Public and agency
comments are due January 28, 2013.

Comments should address: (a)
Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Commission, including whether the
information shall have practical utility;
(b) the accuracy of the Commission’s
burden estimates; (c) ways to enhance
the quality, utility, and clarity of the
information collected; (d) ways to
minimize the burden of the collection of
information on the respondents,
including the use of automated
collection techniques or other forms of
information technology; and (e) ways to
further reduce the information
collection burden on small business
concerns with fewer than 25 employees.
In addition, pursuant to the Small
Business Paperwork Relief Act of 2002,
Public Law 107-198, see 44 U.S.C.
3506(c)(4), we seek specific comment on
how we might further reduce the
information collection burden for small
business concerns with fewer than 25
employees.

To view or obtain a copy of this
information collection request (ICR)
submitted to OMB: (1) Go to this OMB/
GSA Web page: http://www.reginfo.gov/
public/do/PRAMain, (2) look for the
section of the Web page called
“Currently Under Review,” (3) click on
the downward-pointing arrow in the
“Select Agency”’ box below the
“Currently Under Review” heading, (4)
select “Federal Communications
Commission” from the list of agencies
presented in the “Select Agency” box,
(5) click the “Submit” button to the
right of the ““Select Agency” box, and (6)
when the list of FCC ICRs currently
under review appears, look for the OMB
control number of this ICR as show in
the SUPPLEMENTARY INFORMATION section
below (or its title if there is no OMB
control number) and then click on the
ICR Reference Number. A copy of the
FCC submission to OMB will be
displayed.

OMB Control Number: 3060—0967.

Title: Section 79.2, Accessibility of
Programming Providing Emergency
Information; Complaints Alleging
Violations of the Apparatus Emergency
Information and Video Description
Requirements.

Form No.: Not applicable.

Type of Review: Revision of a
currently approved collection.

Respondents: Individuals or
households; businesses or other for-
profit entities; not-for-profit institutions;
State, local, or tribal governments.

Number of Respondents and
Responses: 80 respondents; 80
responses.
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