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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 AGRICULTURE

Office of the Secretary
7 CFR Part 12

RIN 0560-AH97

Highly Erodible Land and Wetland
Conservation

AGENCY: Office of the Secretary and
Farm Service Agency, USDA.

ACTION: Final rule.

SUMMARY: Existing Department of
Agriculture (USDA) regulations specify
the conditions that may make a
producer ineligible for certain USDA
benefits, such as disaster assistance
payments from the Farm Service Agency
(FSA), in certain cases in which
agricultural commodities are planted on
highly erodible land or a converted
wetland, or the production of
agricultural commodities on acreage is
made possible by the conversion of a
wetland. Those regulations also specify
the authorized exemptions, which
include an exemption based on a “‘good
faith” determination. The “good faith”
provisions in the USDA regulations
allow violators of highly erodible land
conservation (HELC) or wetland
conservation (WC) provisions to retain
eligibility for USDA program benefits if
certain conditions are met. This rule
revises the “good faith” provisions in
two ways, first, by requiring higher level
concurrence within USDA with the
good faith determination and second, by
reducing the amount of the benefit to be
received in an amount commensurate
with the seriousness of a HELC
violation. These changes to the
regulations are made to implement
provisions specified in the Food,
Conservation, and Energy Act of 2008
(the 2008 Farm Bill).

DATES: Effective Date: December 30,
2011.

FOR FURTHER INFORMATION CONTACT:
Candace Thompson, Production,
Emergencies and Compliance Division,
Farm Service Agency, United States
Department of Agriculture (USDA);
telephone: (202) 720-3463. Persons with
disabilities who require alternative
means for communication (Braille, large
print, audiotape, etc.) should contact the
USDA Target Center at (202) 720-2600
(voice and TDD).

SUPPLEMENTARY INFORMATION:
Background

USDA regulations specifying the
conditions that may make a producer
ineligible for certain USDA benefits,
such as disaster assistance payments
from FSA, in certain cases in which
agricultural commodities are planted on
highly erodible land or a converted
wetland, or production of agricultural
commodities on acreage is made
possible by the conversion of a wetland,
are in 7 CFR part 12, “Highly Erodible
Land and Wetland Conservation.” The
regulations have been in place since the
implementation of the requirements in
the Food Security Act of 1985 (Pub. L.
99-198, commonly known as the 1985
Farm Bill). The 1985 Farm Bill provides
restrictions applicable to participants in
certain USDA programs on the use of
highly erodible land and wetlands.
Participants are ineligible for certain
loans, payments, and benefits for the
production of an agricultural
commodity on highly erodible land
unless the land is farmed according to
a conservation system approved by
USDA’s Natural Resources Conservation
Service (NRCS). Participants are
similarly ineligible for benefits if they
convert a wetland to make possible the
production of an agricultural
commodity or plant an agricultural
commodity on a converted wetland.
Under the HELC and WC provisions of
the 1985 Farm Bill, persons determined
to be in violation of HELC or WC
provisions are ineligible for certain
loans, payments, and benefits in the
year that the violation occurred. Persons
who violate HELC or WC provisions
remain ineligible for certain loans,
payments, and benefits until corrective
actions have been implemented on the
highly erodible land or the converted
wetland has been restored. This rule is
not changing these HELC and WC
provisions.

The 1985 Farm Bill and the current
regulations provide some exemptions to
the requirements of the HELC and WC
provisions and allow USDA flexibility
in helping producers achieve
compliance. Eligibility for loans,
payments, and benefits may be
reinstated if one of the exemptions
authorized by the 1985 Farm Bill and
implemented in the current regulations
applies. One of those exemptions
applies to persons who failed to apply
a conservation system on highly
erodible land, or who converted
wetlands or planted an agricultural
commodity on a converted wetland but
who acted in good faith and without
intent to violate HELC or WC
provisions. These exemptions are
specified in § 12.5, “Exemptions.”

Prior to the 2008 Farm Bill, the HELC
and WC provisions in 16 U.S.C. 3812
and 3822 allow for a good faith
exemption to the program ineligibility
that would otherwise apply in the case
of a violation. Section 2002 of the 2008
Farm Bill amends the “good faith”
provisions by requiring additional
review for determinations for both
HELC and WC matters and by changing
the HELC provisions to provide that in
all cases the Secretary can impose a
payment reduction commensurate with
the seriousness of the violation. Under
prior law in some cases the Secretary
was required to automatically fully
allow program benefits. With respect to
review, the 2008 Farm Bill specifies that
local HELC and WC good faith
determinations must be reviewed within
the agency. Specifically, under the new
process, the good faith determinations
made by a local FSA county committee
must be reviewed at the FSA State or
district level, with the technical
concurrence of the NRCS State or area
level conservationist, before benefits are
restored.

These new provisions have been
implemented administratively to be in
compliance with the 2008 Farm Bill
requirements, and this rule changes the
regulations accordingly.

In addition to making these changes,
this rule revises several paragraphs in
the regulation to simplify the structure
and to clarify the language, without
changing the substantive provisions.
Additionally, this rule makes a minor,
technical change by adding the word
“acreage” in the paragraphs on wetland
mitigation, so that the rule will now
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require that wetland values, acreage,
and functions are adequately mitigated.
(Note: The remaining uses of the term
“functions and values” in 7 CFR part 12
are correct and do not need to be
changed.) That change is made to be
consistent with section 1222(f)(2) of the
1985 Farm Bill, (16 U.S.C. 3822(f)). The
change is being made in the following
paragraphs:

e Section 12.1(b)(4),

e Section 12.4(c),

)(1)(iii) (D),

(c
e Section 12.5(b
(b)(1)(vi)(A), (b)(1)(vi)(B), and (b)(4)(),
i)(F), (b)(4)(ii),

(b)(4)H)(E), (b)(4)(
and(b)(4)({ii),

e Section 12.31(d) (in the final
sentence only), and

e Section 12.33(a).
Notice and Comment

These regulations are exempt from the
notice and comment requirements of the
Administrative Procedures Act (5 U.S.C.
553) as specified in section 2904 of the
2008 Farm Bill, which requires that the
regulations be promulgated and
administered without regard to the
Statement of Policy of the Secretary of
Agriculture effective July 24, 1971 (36
FR 13804), relating to notices of
proposed rulemaking and public
participation in rulemaking.

Executive Orders 12866 and 13563

Executive Order 12866, ‘Regulatory
Planning and Review,” and Executive
Order 13563, “Improving Regulation
and Regulatory Review,” direct agencies
to assess all costs and benefits of
available regulatory alternatives, and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). Executive Order 13563
emphasized the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility.

The Office of Management and Budget
(OMB) designated this rule as not
significant according to Executive Order
12866, and, therefore, this rule has not
been reviewed by OMB.

Regulatory Flexibility Act

It has been determined that the
Regulatory Flexibility Act is not
applicable to this rule because the
Secretary of Agriculture, FSA, and CCC
are not required to publish a notice of
proposed rulemaking for this rule.

Environmental Review

The environmental impacts of this
rule have been considered in a manner
consistent with the provisions of the

National Environmental Policy Act
(NEPA, 42 U.S.C. 4321-4347), the
regulations of the Council on
Environmental Quality (40 CFR parts
1500-1508), and FSA regulations for
compliance with NEPA (7 CFR part
799). The specific changes required by
the 2008 Farm Bill that are identified in
this rule are considered administrative
in nature, solely amending those
provisions in the USDA regulations
dealing with HELC and WC violators
and the retention of USDA program
benefits. Therefore, FSA has determined
that NEPA does not apply to this final
rule, and no environmental assessment
or environmental impact statement will
be prepared.

Executive Order 12372

This program is not subject to
Executive Order 12372, which requires
consultation with State and local
officials. See the notice related to 7 CFR
part 3015, subpart V, published in the
Federal Register on June 24, 1983 (48
FR 29115).

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is not retroactive and
does not preempt State or local laws,
regulations, or policies unless they
present an irreconcilable conflict with
this rule. Before any judicial action may
be brought regarding the provisions of
this rule, appeal provisions of 7 CFR
parts 11 and 780 must be exhausted.

Executive Order 13132

The policies contained in this rule do
not have any substantial direct effect on
States, on the relationship between the
Federal government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. This rule does not
impose substantial direct compliance
costs on State and local governments.
Therefore, consultation with the States
is not required.

Executive Order 13175

This rule has been reviewed for
compliance with Executive Order
13175, “Consultation and Coordination
with Indian Tribal Governments.” The
Executive Order imposes requirements
on the development of regulatory
policies that have Tribal implications or
preempt Tribal laws. The policies
contained in this rule do not preempt
Tribal law. This rule was included in
the October through December, 2010,
Joint Regional Consultation Strategy
facilitated by USDA that consolidated
consultation efforts of 70 rules from the
2008 Farm Bill. USDA sent senior level

agency staff to seven regional locations
and consulted with Tribal leadership in
each region on the rules. When the
consultation process is complete, USDA
will analyze the feedback and then
incorporate any required changes into
the regulations.

Unfunded Mandates

This rule contains no Federal
mandates under the regulatory
provisions of Title II of the Unfunded
Mandates Reform Act of 1995 (UMRA,
Pub. L. 104—4). In addition, the
Secretary of Agriculture is not required
to publish a notice of proposed
rulemaking for this rule. Therefore, this
rule is not subject to the requirements
of sections 202 and 205 of UMRA.

Federal Assistance Programs

This rule has a potential impact on
participants in most programs listed in
the Catalog of Federal Domestic
Assistance in the Agency Program Index
under the Department of Agriculture.

Paperwork Reduction Act

The regulations in this rule are
exempt from the requirements of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35), as specified in section 2904
of the 2008 Farm Bill, which provides
that these regulations be promulgated
and the programs administered without
regard to the Paperwork Reduction Act.

E-Government Act Compliance

FSA is committed to complying with
the E-Government Act, to promote the
use of the Internet and other
information technologies to provide
increased opportunities for citizen
access to Government information and
services, and for other purposes.

List of Subjects in 7 CFR Part 12

Administrative practice and
procedure, Loan programs—Agriculture,
Price support programs, Reporting and
recordkeeping requirements, Soil
conservation.

For the reasons explained above,
7 CFR part 12 is amended as follows:

PART 12—HIGHLY ERODIBLE LAND
AND WETLAND CONSERVATION

m 1. The authority citation for 7 CFR
part 12 is revised to read as follows:

Authority: 16 U.S.C. 3801, 3812, and
3822(h).

§12.3 [Amended]

m 2. Amend § 12.3, in paragraph (a), by
removing the words “Virgin Island” and
adding, in their place, the words “Virgin
Islands.”
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§12.4 [Amended]

m 3. Amend § 12.4, in paragraph (d)(2),
by removing the words “or highly
erodible land”” and adding, in their
place, the words “on highly erodible
land.”

m 4. Amend §12.5 as follows:

m a. Revise paragraph (a)(5) to read as
set forth below,

m b. Add paragraph (a)(7) to read as set
forth below,

m c. Revise paragraph (b)(5)(i) to read as
set forth below.

§12.5 Exemption.

(a) * % %

(5) Good faith. (i) No person will
become ineligible under § 12.4 as a
result of the failure of such person to
apply a conservation system on highly
erodible land if all of the following
apply:

(A) FSA determines such person has
acted in good faith and without the
intent to violate the provisions of this
part;

(B) NRCS determines that the person
complies with paragraph (a)(5)(ii) of this
section; and

(C) The good faith determination of
the FSA county or State committee has
been reviewed and approved by the
applicable State Executive Director,
with the technical concurrence of the
State Conservationist; or district
director, with the technical concurrence
of the area conservationist.

(ii) A person who otherwise meets the
requirements of paragraphs (a)(5)(i)(A)
and (a)(5)(1)(C) of this section will be
allowed a reasonable period of time, as
determined by NRCS, but not to exceed
one year, during which to implement
the measures and practices necessary to
be considered actively applying the
person’s conservation plan, as
determined by USDA. If a person does
not take the required corrective actions,
the person may be determined to be
ineligible for the crop year during which
such actions were to be taken, as well
as any subsequent crop year.

(iii) Notwithstanding the good-faith
requirements of paragraph (a)(5)(i) of
this section, if NRCS observes a possible
compliance deficiency while providing
on-site technical assistance, NRCS will
provide to the responsible person, not
later than 45 days after observing the
possible violation, information
regarding actions needed to comply
with the plan and this subtitle. NRCS
will provide this information in lieu of
reporting the observation as a violation,
if the responsible person attempts to
correct the deficiencies as soon as
practicable, as determined by NRCS,
after receiving the information, but not

later than one year after receiving the
information. If a person does not take
the required corrective actions, the
person may be determined to be
ineligible for the crop year during which
the compliance deficiencies occurred, as
well as any subsequent crop year.

(iv) A person who meets the
requirements of paragraphs (a)(5)(i) and
(a)(5)(ii) of this section will, in lieu of
the loss of all benefits specified under
§12.4(d) and (e) for such crop year, be
subject to a reduction in benefits by an
amount commensurate with the
seriousness of the violation, as
determined by FSA. The dollar amount
of the reduction will be determined by
FSA and may be based on the number
of acres and the degree of erosion
hazard for the area in violation, as
determined by NRCS, or upon such
other factors as FSA determines
appropriate.

(v) Any person whose benefits are
reduced in a crop year under paragraph
(a)(5) of this section may be eligible for
all of the benefits specified under
§12.4(d) and (e) for any subsequent crop
year if, prior to the beginning of the
subsequent crop year, NRCS determines
that such person is actively applying a
conservation plan according to the
schedule specified in the plan on all
highly erodible land planted to an
agricultural commodity or designated as

conservation use.
* * * * *

(7) Technical and minor violations.
Notwithstanding any other provisions of
this part, a reduction in benefits in an
amount commensurate with the
seriousness of the violation, as
determined by FSA, and consistent with
paragraph (a)(5)(iv) of this section, will
be applied if NRCS determines that a
violation involving highly erodible land
that would otherwise lead to a loss of
benefits is both of the following:

(i) Technical and minor in nature; and

(i1) Has a minimal effect on the
erosion control purposes of the
conservation plan applicable to the land
on which the violation occurred.

(b) * % %

(5) Good faith violations. (i) A person
who is determined under § 12.4 of this
part to be ineligible for benefits as the
result of the production of an
agricultural commodity on a wetland
converted after December 23, 1985, or as
the result of the conversion of a wetland
after November 28, 1990, may regain
eligibility for benefits if all of the
following apply:

(A) FSA determines that such person
acted in good faith and without the
intent to violate the wetland provisions
of this part; and

(B) NRCS determines that the person
is implementing all practices in a
mitigation plan within an agreed-to
period, not to exceed one year; and

(C) The good faith determination of
the FSA county or State committee has
been reviewed and approved by the
applicable State Executive Director,
with the technical concurrence of the
State Conservationist; or district
director, with the technical concurrence

of the area conservationist.
* * * * *

m 5. In addition to the amendments set
forth above, in the following places in
part 12 remove the words “functions
and values” and add in their place the
words ‘““values, acreage, and functions’”:
ma. §12.1(b)(4),
m b. §12.4(c) each time it appears,
m c. §12.5(b)(1)(iii)(D), (b)(1)(vi)(A),
(b)(1)(vi)(B), and (b)(4)(i) introductory
text, (b)(4)({)(E), (b)(4)(i)(F), (b)(4)(ii),
and(b)(4)(iii).
m d. §12.31(d) in the final sentence
only, and
me. §12.33(a).

Dated: December 16, 2011.
Thomas J. Vilsack,
Secretary.
[FR Doc. 2011-33547 Filed 12-29—11; 8:45 am]
BILLING CODE 3410-05-P

DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Parts 303, 317, 319, and 381
[Docket No. FSIS-2011-0024]
RIN 0583—-AB02

Food Ingredients and Sources of
Radiation Listed or Approved for Use
in the Production of Meat and Poultry
Products; Technical Amendment

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Final rule; technical
amendment.

SUMMARY: This document contains
technical amendments to the final
labeling regulations that were published
in the Federal Register on December 23,
1999. The regulations related to
harmonizing and improving the
efficiency of the procedures used by the
Food Safety and Inspection Service
(FSIS) and the Food and Drug
Administration (FDA) for reviewing and
listing the food ingredients and sources
of radiation listed or approved for use
in the production of meat and poultry
products.

DATES: December 30, 2011.
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FOR FURTHER INFORMATION CONTACT:
Victoria Levine, Program Analyst,
Policy Issuance Division, Office of
Policy and Program Development, Food
Safety and Inspection Service, U.S.
Department of Agriculture, Washington,
DC 20250; (202) 720-5627; Fax (202)
690-0486.

SUPPLEMENTARY INFORMATION:
Background

The regulations that are the subject of
these technical amendments were
published on December 23, 1999, in a
final rule titled “Food Ingredients and
Sources of Radiation Listed or
Approved for Use in the Production of
Meat and Poultry Products” (64 FR
72168). Among other things, this final
rule consolidated various existing
regulations on food ingredients and
sources of radiation into a single new
part, 9 CFR part 424, applicable to both
meat and poultry establishments.
Specifically, it combined the separate
listings of food ingredients approved for
use in meat and poultry products
contained in 9 CFR 318.7 and 9 CFR
381.147 into a single table (9 CFR
424.21(c)). FSIS then removed §§318.7
and 381.147 from the meat and poultry
products inspection regulations. The
Agency did not, however, replace all of
the references to §§318.7 and 381.147
contained in the meat and poultry
product inspection regulations with a
reference to §424.21(c), the correct
citation.

As published, the final regulations
contain this error in several locations
and thus needs to be corrected.
Therefore, FSIS is replacing all
references to §§318.7 and 381.147
contained in the meat and poultry
product inspection regulations with a
reference to the correct section,
§424.21(c).

List of Subjects in 9 CFR Parts 303, 317,
319, and 381

Food grades and standards, Food
labeling, Food packaging, Meat
inspection, Poultry products.

Accordingly, 9 CFR parts 303, 317,
319, and 381 are corrected by making
the following correcting amendments:

PART 303—EXEMPTIONS
m 1. The authority citation for part 303

continues to read as follows:

Authority: 21 U.S.C. 601-695; 7 CFR 2.17,
2.55.

m 2.In § 303.1, revise paragraph (b)(1) of
to read as follows:

§303.1 Exemptions.

* * * * *

(b)(1) The exempted custom prepared
products shall be prepared and handled
in accordance with the provisions of
§§318.5, 318.6, 318.10, 381.300 through
318.311 of this subchapter and §424.21
of subchapter E, and shall not be
adulterated as defined in paragraph
1(m) of the Act. The provisions of
§§318.5, 318.6, 318.10, and 318.300
through 318.311 related to inspection or
supervision of specified activities or
other action by an inspection program
employee and the provisions of
§318.6(b)(9) and (10) shall not apply to
the preparation and handling of such

exempted products.
* * * * *

PART 317—LABELING, MARKING
DEVICES, AND CONTAINERS

m 3. The authority citation for part 317
continues to read as follows:

Authority: 21 U.S.C. 601-695; 7 CFR 2.18,
2.53.

m 4.In § 317.2, revise paragraph
(£)(1)(vi)(B) to read as follows:

§317.2 Labels: definition; required
features.
* * * * *

( * *x %

(1) EE

(Vi) R

(B) Such ingredients may be adjusted
in the product formulation without a
change being made in the ingredients
statement on the labeling, provided that
the adjusted amount complies with part
319 of this subchapter and with §424.21
of subchapter E, and does not exceed
the amount shown in the quantifying
statement. Any such adjustments to the
formulation shall be provided to the
inspector-in-charge.
* * * * *

PART 319—DEFINITIONS AND
STANDARDS OF IDENTITY OR
COMPOSITION

m 5. The authority citation for part 319
continues to read as follows:

Authority: 7 U.S.C. 450, 1901-1906; 21
U.S.C. 601-695; 7 CFR 2.18, 2.53.

m 6.In §319.181, revise the second and
third sentences to read as follows:

§319.181 Cheesefurters and similar
products.

* * * They may contain binders and
extenders as provided in § 424.21(c) of
subchapter E. Limits on use as provided
in §424.21 are intended to be exclusive
of the cheese constituent. * * *

m 7.In §319.281, revise the first
sentence of paragraph (b)(9) to read as
follows:

§319.281 Bockwurst.
* * * * *
(b) * % %

(9) Binders and extenders may be
added as provided in §424.21(c) of
subchapter E. * * *

* * * * *

m 8.RIn §319.300, revise the last
sentence to read as follows:

§319.300 Chili con carne.

* * * The mixture may contain
binders and extenders as provided in
§424.21(c) of subchapter E.

m 9.In §319.301, revise the last
sentence to read as follows:

§319.301 Chili con carne with beans.

* * * The mixture may contain
binders and extenders as provided in
§424.21(c) of subchapter E.

m 10.In §319.306, revise the last
sentence to read as follows:

§319.306 Spaghetti with meatballs and
sauce, spaghetti with meat and sauce, and
similar products.

* * * Meatballs may be prepared
with farinaceous material and with
other binders and extenders as provided
in §424.21(c) of subchapter E.

PART 381—POULTRY PRODUCTS
INSPECTION REGULATIONS

m 11. The authority citation for part 381
continues to read as follows:

Authority: 7 U.S.C. 138f, 450; 21 U.S.C.
451-470; 7 CFR 2.7, 2.18, 2.53.

m 12.In § 381.118, revise the first
sentence in paragraph (a)(2)(ii) to read
as follows:

§381.118 Ingredients statement.
* * * * *

(a) * % %

(2) * % %

(ii) Such ingredients may be adjusted
in the product formulation without a
change being made in the ingredients
statement on the labeling, provided that
the adjusted amount complies with
subpart P of this part and §424.21(c) of
subchapter E, and does not exceed the
amount shown in the quantifying

statement. * * *
* * * * *

m 13.In § 381.129, revise paragraph (d)
to read as follows:

§381.129 False or misleading labeling or
containers.

* * * * *

(d) When sodium alginate, calcium
carbonate, lactic acid, and calcium
lactate are used together in a dry
binding matrix in ground or formed
poultry products, as permitted in
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§424.21(c) of subchapter E, there shall
appear on the label contiguous to the
product name a statement to indicate
the use of sodium alginate, calcium
carbonate, lactic acid, and calcium

lactate.
* * * * *

m 14.In § 381.133,revise paragraph
(b)(9)(xviii) to read as follows:

§381.133 Generically approved labeling.
* * * * *

(b) * % %

(9) * % %

(xviii) Changes reflecting a change in
the quantity of an ingredient shown in
the formula without a change in the
order of predominance shown on the
label, provided that the change in the
quantity of ingredients complies with
any minimum or maximum limits for
the use of such ingredients prescribed in
subpart P of this part and § 424.21(c) of
subchapter E;

* * * * *

Done in Washington, DC, on December 23,
2011.

Alfred V. Almanza,

Administrator.

[FR Doc. 2011-33427 Filed 12—-29-11; 8:45 am]
BILLING CODE 3410-DM-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 52

RIN 3150-AI81

[NRC-2010-0131]

AP1000 Design Certification
Amendment

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The U.S. Nuclear Regulatory
Commission (NRC or Commission) is
amending its regulations to certify an
amendment to the AP1000 standard
plant design. The amendment replaces
the combined license (COL) information
items and design acceptance criteria
(DAC) with specific design information,
addresses the effects of the impact of a
large commercial aircraft, incorporates
design improvements, and increases
standardization of the design. This
action is necessary so that applicants or
licensees intending to construct and
operate an AP1000 design may do so by
referencing this regulation (AP1000
design certification rule (DCR)), and
need not demonstrate in their
applications the safety of the certified
design as amended. The applicant for

this amendment to the AP1000 design is
Westinghouse Electric Company, LLC
(Westinghouse).

DATES: The effective date of this rule is
December 30, 2011. The incorporation
by reference of certain material
specified in this regulation is approved
by the Director of the Office of the
Federal Register as of December 30,
2011. The applicability date of this rule
for those entities who receive actual
notice of this rule is the date of receipt
of this rule.

ADDRESSES: You can access publicly
available documents related to this
action (see Section VI. Availability of
Documents) using the following
methods:

e NRC'’s Public Document Room
(PDR): The public may examine and
have copied, for a fee, publicly available
documents at the NRC’s PDR, O1-F21,
One White Flint North, 11555 Rockville
Pike, Rockville, Maryland 20852.

e NRC’s Agencywide Documents
Access and Management System
(ADAMS): Publicly available documents
created or received at the NRC are
available online in the NRC Library at
http://www.nrc.gov/reading-rm/adams.
html. From this page, the public can
gain entry into ADAMS, which provides
text and image files of the NRC’s public
documents. If you do not have access to
ADAMS or if there are problems in
accessing the documents located in
ADAMS, contact the NRC’s PDR
reference staff at 1-(800) 397—4209,
(301) 415—4737, or by email to pdr.
resource@nrc.gov.

e Federal Rulemaking Web site:
Public comments and supporting
materials related to this final rule can be
found at http://www.regulations.gov by
searching on Docket ID NRC-2010—
0131. Address questions and concerns
regarding NRC dockets to Carol
Gallagher; telephone at (301) 492-3668;
email: Carol.Gallagher@nrc.gov.

FOR FURTHER INFORMATION CONTACT: Ms.
Serita Sanders, Office of New Reactors,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555-0001; telephone
at (301) 415—2956; email:
serita.sanders@nrc.gov.

SUPPLEMENTARY INFORMATION:

I. Background
II. Summary of Analysis of Public Comments
on the AP1000 Proposed Rule
A. Overview of Public Comments
B. Description of Key Structures of the
AP1000 Design
C. Significant Public Comments and
Overall NRC Responses
III. Discussion
A. Technical Evaluation of Westinghouse
Amendment to the AP1000 Design
B. Changes to Appendix D

C. Immediate Effectiveness of Final Rule:
Provision of Actual Notice to Southern
Nuclear Operating Company

IV. Section-by-Section Analysis

A. Scope and Contents (Section III)

B. Additional Requirements and
Restrictions (Section IV)

C. Applicable Regulations (Section V)

D. Issue Resolution (Section VI)

E. Processes for Changes and Departures
(Section VIII)

F. Records and Reporting (Section X)

V. Agreement State Compatibility

VI. Availability of Documents

VII. Voluntary Consensus Standards

VIIL Finding of No Significant
Environmental Impact: Availability

IX. Paperwork Reduction Act Statement

X. Regulatory Analysis

XI. Regulatory Flexibility Act Certification

XII. Backfitting and Issue Finality

XIII. Congressional Review Act

I. Background

Title 10 of the Code of Federal
Regulations (10 CFR), Part 52,
“Licenses, Certifications, and Approvals
for Nuclear Power Plants,” Subpart B,
presents the process for obtaining
standard design certifications. Section
52.63, “‘Finality of standard design
certifications,” provides criteria for
determining when the Commission may
amend the certification information for
a previously certified standard design in
response to a request for amendment
from any person.

The NRC originally approved the
AP1000 design certification in a final
rule in 2006 (71 FR 4464; January 27,
2006). The final AP1000 DCR
incorporates by reference Revision 15 of
the design control document (DCD)
(ADAMS Accession No. ML053460400),
which describes the AP1000 certified
design. During its initial certification of
the AP1000 design, the NRC issued a
final safety evaluation report (FSER) for
the AP1000 as NUREG-1793, “Final
Safety Evaluation Report Related to
Certification of the AP1000 Standard
Design,” in September 2004 (ADAMS
Accession No. ML043570339) and
Supplement No. 1 to NUREG-1793
(ADAMS Accession No. ML053410203).

From March 2006 through May 2007,
NuStart Energy Development, LLC
(NuStart) 1 and Westinghouse provided
the NRC with a number of technical
reports (TRs) for pre-application review
of a possible amendment to the
approved AP1000 certified design, in
order to: (1) close specific, generically
applicable COL information items
(information to be supplied by COL

1 The NuStart member companies are:
Constellation Generation Group, LLC, Duke Energy
Corporation, EDF-International North America, Inc.,
Entergy Nuclear, Inc, Exelon Generation Company,
LLGC, Florida Power and Light Company, Progress
Energy, and Southern Company Services, Inc.


http://www.nrc.gov/reading-rm/adams.html
http://www.nrc.gov/reading-rm/adams.html
http://www.regulations.gov
mailto:Carol.Gallagher@nrc.gov
mailto:serita.sanders@nrc.gov
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applicants/holders) in the AP1000
certified standard design; (2) identify
standard design changes resulting from
the AP1000 detailed design efforts; and
(3) provide specific standard design
information in areas or for topics where
the AP1000 DCD was focused on the
design process and acceptance criteria.
TRs typically addressed a topical area
(e.g., redesign of a component, structure
or process) and included the technical
details of a proposed change, design
standards, analyses and justifications as
needed, proposed changes to the DCD,
and Westinghouse’s assessment of the
applicable regulatory criteria (e.g., the
assessment of the criteria in 10 CFR part
52, Appendix D, Section VIII,
“Processes for Changes and
Departures”). The NRC identified issues
associated with the TRs and engaged
Westinghouse in requests for additional
information and meetings during the
pre-application phase to resolve them.

On May 26, 2007, Westinghouse
submitted, via transmittal letter
(ADAMS Accession No. ML071580757),
an application to amend the AP1000
DCR. The application included Revision
16 of the DCD (ADAMS Accession No.
ML071580939). This application was
supplemented by letters dated October
26 (ADAMS Accession No.
ML073120415), November 2 (ADAMS
Accession No. ML073090471), and
December 12, 2007 (ADAMS Accession
No. ML073610541), and January 11
(ADAMS Accession No. ML080150513)
and January 14, 2008 (ADAMS
Accession No. ML080220389). The
application noted, in part, that:

(1) Generic amendments to the design
certification, including additional
design information to resolve DAC and
design-related COL information items,
as well as design information to make
corrections and changes, would result in
further standardization and improved
licensing efficiency for the multiple
COL applications referencing the
AP1000 DCR that were planned for
submittal in late 2007 and early 2008.

(2) Westinghouse, in conjunction with
NusStart, has been preparing TRs since
late 2005. These TRs were developed
with input, review, comment, and other
technical oversight provided by NuStart
members, including the prospective
AP1000 COL applicants. Submittal of
these TRs to the NRC was initiated in
March 2006. The TRs contain
discussion of the technical changes and
supplemental information that is used

to support the detailed information
contained in the DCD.

In Attachment 2 to the May 26, 2007,
application, Westinghouse identified
the criteria of 10 CFR 52.63(a)(1) that
apply to the changes described in each
TR and associated COL information
items, if applicable.

On January 18, 2008, the NRC notified
Westinghouse that it accepted the May
26, 2007, application, as supplemented,
for docketing (Docket No. 52—006) and
published a notice of acceptance
(ADAMS Accession No. ML073600743)
in the Federal Register (73 FR 4926;
January 28, 2008). On September 22,
2008, Westinghouse submitted Revision
17 to the AP1000 DCD. Revision 17
contained changes to the DCD that had
been previously accepted by the NRC in
the course of its review of Revision 16
of the DCD. In addition, Revision 17
proposed changes to DAC in the areas
of piping design (Chapter 3),
instrumentation and control (I&C)
systems (Chapter 7) and human factors
engineering (HFE) (Chapter 18).

The NRC issued guidance on the
finalization of design changes in Interim
Staff Guidance (ISG) DC/COL-ISG-011,
“Finalizing Licensing-basis
Information,” (ADAMS Accession No.
ML092890623), which describes various
categories of design changes that should
not be deferred and those that should be
included in the DCR.

By letter dated January 20, 2010,
Westinghouse submitted a list of design
change packages that would be included
in Revision 18 of the AP1000 DCD
(ADAMS Accession No. ML.100250873).
A number of subsequent submittals
were made by Westinghouse to narrow
the focus of those design changes to the
categories of changes that should not be
deferred, as recommended by DC/COL—
ISG-011.

Revision 18 to the AP1000 DCD
(ADAMS Accession Nos. ML103480059
and ML103480572) was submitted on
December 1, 2010, and contains both
proposed changes previously described
in the design change packages and
changes already accepted by the NRC in
the review process of Revision 17 to the
AP1000 DCD.

In the course of its ongoing review of
the amendment application, the NRC
determined that changes from
information in Revision 15 to the DCD
were needed. In response to NRC
questions, Westinghouse proposed such
changes. Once the NRC was satisfied

with these DCD markups, they were
documented in the advance safety
evaluation report (SER) as confirmatory
items (CIs). The use of CIs is restricted
to cases where the NRC has reviewed
and approved specific DCD proposals.
With the review of Revision 18, the NRC
has confirmed that Westinghouse has
made those changes to the DCD
accepted by the NRC that were not
addressed in Revision 17 to the AP1000
DCD. For the final rule, the NRC has
completed the review of the CIs and
prepared a FSER reflecting that action.
The CIs were closed based upon an
acceptable comparison between the
revised DCD text and the text required
by the CI. As further discussed later,
Revision 19 is the version being
certified in the final rule.

In order to simplify the NRC’s review
of the design change documentation,
and to simplify subsequent review by
the NRC’s Advisory Committee on
Reactor Safeguards (ACRS), the design
changes pursuant to DC/COL-ISG-011
are reviewed in a separate chapter
(Chapter 23) of the FSER. This chapter
indicates which areas of the DCD are
affected by each design change and the
letters from Westinghouse that
submitted them. In some cases, the
NRC’s review of the design changes
reviewed in Chapter 23 may be
incorporated into the chapters of the
FSER where this material would
normally be addressed because of the
relationship between individual design
changes and the review of prior DCD
changes from Revisions 16 and 17 of the
DCD.

The Westinghouse Revision 18 DCD
includes an enclosure providing a cross-
reference to the DCD changes and the
applicable 10 CFR 52.63(a)(1) criteria.
Revision 17 provides a similar cross-
reference within the September 22,
2008, Westinghouse letter for those
changes associated with the revised
DCD. Revision 16, on the other hand,
uses TRs to identify the DCD changes
and lists the corresponding applicable
10 CFR 52.63(a)(1) criteria via
Westinghouse letter, dated May 26, 2007
(Table 1). Revision 19 has a cross-
reference similar to Revisions 17 and 18.

As of the date of this document, the
application for amendment of the
AP1000 design certification has been
referenced in the following COL
applications:

Vogtle, Units 3and 4 ........cceeeiiiiivieniieeeeen,

Bellefonte Nuclear Station, Units 3 and 4 ....
Levy County, Units 1 and 2 .........ccccevveenene
Shearon Harris, Units 2 and 3

Turkey Point, Units 6 and 7 .........ccccevcveeenieeenns

Docket No. 05200025/6
Docket Nos. 05200014/5
Docket Nos. 05200029/30
Docket Nos. 05200022/3
Docket Nos. 05200040/1

73 FR 33118.
73 FR 4923.

73 FR 60726.
73 FR 21995.
74 FR 51621.
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Virgil C. Summer, Units 2 and 3 ..........ccceeeennee.
William States Lee lll, Units 1 and 2 ..................

Docket Nos. 05200027/8
Docket Nos. 05200018/9

73 FR 45793.
73 FR 11156.

II. Summary of Analysis of Public
Comments on the AP1000 Proposed
Rule

A. Overview of Public Comments

The NRC published the proposed rule
amending the AP1000 DCR in the
Federal Register on February 24, 2011
(76 FR 10269). The public comment
period for the proposed rule closed on
May 10, 2011. The NRC received a large
number of comment submissions for the
proposed rule (AP1000 rulemaking)
from members of the public, non-
governmental organizations, and the
nuclear industry. A comment
submission means a communication or
document submitted to the NRC by an
individual or entity, with one or more
distinct comments addressing a subject
or an issue. A comment, on the other
hand, refers to statements made in the
submission addressing a subject or
issue.

The NRC received more than 13,500
comment submissions, which appear to
be variations of two letters with largely
similar content. These comment
submissions also contained
approximately 100 separate comments.
The NRC also received 66 additional
comment submissions containing over
100 comments. Finally, the NRC
received four “‘petitions” to suspend or
terminate this rulemaking, which are
being treated as public comments. The
petitions set forth approximately 39
comments. As stated in the proposed
rule, “Comments received after May 10,
2011 will be considered if it is practical
to do so, but assurance of consideration
of comments received after this date
cannot be given.” The NRC determined
that it was practical to consider
comment submissions received on or
before June 30, 2011. Five of the
comment submissions were received
after the 75-day comment period closed,
and the NRC has addressed these late-
filed comment submissions as part of
this final rule (the numbers above reflect
those late-filed comments, which were
deemed practical to consider). These
late comment submissions consisted of
one petition, two submissions
requesting the NRC to reconsider
comments made during the initial
AP1000 DC rulemaking, and two
submissions with supplemental
information to support suspending this
rulemaking. The NRC also received
several comment submissions after June
30, 2011. The NRC deemed that it was
not practical to consider, in this

rulemaking, comments received after
June 30, 2011 and, therefore, does not
provide responses to those comments.
The NRC has briefly reviewed them to
ensure that they contain no health and
safety matters.

There were several commenters in
favor of completing the AP1000
rulemaking, while some were
unconditionally opposed to completing
the proposed amendment to the AP1000
design. The vast majority of commenters
favored delaying (in some fashion) the
AP1000 amendment rulemaking until
lessons are learned from the Fukushima
Daiichi Nuclear Power Plant
(Fukushima) accident that occurred on
March 11, 2011, and the NRC applies
the lessons learned to U.S. nuclear
power plants, including the AP1000
design.

Before responding to specific
comments based upon the Fukushima
Daiichi Nuclear Power Plant Event, the
NRC is providing this discussion about
the ongoing actions underway in
response to this event. The Commission
created a Near-Term Task Force (NTTF)
to conduct an analysis of the lessons
that can be learned from the event. The
task force was established to conduct a
systematic and methodical review of
NRC processes and regulations to
determine whether the NRC should
make additional improvements to its
regulatory system. The NTTF issued a
report (ADAMS Accession No.
ML111861807) evaluating currently
available technical and operational
information from the event, and
presented a set of recommendations to
the Commission. The task force
concluded that continued operation and
continued licensing activities do not
pose an imminent risk to public health
and safety. Among other
recommendations, the NTTF supports
completing the AP1000 design
certification rulemaking activity without
delay (see pages 71-72 of the report).

In an August 19, 2011, Staff
Requirements Memoranda (SRM)
(ADAMS Accession No. MLL112310021),
the Commission set forth actions related
to the NTTF report together with a
schedule for the conduct of those
actions. Two of those actions have been
completed and are documented in the
following reports: “Recommended
Actions to Be Taken Without Delay from
the Near-Term Task Force Report,”
September 9, 2011 (SECY-11-0124)
(ADAMS Accession No. ML11245A127)
and “‘Prioritization of Recommended

Actions To Be Taken In Response to
Fukushima Lessons Learned,” October
3, 2011 (SECY-11-0137) (ADAMS
Accession No. ML11269A204).

The NTTF recommendations relevant
to the AP1000 design certification are
limited to: Seismic and flooding
protection (Recommendation 2);
mitigation of prolonged station blackout
(Recommendation 4); and enhanced
instrumentation and makeup capability
for spent fuel pools (Recommendation
7). The task force concluded that, by the
nature of its passive design and inherent
72-hour coping capability, the AP1000
design has many of the features and
attributes necessary to address the Task
Force recommendations, and the NRC
concludes that no changes to the
AP1000 DCR are required at this time.
Moreover, even if the Commission
concludes at a later time that some
additional action is needed for the
AP1000, the NRC has ample
opportunity and legal authority to
modify the AP1000 DCR to implement
NRC-required design changes, as well as
to take any necessary action to ensure
that holders of COLs referencing the
AP1000 also make the necessary design
changes.

The NRC organized the comments on
the AP1000 amendment into the
following subject areas: Fukushima-
related, shield building, containment,
severe accident mitigation design
alternative (SAMDA), spent fuel,
environmental, other AP1000 topics,
and general concerns. Some comments
opposed the AP1000 rulemaking until
purported shield building flaws are
corrected. Many comments opposed
completing the AP1000 rulemaking for
reasons outside the scope of this
rulemaking. For example, many
comments opposed the completion of
the AP1000 rulemaking until there is
resolution of high level radioactive
waste storage issues.

Due to the large number of comments
received and the length of the NRC
responses provided, this section of the
statement of considerations (SOC) for
the final rule amending the AP1000
design certification only provides a
summary of the categories of comments
with a general description of the
resolution of those comments. A
detailed description of comments and
the NRC’s response is contained in a
comment response document, which is
available electronically through ADAMS
Accession No. ML113480018.
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B. Description of Key Structures of the
AP1000 Design

This section is provided to help
readers understand the issues and the
NRC'’s responses. The following is a
brief description of the three design
features that were commented on, and a
summary of the design changes that are
being approved by the AP1000
amendment.

Containment

The containment vessel is a single
steel pressure vessel, inside which is
located the reactor vessel with the
nuclear fuel, the steam generators, the
refueling water storage tank, and various
equipment for power generation,
refueling, and emergency response, and
supporting electric power, control, and
communications equipment.

The steel containment building stands
independently inside the shield
building. The containment’s primary
purpose is to retain pressure up to the
maximum ‘“design pressure” should an
accident occur in which the reactor
vessel or associated equipment releases
reactor coolant into the containment
atmosphere. The containment also acts
as the passive safety-grade interface to
the ultimate heat sink.

The primary containment vessel
prevents the uncontrolled release of
radioactivity to the environment. The
AP1000 primary containment consists
of a cylindrical steel shell with
ellipsoidal upper and lower heads. The
steel thickness is increased in the
transition region where the cylindrical
shell enters the foundation concrete to
provide additional margin in
consideration of corrosion.

Safety-related coatings are applied to
both the interior and exterior surfaces of
the containment vessel. These coatings
have several functions. For the exterior
surface, the corrosion-resistant paint or
coating for the containment vessel is
specified to enhance surface wetability
and film formation, as well as for
corrosion protection. Wetability and
film formation are important to the
passive cooling function. For the
interior containment surfaces, the
coatings are designed to remain intact
within the zone-of-influence of any
postulated pipe break (or to result in
settling of any resultant debris) to
facilitate heat transfer to the
containment vessel and for corrosion
protection. Periodic inspections are
required of the containment internal
and external surfaces and of the coatings
on those surfaces.

As the interface to the ultimate heat
sink (the surrounding atmosphere), the
primary containment is an integral

component of the passive containment
cooling system. The exterior of the
containment vessel provides a surface
for evaporative film cooling and works
in conjunction with the natural draft
airflow created by the shield building
baffle and chimney arrangement to
reduce the pressure and temperature of
the containment atmosphere following a
design-basis accident (DBA). The source
of water for the evaporative cooling is
the passive containment cooling water
storage tank, located at the top of the
shield building.

Design changes within the scope of
the amendment with respect to the
containment vessel are certain details
about coatings with respect to long-term
core cooling capability and the
calculated peak accident pressure (from
correction of errors). Other changes
included addition of a vacuum relief
system to provide protection for
external pressure events.

Shield Building

The shield building performs multiple
functions (e.g., to provide a biological
shield to high-energy radiation, to
support the primary containment
cooling water storage tank on the roof,
to shield the steel containment from
high-velocity debris that may be
generated by tornadoes or other natural
phenomena, to protect the containment
from aircraft impact, and to function as
a “chimney” to enhance airflow over
the primary steel containment to remove
heat from the containment and reduce
containment pressure in the event that
post-accident cooling of the
containment would be necessary).
While other designs have included
shield buildings of reinforced concrete,
with the exception of the AP600 design,
they did not perform cooling functions.
The shield building is not intended to
be a pressure retaining structure or to
mitigate the effects of a containment
failure. The shield building construction
is primarily a steel-concrete composite
module wall, with a reinforced concrete
roof and reinforced concrete where the
wall meets the foundation. The wall is
appropriately reinforced and sized
where the composite wall module joins
the reinforced concrete sections and as
appropriate to accommodate seismic
loads and aircraft loads. This design is
new to the amendment; previously the
structure was all reinforced concrete.

The shield building and the
containment are designed with a gap, or
annulus, that ensures that both the
shield building and steel containment
are physically separate, excluding their
foundation, and are considered to be
“freestanding.” In the shield building,
air flows from the environment through

openings in the shield building wall.
The air then flows down along an
interior baffle, turns toward the steel
containment vessel, and then rises
alongside the steel containment vessel
where it absorbs heat. This heated air
naturally rises and is then exhausted
through the chimney located in the
center of the primary containment
cooling water storage tank.

Design changes to the passive
containment cooling system and shield
building principally involve the
redesign of the shield building to a
steel-composite design, with related
changes to air inlet sizing, height of the
building, and gratings above the
chimney opening. Revised safety
analyses were performed to confirm
adequate containment pressure control,
capability of the shield building to
withstand external events (tornado,
seismic), as well as aircraft impact
assessment. The shield building
functions to protect the containment
and facilitate passive containment
cooling were not changed in the current
amendment.

Spent Fuel Pool

The spent fuel pool (SFP) is a safety-
related structure that is housed in the
auxiliary building, which provides
protection from aircraft impact or other
external hazards.

For the first 72 hours after loss of
normal SFP cooling, including response
to a station blackout (SBO) event, the
SFP relies upon the natural heat
capacity of the water in the pool to
absorb the heat from spent fuel
elements, and boil the water in the pool.
Thus, the safety-related means of heat
removal for 72 hours is by heat-up of the
volume of water in the pool and in
safety-related water sources such as the
cask washdown pit. The AP1000 design
(as initially certified) included safety-
related water level indication with
readout and alarm in the main control
room. A nonsafety-related spent fuel
pool cooling system is also installed.
Onsite, protected sources of water are
available for up to 7 days, controlled
from areas away from the pool. During
high heat load conditions in the pool,
two sources of alternating current (ac)
power are required to be available.
Water can be sprayed into the pool from
two nozzle headers on opposite sides of
the pool. A cross-connection also exists
to the residual heat removal system.
Those design features needed to provide
make-up water after 72 hours and up to
7 days, such as the passive containment
cooling water ancillary storage tank, and
ancillary diesel generators, are protected
from external hazards including the
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safe-shutdown earthquake (SSE),
tornado, and flooding.

Design changes within the scope of
the current amendment are the number
of fuel assemblies stored, the rack
designs for new and spent fuel storage,
the criticality analysis for spent fuel in
the pool (including use of boron
material attached to the storage cells),
installation of spray headers, and credit
for additional water sources for pool
makeup.

C. Significant Public Comments and
Overall NRC Responses

Comment: Many comments noted the
NRC staff nonconcurrence on the shield
building design and requested that the
NRC should reconsider the views
expressed in the nonconcurrence.

NRC Response: The NRC disagrees
with these comments. Professional
opinions may vary, and the NRC has
mechanisms in place for making
differing views known.

NRC employees can choose to
exercise the nonconcurrence process as
a way of communicating their views and
ensuring their opinions are heard by
NRC management. The NRC staff
individual who authored the
nonconcurrence used this open process
to express concerns regarding the safety
of the AP1000 shield building design.
The specific concerns and staff response
to the nonconcurrence are publically
available (ADAMS Accession No.
ML103370648).

The NRC concluded that the AP1000
shield building design is safe, meets the
Commission’s regulations, and provides
reasonable assurance that the building
will remain functional under design-
basis loads. The comments did not offer
new information on the matters related
to the nonconcurrence nor did they
include a rationale showing the NRC’s
resolution of the technical matters
raised in the nonconcurrence to be
incorrect. No change was made to the
final rule, DCD, or environmental
assessment (EA) as a result of these
comments.

Comment: One comment noted that
the spent fuel racks’ design in Revision
18 increased the density. The higher
density fuel pools require boron shields
between stored assemblies to reduce the
risk of criticality. The comment stated
that such re-racking introduces potential
partial loss of cooling water, possible
fire of spent fuel assemblies, and release
of large inventories of cesium-137 and
other radionuclides.

NRC Response: The NRC agrees that,
under the proposed amendment of the
AP1000 DCR, the capacity of the spent
fuel pool racks would be increased from
619 to 889 (rather than 884 as asserted

by the comment) fuel assemblies, and
that the increased density of fuel
assemblies being stored in the spent fuel
pool requires the use of boron shields as
part of the amendment.

However, the NRC disagrees with this
comment’s assertion that the increased
capacity and density would introduce
potential loss of cooling water, resulting
in a possible fire of spent fuel
assemblies and large releases of
radionuclides. The comment did not
explain how increased fuel capacity and
concomitant increase in density of the
spent fuel pool would ““introduce”
potential loss of cooling water as
compared with the capacity and density
described in DCD Revision 15. The NRC
does not believe that the increased
capacity and density leads to a new
(previously un-described or
unconsidered) way of losing spent fuel
pool cooling water. The NRC evaluated
the proposed increase in fuel assembly
capacity and density, and the
effectiveness of the Westinghouse-
proposed boron shields to ensure
against re-criticality of the spent fuel
stored in the spent fuel pool. The
AP1000 DCD Revision 18 SFP criticality
analysis was reviewed following the
guidance found in NUREG-0800
Section 9.1.1, Revision 3, “Criticality
Safety of Fresh and Spent Fuel Storage
and Handling,” to ensure that the
applicant is in compliance with the
applicable regulations (General Design
Criterion 62, “Prevention of Criticality
in Fuel Storage and Handling,” and 10
CFR 50.68, “Criticality Accident
Requirements’’). These requirements are
generally performance-based with
limitations on the reactivity values, and
as such, there are no specific physical
design requirements such as minimum
geometric spacing which must be met.
The AP1000 SFP criticality analysis
demonstrates that, with the proposed
storage arrangement of the SFP, the
reactivity requirements are met, and no
regulations are violated. Therefore, the
NRC determined that that the AP1000
spent fuel pool storage arrangement is
acceptable. No change was made to the
rule, the DCD, or the EA as a result of
this comment.

Comment: Several comments stated
that given the recent event at the
Fukushima plant in Japan, the 75-day
comment period is not adequate and
should be extended.

NRC Response: The NRC disagrees
with this comment, and believes that
the 75-day public comment period,
which is consistent with most other
NRC technical rulemakings, is adequate.
The Commission established a NTTF to
review relevant NRC regulatory
requirements, programs, and processes,

and their implementation, and to
recommend whether the agency should
make near-term improvements to its
regulatory system. The public comment
period for the proposed rule on the
AP1000 design certification amendment
closed on May 10, 2011, and the NTTF
issued its report (ML111861807) on July
12, 2011. The NTTF considered the
AP1000 design certification amendment
in its report and noted that it has
passive safety systems. By nature of
their passive designs and inherent 72-
hour coping capability for core,
containment, and spent fuel pool
cooling, the AP1000 designs have many
of the design features and attributes
necessary to address the NTTF
recommendations. The NTTF supports
completing the AP1000 design
certification rulemaking activities
without delay.

The NRC believes that the AP1000
final rulemaking can and should
proceed without extending the public
comment period because: (i) The NRC
has determined that the AP1000 design
certification amendment meets current
regulations; (ii) the NRC will provide an
opportunity for the public to provide
input on NTTF recommendations, and
(iii) if the NRC imposes additional
requirements on the AP1000 design,
existing regulations already define the
process for doing so. No change was
made to the rule, the DCD, or the EA as
a result of this comment.

Comment: One comment questioned
whether the NRC endorsed NQA—1—
1994 for work performed for the AP1000
project, where the NRC documented
that NQA—1-1994 adequately meets the
NRC requirements in the Code of
Federal Regulations, and whether the
Westinghouse’s AP1000 design meets
the requirements of 10 CFR Part 50,
Appendix B.

NRC Response: The NRC has, in
application-specific requests for NRC
approval of quality assurance programs,
approved the use of NQA-1-1994 as an
acceptable method to meet the
requirements of Appendix B to 10 CFR
Part 50. The NRC’s approvals of NQA-
1-1994 have been documented in NRC
SERs on those requests.

The NRC believes that the AP1000
design meets the requirements of 10
CFR Part 50, Appendix B. By letter
dated February 23, 1996 (ADAMS
Accession No. ML11280A309), the NRC
issued a safety evaluation report
approving Revision 1 of the
Westinghouse Quality Systems Manual
(Westinghouse Quality Assurance (QA)
Manual). The Westinghouse QA Manual
is based upon the guidance in NQA-1-
1994. The NRC found that the
Westinghouse QA Manual meets all the
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requirements of Appendix B. In
addition, the NRC concluded in its
FSER for the amendment that Revision
5 of the Westinghouse Quality Systems
Manual, as described in the AP1000
Design Control Document, Revision 17,
meets the criteria of Appendix B with
respect to AP1000 quality assurance. No
change was made to the final rule, the
DCD, or the EA as a result of this
comment.

Comment: Several comments claimed
the containment design was flawed
because the containment cooling
method includes convective air flow
and because the steel containment could
be subject to corrosion. As a result, they
state that Westinghouse has not
satisfactorily proved that the thin steel
containment shell over the reactor
would be effective during severe
accidents.

NRC Response: The NRC considers
these comments to be outside the scope
of the rulemaking amending the AP1000
DCR. These features of the AP1000
design that demonstrate that the
containment shell would be effective
during severe accident conditions, as
well as resistant to corrosion have
already been certified with Revision 15.
The proposed amendment to the
AP1000 design does not propose any
modification to these features and,
therefore, the comment is outside the
scope of this rulemaking.

The NRC considers a single metal
containment vessel to be acceptable if it
meets the requirements of the American
Society of Mechanical Engineers
(ASME) Boiler and Pressure Vessel
Code, Section III, Subsection NE. This
part of the ASME Code contains
requirements for the material, design,
fabrication, examination, inspection,
testing, and overpressure protection of
metal containment vessels. Many such
vessels are in use at operating nuclear
power plants. The AP1000 containment
is designed to meet ASME requirements
for a pressure of 6.9 kPa (59 psi) and a
temperature of 149 degrees C (300
degrees F). Its thickness includes an
allowance for corrosion that may occur
over the 60-year design life of the plant.

The AP1000 containment building
has an additional function—transferring
heat from containment to the
atmosphere. The staff has reviewed the
applicant’s analysis, which shows that
the containment building and the shield
building, working as a system, would
transfer heat to the atmosphere during
severe accidents as well as design-basis
earthquakes. Experiments were
conducted to demonstrate that these
predictions are based upon physical
phenomena that can be relied upon to
work even when there is no ac power.

In short, Westinghouse has
demonstrated that the containment
building is robust and will perform its
safety functions effectively if a severe
accident occurs at an AP1000 plant.

The commenters did not offer any
basis for Westinghouse to revise its
design or for the NRC to revise its
evaluation. No change was made to the
final rule, the DCD, or the EA as a result
of these comments.

Comment: Many comments stated that
Westinghouse has not proven that the
reactor could be properly cooled in
conditions similar to those at
Fukushima.

NRC Response: The NRC considers
these comments to be outside the scope
of the rulemaking amending the AP1000
DCR. The Fukushima event involved an
extended SBO (loss of offsite and onsite
ac power). Westinghouse has shown
that the AP1000 includes design
features that keep the reactor properly
cooled under these conditions. The
features of the AP1000 design ensuring
that the reactor can be properly cooled
in an extended SBO are already part of
the certified design for the AP1000, and
are not being changed or modified by
this final rule amending the AP1000
design. Therefore, these comments are
out of scope for this rulemaking.

In addition, even if these comments
are assumed to be within the scope of
the rulemaking, the NRC disagrees with
the comment. If a severe accident
occurs, seriously damaging the core, the
AP1000 containment can be adequately
cooled for 3 days—even if a loss-of-
coolant accident (LOCA) occurred and
without any ac power—because the
AP1000 containment is cooled by
gravity-fed water from a tank located at
the top of the containment. After 3 days
with no ac power, only a small
“ancillary” generator is needed. This
generator is used to power a small pump
that re-fills the tank that supplies water
to the outside surface of the
containment. The generator could be
brought to the site; however, in an
AP1000 design, two such generators are
installed in a seismically qualified
structure (along with fuel and
supporting equipment). After 1 week,
the containment can be cooled
indefinitely as long as fuel for at least
one ancillary generator is provided and
there is water to replenish the water
tank above the shield building, as
discussed in the DCD.

These comments did not present any
basis that would support an NRC
determination that the AP1000 design is
deficient in this regard. No change was
made to the final rule, the DCD, or the
EA as a result of these comments.

Comment: Some comments stated that
there are significant unresolved
technical issues related to Revision 19
changes and that the NRC has not fully
disclosed its analysis of these
weaknesses, and the existence of such
weaknesses is evidenced by the
concerns identified by Dr. Susan
Sterrett, Mr. Arnie Gundersen of
Fairewinds Associates, and Dr. John Ma.

NRC Response: The NRC disagrees
with this comment. As discussed in
more detail in the comment response
document, the NRC concludes these
issues were either resolved as part of the
initial AP1000 rulemaking, or are
resolved as part of this rulemaking.
Elsewhere in this notice, NRC discusses
the Revision 19 changes and
summarizes the response to the other
technical issues.

Comment: Many comments expressed
views that nuclear power plants are too
expensive or too dangerous, or that
alternative energy sources should be
pursued.

NRC Response: The NRC considers
these comments to be outside the scope
of the rulemaking amendment the
AP1000 DCR. The NRC has concluded
that the AP1000 design meets its
regulatory requirements, and the
comments do not offer any basis that
this is not supported. Other issues about
expense or alternative energy sources
are outside the scope of the rulemaking
amending the AP1000 DCR. A design
certification rule is not an NRC license
or authorization for construction or
operation. No change was made to the
final rule, the DCD, or the EA as a result
of these comments.

Comment: Many comments expressed
concerns about nuclear waste.

NRC Response: These comments
address matters that are outside the
scope of the rulemaking amending the
AP1000 DCR. These comments do not
address whether the AP1000 design
changes, as reflected in the amendment
application and evaluated in the NRC’s
SER and EA, meet the applicable NRC
requirements. No change was made to
the final rule, the DCD, or the EA as a
result of these comments.

III. Discussion

A. Technical Evaluation of
Westinghouse Amendment to the
AP1000 Design

Westinghouse’s request to amend the
AP1000 design contained several classes
of changes. Each class is discussed
below:

Editorial Changes

Westinghouse requested changes to
the AP1000 DCD to correct spelling,
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punctuation, grammar, designations,
and references. None of these changes
make substantive changes to the
certified design, and NUREG-1793,
“Final Safety Evaluation Report Related
to Certification of the AP1000 Standard
Design,” Supplement 2 (SER) does not
address these changes.

Changes To Address Consistency and
Uniformity

Westinghouse requested changes to
the currently-approved AP1000 DCD
(Revision 15) to achieve consistency and
uniformity in the description of the
certified design throughout the DCD.
For example, a change to the type of
reactor coolant pump (RCP) motor is
evaluated in Chapter 5 of the SER on the
application for the AP1000 amendment;
Westinghouse requested that wherever
this RCP motor is described in the DCD,
the new description of the changed
motor be used. The NRC reviewed the
proposed change (to be used
consistently throughout the DCD) to
ensure that the proposed changes
needed for uniformity and consistency
are technically acceptable and do not
adversely affect the previously approved
design description. The NRC’s bases for
approval of these changes are set forth
in the SER for the AP1000 amendment.

Substantive Technical Changes to the
AP1000 Design (other than those needed
for compliance with the AIA rule)

Among the many technical changes to
the currently-approved DCD Revision 15
that are proposed by Westinghouse for
inclusion in Revision 19 of the AP1000
DCD, the NRC selected 15 substantive
changes for specific discussion in this
final rule document, based on their
safety significance:

¢ Removal of HFE DAC from the
DCD.

¢ Change to I&C DAC and
Inspections, Tests, Analyses, and
Acceptance Criteria (ITAACGCs).

e Minimization of Contamination.

e Extension of Seismic Spectra to Soil
Sites and Changes to Stability and
Uniformity of Subsurface Materials and
Foundations.

¢ Long-Term Cooling.

¢ Control Room Emergency
Habitability System.

¢ Changes to the Component Cooling
Water System (CCWS).

e Changes to I&C Systems.

e Changes to the Passive Core Cooling
System (PCCS)—Gas Intrusion.

¢ Integrated Head Package (IHP)—Use
of the QuickLoc Mechanism.

¢ Reactor Coolant Pump Design.

e Reactor Pressure Vessel (RPV)
Support System.

e SFP Decay Heat Analysis and
Associated Design Changes.

o Spent Fuel Rack Design and
Criticality Analysis.

e Vacuum Relief System.

The NRC evaluated each of the
proposed changes and concluded that
they are acceptable. The NRC’s bases for
approval of these changes are set forth
in the FSER for the AP1000 amendment
and are summarized in Section XII,
“Backfitting and Issue Finality,” of this
document, as part of the discussion as
to how each of the 15 changes satisfy
the criteria in 10 CFR 52.63(a).

Changes To Address Compliance With
the AIA Rule

Westinghouse requested changes to
the AP1000 design in order to comply
with the requirements of the AIA rule,
10 CFR 50.150. The NRC confirmed that
Westinghouse has adequately described
key AIA design features and functional
capabilities in accordance with the AIA
rule and conducted an assessment
reasonably formulated to identify design
features and functional capabilities to
show, with reduced use of operator
action, that the facility can withstand
the effects of an aircraft impact. In
addition, the NRC determined that there
will be no adverse impacts from
complying with the requirements for
consideration of aircraft impacts on
conclusions reached by the NRC in its
review of the original AP1000 design
certification. The NRC’s bases for
approval of these changes are set forth
in the FSER for the AP1000 amendment.
As a result of these changes, the AP1000
design will achieve the Commission’s
objectives of enhanced public health
and safety and enhanced common
defense and security through
improvement of the facility’s inherent
robustness to the impact of a large
commercial aircraft at the design stage.

AP1000 Design Control Document
Changes Since Revision 18

Introduction

The NRC staff’s (staff’s) review of DCD
Revision 18 (ADAMS Accession No.
ML103260072) identified a few areas
where the DCD wording should be
revised for clarity, to resolve internal
inconsistencies, or to provide updated
versions of referenced technical reports.
In addition, three technical issues were
noted: a load combination for the shield
building, the method used to evaluate
tank sloshing, and containment peak
pressure analysis error correction. As a
result of these activities, Westinghouse
submitted Revision 19 of the DCD on
June 13, 2011 (ADAMS Accession No.
ML11171A315), and this is the version
of the DCD that is being certified by this
final rule. The NRC has determined that

none of the changes from Revision 18 to
Revision 19 of the DCD require an
additional opportunity for public
comment. These changes, which are
organized into five subject areas, are
discussed below.

The NRC has also determined, in its
review of Revision 19, that three of the
five subject areas must be identified as
Tier 2* matters in the Section VIII of the
final rule. The NRC has determined that
none of the three new Tier 2*
designations in Section VIII.B.6 of the
rule require an additional opportunity
for public comment. The bases for the
NRC'’s determinations are set forth
below.

DCD Structural Design Information and
Shield Building Tier 2* Information

Revision 18 of the DCD moved some
design details regarding structures,
including the shield building, from
supporting Westinghouse documents
into the DCD itself. Some of the details
were marked as Tier 2*, based upon
initial NRC staff comments. For
example, information about
penetrations was brought out of TR-9
into the DCD, and the shield building
structural description was added to
Section 3.8.4 in Revision 18.

The advanced final safety evaluation
report (AFSER) included a confirmatory
item to verify that the DCD
appropriately reflected all necessary
details regarding the structural design
and shield building, and clearly showed
which design details were to be Tier 2*
(see AFSER Section 3.8.4 under ADAMS
Accession No. ML103430502). The staff
was able to close the confirmatory item
after Westinghouse submitted Revision
19 of the DCD by verifying the
appropriate structural details were in
the DCD and the design details were
identified as Tier 2*. These DCD
revisions enhanced the description of
the design and were not a result of
changes to the design itself.
Westinghouse report GLR-603,
submitted on March 28, 2011 (ADAMS
Accession No. ML110910541), was the
nonproprietary version of the report that
presented shield building information to
be made Tier 2*, in addition to the DCD
information separately added to Section
3.8 and Appendix 3H. The scope of the
report was materials, connection details,
and tie bar spacing.

Use of steel composite modules was
the heart of the revised shield building
design, including the NRC’s
determination that existing consensus
standards are not techinically applicable
in all respects to the analysis for such
modules. This was a key factor in the
NRC conclusion that design details
about the shield building are Tier 2* so
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that any future changes to that
information by the COL would receive
prior staff review and approval. The
staff considered the existing rule
language as it relates to Tier 2*
designation for structural information.
For example, the existing rule includes
use of ACI-349, definition of critical
locations and thicknesses, nuclear
island structural dimensions, and
design summary of critical sections.
Some of the critical sections are within
the shield building, and ACI-349 was
part of the design criteria. However, the
staff concluded, during the course of
final rule preparation, that the rule
would be more clear if the use of steel
composite module details that are
designated in the DCD as Tier 2* was
explicitly stated in the final rule (at
Section VIIL.B.6.c) and requested that
Westinghouse designate this
information at Tier 2* in Revision 19 of
the DCD. Westinghouse included this
change in Revision 19. As a result of the
Tier 2* markings, a conforming change
is being made to the final rule language
to Section VIIL.B.6.c about the categories
of Tier 2* information that would expire
at fuel load.

The NRC does not believe that the
DCD changes or the designation of this
information as Tier 2* in the final rule
require re-noticing. The material was
publicly available in referenced reports,
the staff’s intention that the composite
steel module design be designated Tier
2* was clear at the time of the public
comment period, and there were no
comments regarding the extent of Tier
2* inclusion in Revision 18.

Implementation of Revision 18
Commitments for the Shield Building

Load Combinations for Shield Building

In the NRC staff’s follow-up to an
apparent editorial error in a table in the
Westinghouse shield building report,
the staff determined that Westinghouse
had not documented in its calculations
the numerical combination of the loads
for external temperature conditions
(minus 40 degrees F) and a safe-
shutdown earthquake (SSE). On April
12, 2011, the staff requested
Westinghouse to document in the shield
building report the numerical
combination of loads for extreme
ambient thermal loads and SSE loads, as
specified in DCD Table 3.8.4—1 for steel
structures and Table 3.8.4-2 for
concrete structures. See meeting
summary dated May 17, 2011 (ADAMS
Accession No. ML111440298). By letter
dated June 15, 2011, Westinghouse
responded to this request (ADAMS
Accession No. ML111950098), and
concluded that the current design is

acceptable when the load combinations
are explicitly analyzed. The analysis
results are discussed in detail in
Revision 4 of the shield building report.
Changes were made to the DCD to
reflect the results of this load
combination analysis, but the changes
did not involve any changes to the
methodology or the design of the shield
building. The specific DCD changes
were the addition of Section 3.8.4.5.5 to
discuss the load combination analysis,
and updating of tables of results in
Appendix 3H. No change to the
language of the AP1000 DCR in 10 CFR
part 52, Appendix D was made as a
result of the DCD changes.

The NRC does not believe these DCD
changes require re-noticing because
Revision 18 of the DCD stated that the
design would be verified using the
required load combinations, and these
load combinations had previously been
approved by the NRC for use in AP1000
analyses similar to those for the shield
building elements requiring reanalysis.
There was no change to the
methodology or the actual design of the
shield building was needed, and there
was no change to the language of the
AP1000 DCR. The also NRC notes that
the June 16, 2011 “petition” (filed by
John Runkle) that requested the NRC
terminate the rulemaking specifically
raised the three technical issues in
Revision 19, including the load
combination topic.

Passive Containment Cooling Water
Storage Tank

During the analysis of the thermal
plus earthquake load combination for
the passive containment cooling water
storage tank (located on top of the shield
building), Westinghouse determined
that it had not performed an analysis of
hydrodynamic loads using an
equivalent static analysis as stated in
Westinghouse’s response (ADAMS
Accession No. ML102650098) to an
action item from the NRC’s shield
building report review (documented in
AFSER Chapter 3, ADAMS Accession
No. ML103430502). Instead, the analysis
had been done by response spectrum
analysis. Both the equivalent static
method and the response spectrum
method had previously been approved
by the NRC for use in the AP1000
design for structural analyses as
described in Revision 18 of the DCD.
This issue was discussed in a May 17,
2011, public meeting (see meeting
summary dated May 26, 2011 (ADAMS
Accession No. ML111430775)). In
response, Westinghouse performed the
analysis with the equivalent static
method and presented the results in the
revised shield building report and in

DCD Revision 19 as follows. The use of
the equivalent static method for the tank
is discussed in Section 3.7 and
Appendix 3G, and a table and figure
were added to Appendix 3H. The
revised shield building report included
the results of the load combination for
the containment cooling water storage
tank using the equivalent static
analytical method, which demonstrated
that the design remained adequate when
evaluated using the equivalent static
analytical method. No change to the
language of the AP1000 DCR in 10 CFR
Part 52, Appendix D was made as a
result of the DCD changes.

The NRC does not believe these DCD
changes require renoticing. Revision 18
of the DCD stated that the design would
be verified through the use of the
equivalent static method, and that
method had been previously approved
by the NRC for AP1000 analyses
equivalent to that peformed for the
containment cooling water tank. No
change to the actual design of the tank
was needed, and there was no change to
the language of the AP1000 DCR. The
NRC also notes that one of the petitions
(dated June 16, 2011) that the NRC is
responding to in the comment response
document specifically raised this issue
and the NRC has provided an answer
similar to that described above.

Debris Limits

In its December 20, 2010, letter on
long-term core cooling (ADAMS
Accession No. ML103410348), the
ACRS concluded that the regulatory
requirements for long-term core cooling
for design-basis accidents have been
adequately met, based on cleanliness
requirements specified in the
amendment. In particular, the amount of
latent debris that might be present in the
containment is an important parameter.
The ACRS further stated that any future
proposed relaxation of the cleanliness
requirements will require substantial
additional data and analysis. In their
January 24, 2011, (ADAMS Accession
No. ML110170006) report on the Vogtle
COL application, which references the
AP1000 design, the ACRS
recommended that the containment
interior cleanliness limits on latent
debris should be included in the
Technical Specifications (TSs) for the
Vogtle plant.

In a letter dated February 23, 2011
(ADAMS Accession No. ML110590455),
Westinghouse proposed DCD markups
to designate information in Section 6.3
including debris sources such as latent
debris (and the amount of fiber) as Tier
2*. Revision 19 of the DCD includes
changes to mark selected information as
Tier 2*.
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The NRC made a conforming change
to the final rule language to provide a
new item as Section VIII.B.6.b(7),
“Screen design criteria,” for this new
type of Tier 2* information. The NRC
believes that inclusion of debris limits
in the AP1000 DCD as Tier 2*
information, rather than including such
limits in each plant referencing the
AP1000, represents a better regulatory
approach for achieving the intent of the
ACRS. Inclusion of debris limits in the
AP1000 and its designation as Tier 2*
would ensure that there is consistency
across all referencing plants with repect
to debris control, and ensures NRC
regulatory control of any future
relaxations of the limits, as discussed in
the staff’s March 3, 2011, response to
the ACRS (ADAMS Accession No.
ML110350198).

The NRC does not believe that this
change to the DCD marking or to the
final rule language requires renoticing
because the ACRS letter, the staff
response, and the Westinghouse letter,
were all publicly available during the
comment period, and the public had a
fair opportunity to comment on this
matter. In this regard, the staff notes that
the April 6, 2011, “petition” (filed by
John Runkle) that requested the NRC to
suspend the AP1000 amendment
rulemaking, included discussion about
this topic with specific reference to the
ACRS letter (ADAMS Accession No.
ML11108A077). Numerous other
comment submissions pointed to this
petition as part of their comments. This
lends support to the NRC’s view that the
public had adequate notice and an
opportunity to comment on this matter.
In addition, the inclusion of debris
limits as Tier 2* represents a new
limitation, not present in the prior
revisions of the AP1000 DCD, which
will require a referencing COL holder to
use debris limits as specified in the
AP1000 DCD. Given that the designation
of the debris limits as Tier 2* represents
a new restriction agreed to by
Westinghouse, a matter on which the
NRC received public comment, the staff
does not believe that an additional
opportunity for public comment need be
provided on the inclusion of debris
limits in Revision 19 of the DCD and the
designation of those limits as Tier 2*.

Heat Sinks and Containment Pressure
Analysis

In its December 13, 2010, letter on the
AP1000 design certification, the ACRS
identified an error in the previously
certified Revision 15 of the DCD
(ADAMS Accession No. ML.103410351)
concerning the containment cooling
analysis. The error affected the time at
which steady-state film coverage is

achieved on the exterior of the
containment vessel. In a February 5,
2011, letter, the NRC staff agreed with
the ACRS, and indicated that
Westinghouse agreed that the error
existed and should be corrected. The
letter also indicated that the NRC staff
would monitor Westinghouse’s
corrective actions and review any
needed revisions to the DCD (ADAMS
Accession No. ML103560411).

In the course of correcting the steady-
state film coverage error, after the
proposed rule was published,
Westinghouse identified other errors
and modeling updates in supporting
analyses that affected the calculated
post-accident peak containment
pressure (the highest peak pressure in
the event of a large break loss-of-coolant
accident). The net impact of correcting
the steady-state film error and the
subsequent Westinghouse-identified
errors and modeling updates was an
increase in calculated peak containment
pressure from 57.8 psig to 59.2 psig,
which would have exceeded the 59 psig
post-accident peak containment
pressure acceptance criterion in the
existing AP1000 DCR.

Therefore, as part of the revised
analysis to account for all the identified
errors, Westinghouse relied upon a
limited number of existing structural
elements (gratings) within the
containment as heat sinks, in order to
remain within the 59 psig post-accident
peak containment pressure acceptance
criterion. Westinghouse’s revised
analysis used the NRC-approved
methodology in the existing AP1000
DCR containment pressure calculation,
and the method for crediting heat sink
capacity as described in Westinghouse
documents WCAP-15846 (proprietary)
and WCAP-15862 (nonproprietary)
“WGOTHIC Application to AP600 and
AP1000,” Revision 1, March 2004,
which are incorporated by reference in
the previously certified Revision 15 of
the DCD. In addition, the Westinghouse-
revised analysis used the NRC-approved
59 psig post-accident peak containment
pressure acceptance criterion in the
existing AP1000 DCD, Revision 15.

The staff safety evaluation of the
Westinghouse revised analysis is
included in Sections 23.X and 23.Y of
the FSER (ADAMS Accession No.
ML112061231). Table 6.2.1.1-10 of
Revision 19 of the DCD includes the
credited elements. The ACRS reviewed
the Westinghouse corrections, and
agreed that Westinghouse’s revised
analysis continues to demonstrate that
the containment will be able to
withstand the post-accident peak
containment pressure (ADAMS
Accession No. ML11256A180), and that

the reevaluated pressure is based on a
sufficiently conservative methodology.
The final AP1000 rule language
designates this “heat sink data for
containment analysis” by adding it as a
new Tier 2* item in Section
VIII.B.6.b(8). The NRC decided to
control any future changes to the
credited elements by designating the
material as Tier 2* because the geometry
and location of the heat sinks could
impact their effectiveness.

The NRC does not believe that the
revisions to Table 6.2.1.1-10 of Revision
19 of the DCD require renoticing for
several reasons. The gratings to be
credited as heat sinks were already part
of the approved AP1000 design and
were not part of the proposed
amendment to the AP1000 DCR
described design. Thus, the actual DCD
did not involve any new design
elements being added. The use of heat
sinks as part of the containment
pressure calculation and the method for
crediting heat sink capacity were
described in the DCD Revision 15. The
criterion for evaluating the acceptability
of the change continues to be the
calculated post-accident peak
containment pressure of 59 psig.
Therefore, the revised Westinghouse
analysis did not involve the use of any
previously unapproved design
methodologies or acceptance criteria;
the methodology used and the
acceptance criterion (59 psig post-
accident peak containment pressure) is
in the already-approved AP1000 DCR.
Finally, crediting of the gratings as heat
sinks in the revised analysis did not
introduce any new safety issues not
previously addressed. Therefore, the
NRC does not believe that opportunity
for public comment need be provided
on the rule language change.

The NRC does not believe that the
designation of the heat sink as Tier 2*
requires renoticing. As discussed above,
the Tier 2* change is a direct result of
the Westinghouse revised analysis that
does not warrant an additional
opportunity for public comment. The
designation of this information as Tier
2* adds a new limitation, not present in
the prior revisions of the AP1000 DCD,
which limits a referencing combined
license applicant/holder to alter the heat
sink information for the grating and all
other heat sinks credited in the
containment peak pressure analysis.
Given that the designation of the heat
sink information as Tier 2* represents a
new restriction agreed to by
Westinghouse, the staff does not believe
that opportunity for public comment
need be provided on the Westinghouse
revised analysis and the designation of
the heat sink information as Tier 2*.
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B. Changes to Appendix D

1. Scope and Contents (Section III)

The purpose of Section Il is to
describe and define the scope and
contents of this design certification and
to set forth how documentation
discrepancies or inconsistencies are to
be resolved. Paragraph A is the required
statement of the Office of the Federal
Register (OFR) for approval of the
incorporation by reference of Tier 1,
Tier 2, and the generic TSs into this
appendix. The NRC is updating the
revision number of the DCD that is
incorporated by reference to the revision
Westinghouse provided to the NRC in
its application for amendment to this
DCR. In this final rule, the revision of
the DCD that is incorporated by
reference is Revision 19.

The effect of this incorporation by
reference is that the incorporated
material has the same legal status as if
it were published in the Federal
Register and in NRC’s regulations at 10
CFR part 52. This material, like any
other properly issued regulation, has the
force and effect of law. The AP1000
DCD was prepared to meet the technical
information contents of application
requirements for design certifications
under 10 CFR 52.47(a) and the
requirements of the OFR for
incorporation by reference under 1 CFR
part 51. One requirement of the OFR for
incorporation by reference is that the
applicant for the design certification (or
amendment to the design certification)
makes the generic DCD available upon
request after the final rule becomes
effective. Therefore, paragraph A
identifies a Westinghouse representative
to be contacted to obtain a copy of the
AP1000 DCD.

The AP1000 DCD is electronically
accessible under ADAMS Accession No.
ML11171A500, at the OFR, and at
www.regulations.gov by searching under
Docket ID NRC-2010-0131. Copies of
the generic DCD are also available at the
NRC’s PDR. Questions concerning the
accuracy of information in an
application that references Appendix D
will be resolved by checking the master
copy of the generic DCD in ADAMS. If
a generic change (rulemaking) is made
to the DCD by the revision process
provided in Section VIII of Appendix D,
then, at the completion of the
rulemaking process, the NRC would
request approval of the Director, OFR,
for the revised incorporation by
reference and revise its copies of the
generic DCD, provide a revised copy to
the OFR, and notify the design
certification applicant to change its
copy. The Commission requires that the
design certification applicant maintain

an up-to-date copy of the master DCD
under Section X.A.1 of Appendix D
because it is likely that most applicants
intending to reference the standard
design will obtain the generic DCD from
the design certification applicant. Plant-
specific changes to and departures from
the generic DCD will be maintained by
the applicant or licensee that references
Appendix D in a plant-specific DCD
under Section X.A.2 of Appendix D.
The NRC is also making a change to
paragraph D. Paragraph D establishes
the generic DCD as the controlling
document in the event of an
inconsistency between the DCD and the
design certification application or the
FSER for the certified standard design.
The revision renumbers paragraph D as
paragraph D.1, clarifies this requirement
as applying to the initial design
certification, and adds a similar
paragraph D.2 to indicate that this is
also the case for an inconsistency
between the generic DCD and the
amendment application and the NRC’s
associated FSER for the amendment.

2. Additional Requirements and
Restrictions (Section IV)

Section IV of this appendix sets forth
additional requirements and restrictions
imposed upon an applicant who
references this appendix. Paragraph A
sets forth the information requirements
for these applicants. Paragraph A.3
requires the applicant to physically
include, not simply reference, the
proprietary information (PI) and
safeguards information (SGI) referenced
in the AP1000 DCD, or its equivalent, to
ensure that the applicant has actual
notice of these requirements. The NRC
revised paragraph A.3 to indicate that a
COL applicant must include, in the
plant-specific DCD, the sensitive
unclassified non-safeguards information
(SUNSI) (including PI) and SGI
referenced in AP1000 DCD. This
revision addresses a wider class of
information (SUNSI) to be included in
the plant-specific DCD, rather than
limiting the required information to PI.
The requirement to include SGI in the
plant-specific DCD would not change.

The NRC also added a new paragraph
A.4 to indicate requirements that must
be met in cases where the COL
applicant is not using the entity that
was the original applicant for the design
certification (or amendment) to supply
the design for the applicant’s use.
Paragraph A.4 requires that a COL
applicant referencing Appendix D to 10
CFR Part 52 include, as part of its
application, a demonstration that an
entity other than Westinghouse is
qualified to supply the AP1000 certified
design unless Westinghouse supplies

the design for the applicant’s use. In
cases where a COL applicant is not
using Westinghouse to supply the
AP1000 certified design, this
information is necessary to support any
NRC finding under 10 CFR 52.73(a) that
the entity is qualified to supply the
certified design.

3. Applicable Regulations (Section V)

The purpose of Section V is to specify
the regulations applicable and in effect
when the design certification is
approved (i.e., as of the date specified in
paragraph A, which is the date of
publication of this rule in the Federal
Register). The NRC is redesignating
paragraph A as paragraph A.1 to
indicate that this paragraph applies to
that portion of the design that was
certified under the initial design
certification. The NRC is further adding
a new paragraph A.2, similar to
paragraph A.1, to indicate the
regulations that would apply to that
portion of the design within the scope
of this amendment, as approved by the
Commission and signed by the Secretary
of the Commission.

4. Issue Resolution (Section VI)

The purpose of Section VI is to
identify the scope of issues that were
resolved by the Commission in the
original certification rulemaking and,
therefore, are “matters resolved”” within
the meaning and intent of 10 CFR
52.63(a)(5).

Paragraph B presents the scope of
issues that may not be challenged as a
matter of right in subsequent
proceedings and describes the categories
of information for which there is issue
resolution. Paragraph B.1 provides that
all nuclear safety issues arising from the
Atomic Energy Act of 1954 (the Act), as
amended, that are associated with the
information in the NRC’s FSER related
to certification of the AP1000 standard
design (ADAMS Accession No.
ML112061231) and the Tier 1 and Tier
2 information and the rulemaking
record for Appendix D to 10 CFR part
52, are resolved within the meaning of
10 CFR 52.63(a)(5). These issues include
the information referenced in the DCD
that are requirements (i.e., “secondary
references”), as well as all issues arising
from PI and SGI, which are intended to
be requirements. Paragraph B.2 provides
for issue preclusion of PI and SGI.

The NRC revised paragraph B.1 to
extend issue resolution to the
information contained in the NRC'’s
FSER (Supplement No. 2), Appendix 1B
of Revision 19 of the generic DCD, and
the rulemaking record for this
amendment. In addition, the NRC
revised paragraph B.2 to extend issue
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resolution to the broader category of
SUNSI, including PI, referenced in the
generic DCD.

The NRC also revised paragraph B.7,
which identifies as resolved all
environmental issues concerning severe
accident mitigation design alternatives
(SAMDAS) arising under the National
Environmental Policy Act of 1969
(NEPA) associated with the information
in the NRC'’s final EA for the AP1000
design and Appendix 1B of the generic
DCD (Revision 15) for plants referencing
Appendix D to 10 CFR part 52 whose
site parameters are within those
specified in the SAMDA evaluation. The
NRC revised this paragraph to identify
all resolved environmental issues
concerning SAMDA associated with the
information in the NRC’s final EA for
this amendment and Appendix 1B of
Revision 19 of the generic DCD for
plants referencing Appendix D to 10
CFR part 52 whose site parameters are
within those specified in the SAMDA
evaluation.

Finally, the NRC is revising paragraph
E, which provides the procedure for an
interested member of the public to
obtain access to SUNSI (including PI)
and SGI for the AP1000 design in order
to request and participate in
proceedings, as identified in paragraph
B, involving licenses and applications
that reference Appendix D to 10 CFR
part 52. The NRC is replacing the
current information in this paragraph
with a statement that the NRC will
specify at an appropriate time the
procedure for interested persons to
review SGI or SUNSI (including PI) for
the purpose of participating in the
hearing required by 10 CFR 52.85, the
hearing provided under 10 CFR 52.103,
or in any other proceeding relating to
Appendix D to 10 CFR part 52 in which
interested persons have a right to
request an adjudicatory hearing. The
NRC will follow its current practice of
establishing the procedures by order
when the notice of hearing is published
in the Federal Register (e.g., Florida
Power and Light Co., Combined License
Application for the Turkey Point Units
6 and 7, Notice of Hearing, Opportunity
To Petition for Leave To Intervene and
Associated Order Imposing Procedures
for Access to Sensitive Unclassified
Non-Safeguards Information and
Safeguards Information for Contention
Preparation (75 FR 34777; June 18,
2010); Notice of Receipt of Application
for License; Notice of Consideration of
Issuance of License; Notice of Hearing
and Commission Order and Order
Imposing Procedures for Access to
Sensitive Unclassified Non-Safeguards
Information and Safeguards Information
for Contention Preparation; In the

Matter of AREVA Enrichment Services,
LLC (Eagle Rock Enrichment Facility)
(74 FR 38052; July 30, 2009)).

In the four currently approved design
certifications (10 CFR part 52,
Appendices A through D), paragraph E
presents specific directions on how to
obtain access to PI and SGI on the
design certification in connection with
a license application proceeding
referencing that DCR. The NRC is
changing this because these provisions
were developed before the terrorist
events of September 11, 2001. After
September 11, 2001, Congress changed
the statutory requirements governing
access to SGI, and the NRC revised its
rules, procedures, and practices
governing control and access to SUNSI
and SGI. The NRC now believes that
generic direction on obtaining access to
SUNSI and SGI is no longer appropriate
for newly approved DCRs. Accordingly,
the specific requirements governing
access to SUNSI and SGI contained in
paragraph E of the four currently
approved DCRs will not be included in
the DCR for the AP1000. Instead, the
NRC will specify the procedures to be
used for obtaining access at an
appropriate time in the COL proceeding
referencing the AP1000 DCR. The NRC
will include the new rule language in
any future amendments or renewals of
the currently existing DCRs, as well as
in new (i.e., initial) DCRs. However, the
NRC will not initiate rulemaking to
change paragraph E of the existing
DCRs, in an effort to minimize
unnecessary resource expenditures by
both the original DCR applicant and the
NRC.

5. Processes for Changes and Departures
(Section VIII)

The purpose of Section VIII of this
appendix is to set forth the processes for
generic changes to, or plant-specific
departures (including exemptions) from,
the DCD. The Commission adopted this
restrictive change process in order to
achieve a more stable licensing process
for applicants and licensees that
reference this DCR. The change
processes for the three different
categories of Tier 2 information, namely,
Tier 2, Tier 2*, and Tier 2* with a time
of expiration, are presented in
paragraph B.

Departures from Tier 2 that a licensee
may make without prior NRC approval
are addressed under paragraph B.5
(similar to the process in 10 CFR 50.59).
The NRC is modifying Section VIII to
address the change control process
specific to departures from the
information required by 10 CFR
52.47(a)(28) to address the NRC’s AIA
requirements in 10 CFR 50.150.

Specifically, the NRC revised paragraph
B.5.b to indicate that the criteria in this
paragraph for determining if a proposed
departure from Tier 2 requires a license
amendment do not apply to a proposed
departure affecting information required
by 10 CFR 52.47(a)(28) to address 10
CFR 50.150. In addition, the NRC
redesignated paragraphs B.5.d, B.5.e,
and B.5.f as paragraphs B.5.e, B.5.f, and
B.5.g, respectively, and added a new
paragraph B.5.d. Paragraph B.5.d
requires an applicant or licensee who
proposed to depart from the information
required by 10 CFR 52.47(a)(28)
included in the final safety analysis
report (FSAR) for the standard design
certification to consider the effect of the
changed feature or capability on the
original assessment required by 10 CFR
50.150(a). The FSAR information
required by the AIA rule, which is
subject to this change control
requirement, includes the descriptions
of the design features and functional
capabilities incorporated into the final
design of the nuclear power facility and
the description of how the identified
design features and functional
capabilities meet the assessment
requirements in 10 CFR 50.150(a)(1).
The objective of the change controls is
to determine whether the design of the
facility, as changed or modified, is
shown to withstand the effects of the
aircraft impact with reduced use of
operator actions. In other words, the
applicant or licensee must continue to
show, with the modified design, that the
acceptance criteria in 10 CFR
50.150(a)(1) are met with reduced use of
operator actions. The AIA rule does not
require an applicant or a licensee
implementing a design change to redo
the complete AIA to evaluate the effects
of the change. The NRC believes it may
be possible to demonstrate that a design
change is bounded by the original
design or that the change provides an
equivalent level of protection, without
redoing the original assessment.

Consistent with the NRC’s intent
when it issued the AIA rule, under this
section, plant-specific departures from
the AIA information in the FSAR would
not require a license amendment, but
may be made by the licensee upon
compliance with the substantive
requirements of the AIA rule (i.e., the
AIA rule acceptance criteria). The
applicant or licensee is required to
document, in the plant-specific
departure, how the modified design
features and functional capabilities
continue to meet the assessment
requirements in 10 CFR 50.150(a)(1), in
accordance with Section X of Appendix
D to 10 CFR part 52. Applicants and
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licensees making changes to design
features or capabilities included in the
certified design may also need to
develop alternate means to cope with
the loss of large areas of the plant from
explosions or fires to comply with the
requirements in 10 CFR 50.54(hh). The
addition of these provisions to
Appendix D to 10 CFR part 52 is
consistent with the NRC’s intent when
it issued the AIA rule in 2009, as noted
in the SOC for that rule (74 FR 28112;
June 12, 2009).

Paragraph B.6 of Appendix D to 10
CFR Part 52 provides a process for
departing from Tier 2* information. The
creation of, and restrictions on
changing, Tier 2* information resulted
from the development of the Tier 1
information for the ABWR design
certification (Appendix A to 10 CFR
part 52) and the ABB—CE [ASEA Brown
Boveri—Combustion Engineering]
System 80+ design certification
(Appendix B to 10 CFR part 52). During
this development process, these
applicants requested that the amount of
information in Tier 1 be minimized to
provide additional flexibility for an
applicant or licensee who references
these appendices. Also, many codes,
standards, and design processes that
would not be specified in Tier 1, but
were acceptable for meeting ITAAC,
were specified in Tier 2. The result of
these actions was that certain significant
information only exists in Tier 2 and the
Commission did not want this
significant information to be changed
without prior NRC approval. This Tier
2* information was identified in the
generic DCD with italicized text and
brackets (see Table 1-1 of the AP1000
DCD Introduction for a list of the Tier
2* items). Although the Tier 2*
designation was originally intended to
last for the lifetime of the facility, like
Tier 1 information, the NRC determined
that some of the Tier 2* information
could expire when the plant first
achieves full power (100 percent), after
the finding required by 10 CFR
52.103(g), while other Tier 2*
information must remain in effect
throughout the life of the facility. The
factors determining whether Tier 2*
information could expire after the first
full power was achieved were whether
the Tier 1 information would govern
these areas after first full power and the
NRC'’s determination that prior approval
was required before implementation of
the change due to the significance of the
information. Therefore, certain Tier 2*
information listed in paragraph B.6.c
would cease to retain its Tier 2*
designation after full power operation is
first achieved following the NRC finding

under 10 CFR 52.103(g). Thereafter, that
information would be deemed to be Tier
2 information that would be subject to
the departure requirements in paragraph
B.5. By contrast, the Tier 2* information
identified in paragraph B.6.b would
retain its Tier 2* designation throughout
the duration of the license, including
any period of license renewal.

The NRC is revising certain items
designated as Tier 2*. As discussed in
the proposed rule, the Commission is
adding an item to Section VIIL.B.6.b for
reactor coolant pump type. In addition,
a new item was added to paragraph
B.5.b for RCP type. The NRC determined
that certain specific characteristics of
the RCP were significant to the safety
review and that prior approval of
changes affecting those characteristics
would be required. This Tier 2*
designation does not expire.

In the final rule, two additional items
are being added to Section VIIL.B.6.b.
First, in its December 20, 2010, letter on
long-term core cooling, the ACRS
concluded that the regulatory
requirements for long-term core cooling
for designbasis accidents have been
adequately met, based on cleanliness
requirements specified in the
amendment. In particular, the amount of
latent debris that might be present in the
containment is an important parameter.
The ACRS further stated that any future
proposed relaxation of the cleanliness
requirements will require substantial
additional data and analysis. In their
January 24, 2011, report on the Vogtle
COL application, which references the
AP1000 design, the ACRS
recommended that the containment
interior cleanliness limits on latent
debris should be included in the TSs. In
a letter dated February 23, 2011,
Westinghouse proposed DCD markups
to designate information in Section 6.3
including debris sources such as latent
debris (and the amount of fiber) as Tier
2*. The NRC believes this is a better
approach to achieving the intent of the
ACRS for regulatory control of any
future relaxations of the limits and
would thus require prior NRC approval,
as discussed in the staff’s March 3,
2011, response to the ACRS. Revision 19
includes DCD changes to mark selected
information as Tier 2*. No changes to
the content itself were made. The NRC
made a conforming change to the final
rule language to provide a new item as
Section VIII.B.6.b(7), entitled ‘“Screen
design criteria,” for this new type of
Tier 2* information.

The second change, which was also
discussed in the December 13, 2010,
ACRS letter report on the DC
amendment, concerned an error ACRS
identified in the previously certified

Revision 15, concerning the
containment cooling analysis. The error
affected the time at which steady-state
film coverage is achieved on the exterior
of the containment vessel. In the
corrected analysis, the calculated peak
containment pressure for a LOCA
increases somewhat, but remains below
the design pressure. In the course of
reviewing the correction of the error for
the peak containment pressure, after the
proposed rule was published,
Westinghouse identified other errors in
supporting analyses that affect the
calculated post-accident peak
containment pressure. The net impact is
an increase in calculated peak
containment pressure in the event of a
large break LOCA (the highest peak
pressure) of about 0.3 psi. As part of the
revised analysis for all of the changes,
Westinghouse relied upon a limited
number of structural elements within
the containment as heat sinks for the
peak pressure analysis in order to
maintain margin to the design limit. The
NRC’s safety evaluation is included in
the FSER. Table 6.2.1.1-10 of Revision
19 of the DCD includes the credited
elements. The final rule language
designates this “heat sink data for
containment analysis” by adding it as
new Tier 2* in Section VIIL.B.6.b(8).
Because the geometry and location of
the heat sinks could impact their
effectiveness, the staff decided to
control any future changes to the
credited elements by designating the
material as Tier 2*.

As discussed in the proposed rule, the
NRC is clarifying some of the Tier 2*
designations for structural requirements,
with respect to Tier 2* information that
expires at first full power operation. The
item on human factors engineering
(HFE) moved from paragraph B.5.b to
paragraph B.5.c, with the effect that the
Tier 2* designation on that information
expires after full power operation is
achieved rather than never expiring. In
the final rule, an additional item
(paragraph B.6.c(16)) is added to
provide Tier 2* designation for certain
details about the steel composite
modules (as identified within the DCD);
the designation expires at first full
power operation. The NRC concludes
that the details are the key elements of
this unique design, and therefore
warrant Tier 2* regulatory control.

The NRC also concluded that the Tier
2* designation is not necessary for the
specific Code edition and addenda for
the American Society of Mechanical
Engineers Boiler and Pressure Vessel
Code (ASME Code), as listed in item
VIIL.B.6.c(2). At the time of the initial
certification, the NRC determined that
this information should be Tier 2*.
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Subsequently, 10 CFR Part 50 was
modified to include provisions in 10
CFR 50.55a(b)(1)(iii) to provide
restrictions in the use of certain
editions/addenda to the ASME Code,
Section I1I, that the NRC found
unacceptable. In addition, 10 CFR
50.55a(c)(3), (d)(2) and (e)(2), for reactor
coolant pressure boundary, Quality
Group B Components, and Quality
Group C Components, respectively,
provide regulatory controls on the use of
later edition/addenda to the ASME
Code, Section III, through the conditions
NRC established on use of paragraph
NCA-1140 of the Code. As a result,
these rule requirements adequately
control the ability of a licensee to use

a later edition of the ASME Code and
addenda such that Tier 2* designation
is not necessary. Thus, the Tier 2* item
in paragraph B.6.c(2) for ASME Code
was modified to be limited to ASME
Code piping design restrictions as
identified in Section 5.2.1.1 of the
AP1000 DCD and to include certain
Code cases, including Code Case N—
284—1, as discussed in Section 3.8.2.2
and other Code cases as designated in
Table 5.2—3 of the DCD (Code Case N—
284-1 is the only case currently
specified in Appendix D to 10 CFR Part
52). The NRC retained the Tier 2*
designation for applying ASME Code,
Section III, Subsection NE to
containment design, by moving this
provision to the end of Section
VIII.B.6.c(14). Section 3.8.2.2 of the DCD
identifies the specific edition and
addenda for containment design (2001
Edition of ASME Code, Section III,
including 2002 Addenda) with the Tier
2* markings.

6. Records and Reporting (Section X)

The purpose of Section X is to set
forth the requirements that apply to
maintaining records of changes to and
departures from the generic DCD, which
would be reflected in the plant-specific
DCD. Section X also sets forth the
requirements for submitting reports
(including updates to the plant-specific
DCD) to the NRC. Paragraph A.1
requires that a generic DCD and the PI
and SGI referenced in the generic DCD
be maintained by the applicant for this
rule. The NRC revised paragraph A.1 to
replace the term “proprietary
information,” or PI, with the broader
term ‘“sensitive unclassified non-
safeguards information,” or SUNSI.
Information categorized as SUNSI is
information that is generally not
publicly available and encompasses a
wide variety of categories. These
categories include information about a
licensee’s or applicant’s physical
protection or material control and

accounting program for special nuclear
material not otherwise designated as
SGI or classified as National Security
Information or Restricted Data (security-
related information), which is required
by 10 CFR 2.390 to be protected in the
same manner as commercial or financial
information (i.e., they are exempt from
public disclosure). This change is
necessary because the NRC is approving
PI and security-related information.
This change also ensures that
Westinghouse (as well as any future
applicants for amendments to the
AP1000 DCR who intend to supply the
certified design) are required to
maintain a copy of the applicable
generic DCD, and maintain the
applicable SUNSI (including PI) and
SGI—developed by that applicant—that
were approved as part of the relevant
design certification rulemakings.

The NRC notes that the generic DCD
concept was developed, in part, to meet
OFR requirements for incorporation by
reference, including public availability
of documents incorporated by reference.
However, the PI and SGI were not
included in the public version of the
DCD. Only the public version of the
generic DCD is identified and
incorporated by reference into this rule.
Nonetheless, the SUNSI for this
amendment was reviewed by the NRC
and, as stated in paragraph B.2, the NRC
considers the information to be resolved
within the meaning of 10 CFR
52.63(a)(5). Because this information is
in the nonpublic version of the DCD,
this SUNSI (including PI) and SGI, or its
equivalent, is required to be provided by
an applicant for a license referencing
this DCR.

In addition, the NRC is adding a new
paragraph A.4.a that requires the
applicant for the AP1000 design to
maintain a copy of the AIA performed
to comply with the requirements of 10
CFR 50.150(a) for the term of the
certification (including any period of
renewal). The NRC added a new
paragraph A.4.b that requires an
applicant or licensee who references
this appendix to maintain a copy of the
AIA performed to comply with the
requirements of 10 CFR 50.150(a)
throughout the pendency of the
application and for the term of the
license (including any period of
renewal). The addition of paragraphs
A.4.a and A.4.b is consistent with the
NRC’s intent when it issued the AIA
rule in 2009 (74 FR 28112; June 12,
2009).

C. Immediate Effectiveness of Final
Rule; Provision of Actual Notice to
Southern Nuclear Operating Company

The NRC is making this final rule
immediately effective, and is also
providing notice of this final rule
(including the NRC-approved DCD,
Revision 19) to Southern Nuclear
Operating Company (SNOC). Under a
provision of the Administrative
Procedure Act (APA), 5 U.S.C. 553(d),
there ordinarily must be a 30-day
waiting period before a new rule is
effective, subject to certain exceptions,
including “good cause:”

The required publication or service of a
substantive rule shall be made not less than
30 days before its effective date, except: (1)
A substantive rule which grants or recognizes
an exemption or relieves a restriction; (2)
interpretive rules and statements of policy; or
(3) as otherwise provided by the agency for
good cause found and published with the
rule.

Consistent with the APA, 10 CFR 2.807
provides that the NRC may make a rule
effective in less than 30 days after
publication in the Federal Register
upon making the good cause finding as
noted in the third exception listed in 5
U.S.C. 553(d). For the following reasons,
the NRC has determined that good cause
exists for making this design
certification rulemaking immediately
effective.

Good cause can be demonstrated by
any number of circumstances. Here the
circumstances demonstrate that the
basis for the 30-day waiting period—to
allow those regulated by a new rule time
to conform their activities to it—is
absent. Several sources of guidance on
Section 553(d) support the NRC’s good
cause finding for this rulemaking.

Specifically, in the legislative history
of the 30-day provision, the final report
of the House Committee on the Judiciary
offered the following explanation of the
“good cause” exception in 5 U.S.C.
553(d)(3):

[The purpose of the 30-day delay is to]
afford persons affected a reasonable time to
prepare for the effective date of a rule or rules
or to take any other action which the
issuance of rules may prompt * * *. Many
rules * * * may be made operative in less
than 30 days * * * because the parties
subject to them may during the usually
protracted hearing and decision procedures
anticipate the regulation. (Senate Document
(S. Doc. No.) 79-249, Administrative
Procedure Act: Legislative History 259-60
(1946))

Additional guidance is found in the
Attorney General’s Manual on the APA,
which provides:

The requirement of publication not less

than thirty days prior to the effective date
may be shortened by an agency ‘upon good
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cause found and published with the rule’.
This discretionary exception was provided
primarily to take care of the cases in which
the public interest requires the agency to act
immediately or within a period less than
thirty days. Senate Hearings (1941) pp. 70,
441, 588, 650, 812, 1506. Where the persons
concerned request that a rule be made
effective within a shorter period, this
circumstance would ordinarily constitute
good cause. Also, it is clear from the
legislative history that for good cause an
agency may put a substantive rule into effect
immediately; in such event, the requirement
of prior publication is altogether absent, and
the rule will become effective upon issuance
as to persons with actual notice, and as to
others upon filing with the Division of the
Federal Register in accordance with section
7 of the Federal Register Act. Senate
Hearings (1941) pp. 594, 599, 1340, 1455.
(U.S. Department of Justice, Attorney
General’s Manual on the Administrative
Procedure Act 37 (1947) (emphasis added))

In light of this background, the NRC
believes that there is good cause for
making this final rule amending the
AP1000 DCR immediately effective.

On May 27, 2011, one of the first COL
applicants to which this amended
AP1000 DCR would potentially apply,
SNOC, submitted a “white paper” that
set forth alternatives to making the final
AP1000 rule effective 30 days after
publication (ADAMS Accession No.
ML11152A189). Thereafter, SNOC
submitted a July 20, 2011, letter
(ADAMS Accession No. ML11210B421),
indicating that making the certified
design rule immediately effective would
serve important policy objectives.2
SNOC’s letter thus requested
Commission action. During the Vogtle
uncontested, or “mandatory,” hearing
held by the Commission on SNOC'’s
applications for a COL and a limited
work authorization (LWA), SNOC
reiterated its request that the NRC issue
the COL and LWA immediately upon
Commission affirmation of the final rule
amending the AP1000 DCR. Transcript
of Vogtle COL Mandatory Hearing at 22—
23, 350 (September 27, 2011; ADAMS
Accession No. ML11305A228).

Here, SNOC, which is likely to use
(and be bound by) the AP1000 DCR in
the short-term if the Commission
otherwise authorizes issuance of the
COL, wishes the rule be made
immediately effective. Given SNOC'’s
longstanding awareness of and
participation in the AP1000 rulemaking,
it does not need the 30-day waiting

2The letter by SNOC, requesting that the final
rule amending the AP1000 DCR be made effective
before 30 days after Federal Register publication,
was filed on the docket for the Vogtle Electric
Generating Plant, Units 3 and 4 (Docket Nos. 52—
025—-COL and 52-026—COL) (Vogtle). SNOC’s
request is more appropriately addressed in this
rulemaking proceeding to amend the AP1000 DCR.

period to come into compliance with
the final rule. Under the Attorney
General’s Manual, supra, at 37, SNOC’s
request that the rule be made effective
in a shorter time period constitutes good
cause to waive the 30-day waiting
period. As noted previously, the
extensive process for consideration of
this design certification rulemaking
would clearly constitute a situation
where “the parties subject to [the
regulation] may during the usually
protracted hearing and decision
procedures anticipate the regulation.”
S. Doc. No. 79-249, Administrative
Procedure Act: Legislative History 259—
60 (1946). In fact, that “anticipation” is
clearly manifested in SNOC’s use of the
design certification rulemaking, as well
as use by other applicants for COLs
referencing the AP1000 DCR, which
would occur only after the completion
of a public process that includes NRC
adjudicatory processes for each COL
application. The determination of good
cause regarding the effective date of the
final AP1000 rule is separate from, and
does not prejudge, the licensing
determinations that are otherwise
required in the COL proceedings.

Finally, the NRC is providing actual
service of the final AP1000 rule
(including the NRC-approved DCD,
Revision 19) to SNOC concurrently with
the NRC’s transmission of the final rule
to the OFR for publication.? Thus, either
before, or simultaneous with, any
issuance of a COL for Vogtle (and any
other COL application referencing the
AP1000, upon request), SNOC (and any
other COL applicant referencing the
AP1000, upon request) will have actual
notice of the requirements of the final
AP1000 rule and Revision 19 of the DCD
for which their NRC-licensed activities
under the COL must conform.

The immediately effective rule cannot
be used by anyone until the agency has
made the necessary health and safety
findings and completed the
environmental review processes that
necessarily precede the issuance of a
COL relying on the design certification
rulemaking. Each finding necessary
under the Atomic Energy Act would
have been made through public
rulemaking and the NRC’s adjudicatory
processes that serve to allow
consideration of public input before the
agency issues its determination on an
application referencing the AP1000. The
rule itself does not force anyone to take

3The NRC would also provide actual notice of the
final AP1000 rule to any other COL applicant upon
request. On the date of the transmission of the final
rule package to the OFR, the NRC will issue an
announcement of its transmission and make the
final rule package as transmitted to the OFR
available on the NRC Web site.

action immediately based on its
effective date because it does not
compel, but rather permits, action.
Therefore, from the standpoint of
regulatory efficiency, delaying issuance
of a licensing decision when the
decision is ready to be issued is not in
the public interest, whether the decision
is to deny or grant the requested license.

On October 14, 2011, counsel for
several organizations who were
previously admitted as Joint Intervenors
in the contested portion of the Vogtle
COL proceeding indicated that they
would be adversely affected by the
issuance of an immediately effective
rule. Letter from Mindy Goldstein,
Counsel for Southern Alliance for Clean
Energy, Georgia Women’s Action for
New Directions, and Center for a
Sustainable Coast (Goldstein Letter)
(ADAMS Accession No.
ML11287A054).4 The Goldstein Letter
states that SNOC has requested a waiver
of 10 CFR 2.807 during the uncontested
hearing, which the letter states is an
improper forum, and that waiver of 10
CFR 2.807 would not afford them time
to prepare for issuance of the Vogtle
COL or LWA. The Goldstein Letter
states that a waiver of 10 CFR 2.807 is
required to be submitted under 10 CFR
2.335. The Goldstein Letter explains
that when the DCR becomes effective, a
COL and LWA will be issued, resulting
in a nuclear power plant that will affect
all persons located near the site. The
Vogtle Joint Intervenors believe the 30-
day effective period is necessary to
determine whether they wish to appeal
the rule and seek a stay of construction.

First, a waiver of 10 CFR 2.807 is not
required to make a rule immediately
effective; a rule can be made
immediately effective pursuant to the
requirements of 10 CFR 2.807. The
Commission in this rulemaking has
determined to use the good cause
exception to the 30-day effective date
for the rulemaking and thus, is acting
consistently with the provisions of 10
CFR 2.807 rather than waiving its
provisions.

Second, as noted previously in the
discussion of the legislative history of
the 30-day effective date provision, the
primary purpose of the 30-day
requirement is to allow affected persons
time to comply with the new rule. The
final rule amending the AP1000 design

4Because the Goldstein Letter was submitted in
response to SNOC’s request, which is being
considered in this AP1000 design certification
rulemaking, the NRC is, in its discretion,
considering the Goldstein Letter here as well.
Therefore, the NRC need not address the matters
raised in the Goldstein Letter with respect to
SNOC’s compliance with the adjudicatory
requirements in 10 CFR 2.335.
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certification is focused on the conduct
of regulatory activities licensed by the
NRC. But, the Vogtle Joint Intervenors
are neither current NRC licensees who
must comply with the final rule
amending the AP1000 rule, nor
applicants for NRC licenses referencing
the final AP1000 rule. Thus, the final
AP1000 rule imposes no substantive
legal obligations on them. The NRC does
not believe that the Goldstein Letter
describes any legally-cognizable harm
within the scope of protection afforded
to third parties by the APA’s 30-day
waiting period provision. That an
immediately effective AP1000 rule may
facilitate issuance of a COL for the
Vogtle plant does not appear to
adversely affect the rights or capability
of any public stakeholder to do what
they would otherwise do if the AP1000
rule were made effective 30 days after
publication in the Federal Register.
Whether the AP1000 rule is
immediately effective or not does not
change any public stakeholder’s legal
rights or options; it merely affects the
timing of asserting such rights or
exercising those options.

Further, the Commission is not aware
of any regulatory history indicating that
the purpose of the 30-day effective date
is tied to or affects appeal rights.
Regardless of the immediate
effectiveness of the rule, the Vogtle Joint
Intervenors may seek legal action on the
immediately effective rule in Federal
court, or they may file an appropriate
motion in the Vogtle COL proceeding if
they satisfy the requirements in 10 CFR
Part 2 to reopen the record and submit
late-filed contentions. See 10 CFR 2.309,
2.326. Thus, an immediately effective
AP1000 rule does not foreclose, or
render moot, challenges to the rule,
including stay remedies. For these
reasons, the NRC concludes that making
the final AP1000 rule immediately
effective would not adversely affect
these organizations or any other public
stakeholders.

In sum, the NRC finds good cause for
making the final rule amending the
AP1000 DCR immediately effective
upon publication in the Federal
Register. Therefore, the NRC is making
the final rule immediately effective. In
addition, there is sufficient reason to
provide prompt actual notice of this
final rule (including the NRC-approved
DCD, Revision 19) to SNOC (and
potentially to any other combined
license applicant referencing the
amended AP1000 DCR in its
application).

IV. Section-by-Section Analysis

The following discussion sets forth
each amendment to the AP1000 DCR

being made in this final rule. All section
and paragraph references are to the
provisions in the amendment to
Appendix D to 10 CFR part 52, unless
otherwise noted.

A. Scope and Contents (Section III)

The NRC is amending Section III,
Scope and Contents, to revise paragraph
A to update the revision number of the
DCD, from Revision 15 to Revision 19,
approved for incorporation by reference
by the Office of the Federal Register;
update the contact information of the
Westinghouse representative to be
contacted should a member of the
public request a copy of the generic
DCD; and update other locations (e.g.,
the NRC’s PDR) where a member of the
public could request a copy of or
otherwise view the generic DCD.

The NRC is revising paragraph D to
establish the generic DCD as the
controlling document in the event of an
inconsistency between the DCD and
either the application or the FSER for
the certified standard design. This
clarification further distinguishes
between the conflict scenarios presented
in paragraphs D.1 (for the initial
certification of the design) and D.2 (for
Amendment 1 to the design).

B. Additional Requirements and
Restrictions (Section IV)

The NRC is amending Section IV,
Additional Requirements and
Restrictions, to set forth additional
requirements and restrictions imposed
upon an applicant who references
Appendix D to 10 CFR part 52.
Paragraph A sets forth the information
requirements for these applicants. The
NRC is revising paragraph A.3 to replace
the term ““proprietary information” with
the broader term “‘sensitive unclassified
non-safeguards information.”

The NRC is also adding a new
paragraph A.4 to indicate requirements
that must be met in cases where the
COL applicant is not using the entity
that was the original applicant for the
design certification (or amendment) to
supply the design for the applicant’s
use.

C. Applicable Regulations (Section V)

The NRC is revising paragraph A to
distinguish between the regulations that
were applicable and in effect at the time
the initial design certification was
approved (paragraph A.1) and the
regulations that are applicable and in
effect as of the effective date of the final
rule (paragraph A.2).

D. Issue Resolution (Section VI)

The NRC is amending Section VI,
Issue Resolution, by revising paragraph

B.1 to provide that all nuclear safety
issues arising from the Act that are
associated with the information in the
NRC’s FSER (NUREG—-1793), the Tier 1
and Tier 2 information (including the
availability controls in Section 16.3 of
the generic DCD), and the rulemaking
record for Appendix D to 10 CFR Part
52 are resolved within the meaning of
10 CFR 52.63(a)(5). These issues include
the information referenced in the DCD
that are requirements (i.e., secondary
references), as well as all issues arising
from SUNSI (including PI) and SGI,
which are intended to be requirements.
This paragraph is revised to extend
issue resolution beyond that of the
previously certified design to also
include the information in Supplement
No. 2 of the 2011 FSER (Supplement 1
supported the initial certification) and
the rulemaking record associated with
Amendment 1 to the AP1000 design.

The NRC is revising paragraph B.2 to
replace the term “proprietary
information” with the broader term
“sensitive unclassified non-safeguards
information.”

Paragraph B.7 is revised to extend
environmental issue resolution beyond
that of the previously certified design to
also include the information in
Amendment 1 to the AP1000 design and
Appendix 1B of Revision 19 of the
generic DCD.

A new paragraph E is added to allow
the NRC to specify at the appropriate
time the procedures for interested
persons to obtain access to PI, SUNSI,
and SGI for the AP1000 DCR. Access to
such information is for the sole purpose
of requesting or participating in certain
specified hearings, such as (1) the
hearing required by 10 CFR 52.85 where
the underlying application references
Appendix D to 10 CFR Part 52; (2) any
hearing provided under 10 CFR 52.103
where the underlying COL references
Appendix D to 10 CFR part 52; and (3)
any other hearing relating to Appendix
D to 10 CFR Part 52 in which interested
persons have the right to request an
adjudicatory hearing.

E. Processes for Changes and Departures
(Section VIII)

The NRC is revising Section VIII to
address the change control process
specific to departures from the
information required by 10 CFR
52.47(a)(28) to address the NRC’s AIA
requirements in 10 CFR 50.150.
Specifically, the NRC is revising the
introductory text of paragraph B.5.b to
indicate that the criteria in this
paragraph for determining if a proposed
departure from Tier 2 requires a license
amendment do not apply to a proposed
departure affecting information required
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by 10 CFR 52.47(a)(28) to address
aircraft impacts.

In addition, the NRC is redesignating
paragraphs B.5.d, B.5.e, and B.5.f as
paragraphs B.5.e, B.5.f, and B.5.g,
respectively, and adding a new
paragraph B.5.d. Paragraph B.5.d
requires an applicant referencing the
AP1000 DCR, who proposes to depart
from the information required by 10
CFR 52.47(a)(28) to be included in the
FSAR for the standard design
certification, to consider the effect of the
changed feature or capability on the
original 10 CFR 50.150(a) assessment.

The NRC is revising certain items
designated as Tier 2*. As discussed in
the proposed rule, the NRC is adding an
item to Section VIIL.B.6.b for RCP type.
In addition, a new item is added to
paragraph B.5.b for RCP type. The NRC
determined that certain specific
characteristics of the RCP were
significant to the safety review and that
prior approval of changes affecting those
characteristics would be required. This
Tier 2* designation does not expire.

In the final rule, two additional items
are added to Section VIIL.B.6.b. Section
VIILB.6.b(7) provides Tier 2*
designation for certain analysis
assumptions related to latent debris and
the effects on screens and fuel
assemblies in post-LOCA conditions
where debris is transported to the
recirculation sump and into the in-
containment refueling water storage
tank. Finally, new paragraph
VIII.B.6.b(8) is added to include the
containment heat sinks credited in the
peak pressure analysis. The Tier 2*
designation for the requirements in this
section of the rule does not expire.

As discussed in the proposed rule, the
NRC is clarifying some of the Tier 2*
designations for structural requirements,
with respect to Tier 2* information that
expires at first full power operation. The
item on HFE moved from paragraph
B.5.b to paragraph B.5.c, with the effect
that the Tier 2* designation on that
information expires after full power
operation is achieved rather than never

expiring. In the final rule, an additional
item (paragraph B.6.c(16)) is added to
provide Tier 2* designation for certain
details about the steel composite
modules (as identified within the DCD);
the designation expires at first full
power operation.

Finally, the NRC also concluded that
the Tier 2* designation was not
necessary for the specific Code edition
and addenda for the ASME Code as
listed in paragraph VIIL.B.6.c(2). Thus,
the item in paragraph VIII.B.6.c(2) for
ASME Code was modified to be limited
to piping and welding restrictions
identified in Section 5.2.1.1, and to
include certain Code cases, N—284-1 is
discussed in Section 3.8.2.2 and other
code cases designated as Tier 2* are
listed in Table 5.2—3. The NRC retained
the Tier 2* designation for applying
ASME Code Section III to containment
design, by moving this provision to the
end of Section VIII.B.6.c(14). Section
3.8.2.2 identifies the specific edition
and addenda for containment design
(2001 Edition of ASME Code, Section
I, including 2002 Addenda).

F. Records and Reporting (Section X)

The NRC is amending Section X,
Records and Reporting, to revise
paragraph A.1 to replace the term
“proprietary information” with the
broader term “‘sensitive unclassified
non-safeguards information.” Paragraph
A.1is revised to require the design
certification amendment applicant to
maintain the SUNSI, which it developed
and used to support its design
certification amendment application.
This would ensure that the referencing
applicant has direct access to this
information from the design
certification amendment applicant, if it
has contracted with the applicant to
provide the SUNSI to support its license
application. The AP1000 generic DCD
and the NRC-approved version of the
SUNSI would be required to be
maintained for the period that
Appendix D to 10 CFR part 52 may be
referenced.

The NRC is also adding a new
paragraph A.4.a, which requires
Westinghouse to maintain a copy of the
AIA performed to comply with the
requirements of 10 CFR 50.150(a) for the
term of the certification (including any
period of renewal). This provision,
which is consistent with 10 CFR
50.150(c)(3), would facilitate any NRC
inspections of the assessment that the
NRC decides to conduct.

Similarly, the NRC is adding a new
paragraph A.4.b, which requires an
applicant or licensee who references
Appendix D to 10 CFR Part 52 to
maintain a copy of the AIA performed
to comply with the requirements of 10
CFR 50.150(a) throughout the pendency
of the application and for the term of the
license (including any period of
renewal).

V. Agreement State Compatibility

Under the “Policy Statement on
Adequacy and Compatibility of
Agreement States Programs,” approved
by the Commission on June 20, 1997,
and published in the Federal Register
(62 FR 46517; September 3, 1997), this
rule is classified as compatibility
“NRC.” Compatibility is not required for
Category “NRC” regulations. The NRC
program elements in this category are
those that relate directly to areas of
regulation reserved to the NRC by the
Act or the provisions of this section.
Although an Agreement State may not
adopt program elements reserved to the
NRGC, it may wish to inform its licensees
of certain requirements by a mechanism
that is consistent with the particular
State’s administrative procedure laws.
Category “NRC” regulations do not
confer regulatory authority on the State.

VI. Availability of Documents

The NRC is making the documents
identified below available to interested
persons through one or more of the
following methods, as indicated. To
access documents related to this action,
see the ADDRESSES section of this
document.

Document PDR | Web ADAMS

SECY-11-0145, “Final Rule—AP1000 Design Certification Amendment” ............ccoociiiiiiiiininniee e X X ML112380823
AP1000 Final Rule Environmental Assessment X X ML113480019
AP1000 Final Rule Public Comment ReSponse DOCUMENT ........ccccuieiiiiieiiireeeie e ceiee e s ite e e s e esnae e e ssee e e sneeeeenneeeeannes X X ML113480018
SECY-11-0002, “Proposed Rule—AP1000 Design Certification Amendment” ...........cccccooiiiiiiniiiininieneee X X ML103000397
AP1000 Proposed Rule Federal Register Notice X X ML103000412
AP1000 Proposed Rule Environmental ASSESSMENT ........ccciiiiiiiiiiiiie it s X X ML103000415
NUREG-1793, Supplement 2 to Final Safety Evaluation Report for Revision 19 to the AP1000 Standard Design

Certification (PUDIICly @VAIlabIE) .........cciiiiiiiiiiie ettt st sane e X X ML112061231
NUREG-1793, Final Safety Evaluation Report Related to Certification of the AP1000 Standard Design, Sep-

LT 001 o T 2 0 SO OPP SRR X X ML043570339
NUREG-1793, Supplement 1 to Final Safety Evaluation Report Related to Certification of the AP1000 Standard

DT T | o OO U PPV U TP ORR PSPPI X X ML053410203
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Emergency Petition to Suspend All Pending Reactor Licensing Decisions and Related Rulemaking Decisions
Pending Investigation of Lessons Learned From Fukushima Daiichi Nuclear Power Station Accident, April 14—
LS T2 0 e PSP OUPPPPPPPPOIN X X ML111040355
ML111110862
AP1000 Design Control Document (DCD), Revision 19, Transmittal Letter ..........cccoooiiiiiiiiiiiiiieceee e X X ML11171A315
AP1000 DCD, Revision 19 (PUDBIC VEISION) .......cciiiiiiiriieieiieeee sttt sr e nne e X X ML11171A500
Redacted Version of Dissenting View on AP1000 Shield Building Safety Evaluation Report With Respect to the

Acceptance of Brittle Structural Model to be Used for the Cylindrical Shield Building Wall, December 3, 2010 ... X X ML103370648
AP1000 Containment Cleanliness—DCD Markup for Revision 19, February 23, 2011 ........cccoiiiiniiiiiinieeeeecee X X ML110590455
Interim Staff Guidance DC/COL-ISG-011, “Finalizing Licensing-basis Information” .............ccccceiiiniiiniinienieene. X X ML092890623
Design Changes Submitted by Westinghouse, Revision 18 X X ML100250873
AP1000 Technical REPOMS (APPENTIX) ...cueiitiiriieiiie ittt eiee st et e seeetee bt esteeasbeesaeesaeeesteeeabeesaeeanseesaseebeesnseanneesnseeseean X X ML 103350501
TR-3, AP1000 Standard COL Technical Report Submittal of APP-GW-S2R-010, “Extension of Nuclear Island

Seismic Analysis to Soil Sites,” Revision 5, February 28, 2017 .........cooi ittt X X ML110691050
TR-26, “AP1000 Verification of Water Sources for Long-Term Recirculation Cooling Following a LOCA,” Revi-

Lo LI TSP P PSPPSR PTPROPPPROPTORIN X X ML102170123
TR-34, APP-GW-GLN-016, “AP1000 Licensing Design Change Document for Generic Reactor Coolant Pump,”

Revision 0, November 17, 2006 ...........ccccooiiiiiiiiiiiiii e . X X ML063250306
TR-54, “Spent Fuel Storage Racks Structure and Seismic Analysis,” Revision 4 .... . X X ML101580475
TR-65, “Spent Fuel Storage Racks Criticality Analysis,” REVISION 2 .........ccoooiiiiiiiiiiiie e X X ML100082093
TR-97, “Evaluation of the Effect of the AP1000 Enhanced Shield Building Design on the Containment Response

and Safety ANalysis,” REVISION 3 ...ttt et sttt e et b e e st e e eae e ere e abe e e b e naneene s X X ML11168A041
TR-98, AP1000 COL Standard Technical Report Submittal of APP-GW-GLN-098, “Compliance with

10CFR20.1406,” (Technical Report Number 98), Revision 0, April 10, 2007 .......cccooiiiiiiiieiie e X X MLO71010536
TR-103, “Fluid System Changes,” REVISION 2 .........coiiiiiiieetie ettt ettt b et eebe e st e e beesseeebeesneeeseean X X MLO072830060
TR-108, AP1000 Standard COL Technical Report Submittal of APP—-GW-GLN-108, “AP1000 Site Interface

Temperature Limits,” Revision 2, September 28, 2007 .......c..coiciieeiiiieeeiieeeseeeeseeeesereeeseeeesssaeeessseeessnseesssssessannes X X MLO072750137
TR-111, AP1000 Standard COL Technical Report Submittal of APP-GW-GLN-111, “Component Cooling Sys-

tem and Service Water System Changes Required for Increased Heat Loads,” Revision 0, May 25, 2007 ........ X X MLO071500563
TR-134, AP1000 Standard COL Technical Report Submittal of APP-GW-GLR-134, “AP1000 DCD Impacts to

Support COLA Standardization,” Revision 0, October 26, 2007 ........c.cceeieerieiiierieeniee st siee e see e sieesee e X X ML073120415
AP1000 Standard COL Technical Report Submittal of APP-GW-GLR-134, “AP1000 DCD Impacts to Support

COLA Standardization,” Revision 1, December 12, 2007 ........cccciiriiieeiiiiiiiie e e e eeeree e e e e e esaar e ee e s eeennnees X X MLO073610541
AP1000 Standard COL Technical Report, APP-GW-GLR-134, “AP1000 DCD Impacts to Support COLA Stand-

ardization,” Revision 3, January 14, 2008 ..........cooceiiiiiiiiiiiiee et s e e ste e e e see e e s sree e s aaee e e ebe e e e areeeennreeaanee X X ML080220389
NRC Acceptance Review of AP1000 Design Certification Amendment Application, November 2, 2007 .................. X X ML073090471
AP1000 Piping DAC/Component COL Information Item 3.9-2 Acceptance Issue, Revision 16, January 11, 2008 X X ML080150513
AP1000 License Report APP—-GW-GLR-603, Revision 0, “AP1000 Shield Building Design Details for Select Wall

aNd RC/SC CONNECHONS” ......oiieeiiieeirieeete ettt esr e s e n e eaeeseesae e e e sme e e e sre e e e nne e e e areennenrennnennenns X X ML110910541
AP1000 Design Control Document (DCD), Revision 18, Transmittal Letter . X X ML 103480059
Westinghouse AP1000 DCD, Revision 18 (PUDIIC VEISION) .......ciiiiiiiiiiiieiie ettt st X X ML103480572
Advanced Final Safety Evaluation Report for Revision 18 to the AP1000 Standard Design Certification (publicly

EE V=1 =T o] (=) TSSO T PP PR OPRRPP X X ML103260072
AP1000 DCD Transmittal Letter, Revision 17 ... X X ML083220482
AP1000 DCD, Revision 17 .......cccccevvrvvenerivennens X X ML083230868
AP1000 DCD Transmittal Letter, Revision 16 ... X X MLO071580757
AP1000 DCD, Revision 16 ..........cccccevuene X X MLO071580939
NRC Notice of Acceptance, Revision 16 X X ML073600743
AP1000 DCD, REVISION 15 .....eiiiiiiiieiieetesieeesie e X X ML053460400
December 13, 2010, ACRS Letter to Chairman (Report on FSER to AP1000 DCD) X X ML103410351
December 20, 2010, ACRS Letter to Chairman (Long-Term Core Cooling) .............. X X ML103410348
January 19, 2011, ACRS Letter to EDO (Aircraft IMPact) ........cooieiiiiiiiiiiieseee e X X ML110210462
January 24, 2011, ACRS Letter to EDO (Containment interior cleanliness limits on latent debris in Technical

S o =Yoo= (1] g - OSSPSR SPRPROY X X ML110350282
EDO response to January 24, 2011 ACRS LEHET ....ccueiiiiiiiie et et X X ML110480429
May 17, 2011, ACRS Letter 10 EDOQ ......ociiiiiiiiiieiteeierie ettt r e n e nn e st nae e r e sreenesneenesneenenneas X X ML11144A188
Regulatory History of Design Certification ..........cccccooriveiiinieinenieencieeee X X ML003761550
Commission Memorandum and Order, CLI-11-05, September 9, 2011 . X X ML11252B074
Commission Memo and Order on Petitions to Suspend adjudicatory, licensing, and rulemaking activities .............. X X ML112521039
ABWR FINAI RUIE ...ttt b e bt e e bt e e et eh e et she e et sae et e ebeen s e ebe e s e nbeenbenbeeanenteeas X X ML111040636
ABWR Proposed RUIE .........cccccuiiiiiiiiiiiiiiiccceee e X X ML102100129
Request for ACRS to Waive review of the AP1000 DCR final rule X X ML112420188
ACRS Waiver of review of AP1000 DCR final rule ..........cccceeeeene X X ML11266A070
Design Report for the AP1000 Enhanced Shield Building ............cccuc..... X X ML111950098
SER Approving Rev. 1 of the Westinghouse Quality Systems Manual ... X X ML11280A309
ACRS Letter on AP1000 LONG-Term COOlNG .....ooiteiiiiiiiieiiieiee ettt X X ML103410348
ACRS Letter on Staff's review of Vogtle, including discussion of containment interior cleanliness . X X ML110170006
Staff’s response to ACRS’ January 24, 2011, Letter ..... X X ML110350198
Petition to Suspend AP1000 DCR Rulemaking .......... X X ML110970673
Green Ticket for Runkle Petition ...........ccccooviiiniiiieeceeee, X X ML11108A077
ACRS letter on AP1000 DCD Revision 19 and Staff's Review .. X X ML11256A180
Petition to Suspend AP1000 DCR Rulemaking ... X X ML111110851
Emergency Petition ..o e . X X ML111110862
Petition to Terminate the Rulemaking on Design Certification of the AP1000 .........ccceiviiiiiiiiinieneeiee e X X ML11171A014
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AP1000 Proposed Rule Package (Rule, FRN, and EA) ........coiiiiiiiiiieee ettt X X ML103000394
ISG-01, “Seismic Issues Associated with High Frequency Ground MOtON” ...........cccoiiiiniiiiieenieneeree e X X ML081400293
Green Ticket Containing Letter from Congressman Markey ... X X ML110680273
Cover letter for Response to Congressman Markey, August 15, 2011 ..ot X X ML11080A015
Near-Term Task Force Review of FUKUSNIMA .........coiiiiiiiiii e X X ML111861807
SRM responding to Near-Term Task Force Report and Recommendations ...........cccceoviirieerieiien e X X ML112310021
Response to Congressman Markey LEEr .........c.ooiiiiiiiiiiii e X X ML112450407
Revision 19 to the AP1000 Design Control Document and the AP1000 Final Safety Evaluation Report . X X ML11256A180
Advanced Final Safety Evaluation Report, SECtion 3.8.4 ..ot e X X ML 103430502
Presentation Slides “AP1000 Shield Building Design,” Meeting with NRC Staff, May 17, 2011 (Proprietary and

o] g B (o o (=1 ¢=1 oY) T TP PPV P TR PP PSPPI X X ML111440298
Summary of a Category 1 Meeting With Westinghouse Electric Company Regarding AP1000 Shield Building De-

sign Methodology, May 17, 20171 ... e s X X ML111430775
G20100734/LTR—10—0528/EDATS SECY-2010-0595—Ltr. Said Abdel-Khalik re: Report on the Final Safety

Evaluation Report Associated with the Amendment to the AP1000 Design Control Document . X X ML103560411
Transmittal of WEC Shield Building Action HEM 271 ...t X X ML 102650098
White Paper—Requirements for COL and LWA Issuance, Relative to the Finalization of Standard Design Certifi-

[oz= 1[N R 1V] (=10 =1 o [T PR PP PP PPRPUPRPPN X X ML11152A189
G20110559/LTR-11-0429/EDATS: SECY-2011-0429—Ltr. Stephen E. Kuczynski re: Vogtle Electric Generating

Plant Units 3 and 4 Combined License Application—Final Standard Design Certification Rulemaking for LWA—

B REQUEST ...t b e h e bt h e b e e e bt e h e et e b e e s bt b e e b e nar e reeeans X ML11210B421
Order (Adopting Proposed Transcript Corrections, Admitting Post-Hearing Responses, and Closing the Record of

the ProCeediNg) ... e s X X ML11305A228
Southern Nuclear Operating Company’s Request to Waive the Requirements of 10 CFR 2.807 ........cccceceenivrinene X X ML11287A054

VIL Voluntary Consensus Standards

The National Technology Transfer
and Advancement Act of 1995, Public
Law 104—113, requires that Federal
agencies use technical standards that are
developed or adopted by voluntary
consensus standards bodies unless
using such a standard is inconsistent
with applicable law or is otherwise
impractical. In this final rule, the NRC
is approving an amendment to the
AP1000 standard plant design for use in
nuclear power plant licensing under 10
CFR parts 50 or 52. Design certifications
(and amendments thereto) are not
generic rulemakings establishing a
generally applicable standard with
which all parts 50 and 52 nuclear power
plant licensees must comply. Design
certifications (and amendments thereto)
are NRC approvals of specific nuclear
power plant designs by rulemaking.
Furthermore, design certifications (and
amendments thereto) are initiated by an
applicant for rulemaking, rather than by
the NRC. For these reasons, the NRC
concludes that the National Technology
Transfer Advancement Act of 1995 does
not apply to this final rule.

VIIL. Finding of No Significant
Environmental Impact: Availability

The Commission has determined
under NEPA, and the Commission’s
regulations in subpart A, ‘“National
Environmental Policy Act; Regulations
Implementing Section 102(2),” of 10
CFR part 51, “Environmental Protection
Regulations for Domestic Licensing and
Related Regulatory Functions,” that this
DCR is not a major Federal action
significantly affecting the quality of the

human environment and, therefore, an
environmental impact statement (EIS) is
not required. The basis for this
determination, as documented in the
final EA, is that the Commission has
made a generic determination under 10
CFR 51.32(b)(2) that there is no
significant environmental impact
associated with the issuance of an
amendment to a design certification.
This amendment to 10 CFR part 52 does
not authorize the siting, construction, or
operation of a facility using the
amended AP1000 design; it only
codifies the amended AP1000 design in
a rule. The NRC will evaluate the
environmental impacts and issue an EIS
as appropriate under NEPA as part of
the application for the construction and
operation of a facility referencing this
amendment to the AP1000 DCR. In
addition, as part of the final EA for the
amendment to the AP1000 design, the
NRC reviewed Westinghouse’s
evaluation of various design alternatives
to prevent and mitigate severe accidents
in Appendix 1B of the AP1000 DCD Tier
2. According to 10 CFR 51.30(d), an EA
for a design certification amendment is
limited to the consideration of whether
the design change, which is the subject
of the proposed amendment renders a
SAMDA previously rejected in the
earlier EA to become cost beneficial, or
results in the identification of new
SAMDAs, in which case the costs and
benefits of new SAMDASs and the bases
for not incorporating new SAMDASs in
the design certification must be
addressed. Based upon review of
Westinghouse’s evaluation, the NRC
concludes that the proposed design

changes: (1) Do not cause a SAMDA
previously rejected in the EA for the
initial AP1000 design certification to
become cost-beneficial; and (2) do not
result in the identification of any new
SAMDAs that could become cost
beneficial.

The NRC prepared a final EA
following the close of the comment
period for the proposed standard design
certification. With the issuance of this
final rule, all environmental issues
concerning SAMDAS associated with
the information in the final EA and
Appendix 1B of the AP1000 DCD Tier
2 will be considered resolved for plants
referencing Amendment 1 to the
AP1000 design whose site parameters
are within those specified in SAMDA
evaluation. The existing site parameters
specified in the SAMDA evaluation are
not affected by this design certification
amendment.

The final EA, upon which the NRC’s
finding of no significant impact is
based, and Revision 19 of the AP1000
DCD are available as discussed in
Section IV, Availability of Documents.
The NRC sent a copy of the EA and final
rule to every State Liaison Officer and
no comments were received.

IX. Paperwork Reduction Act
Statement

This final rule contains new or
amended information collection
requirements that are subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). These requirements
were approved by the Office of
Management and Budget, approval
number 3150-0151.
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The burden to the public for these
information collections is estimated to
average 3 hours per response, including
the time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the information collection. Send
comments on any aspect of these
information collections, including
suggestions for reducing the burden, to
the Information Services Branch (T—
5F53), U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001, or by Internet electronic mail to
INFOCOLLECTS.RESOURCE@NRC.gov;
and to the Desk Officer, Office of
Information and Regulatory Affairs,
NEOB-10202, (3150-0151), Office of
Management and Budget, Washington,
DC 20503.

Public Protection Notification

The NRC may not conduct or sponsor,
and a person is not required to respond
to, a request for information or an
information collection requirement
unless the requesting document
displays a currently valid OMB control
number.

X. Regulatory Analysis

The NRC has not prepared a
regulatory analysis for this final rule.
The NRC prepares regulatory analyses
for rulemakings that establish generic
regulatory requirements applicable to all
licensees. Design certifications are not
generic rulemakings in the sense that
design certifications do not establish
standards or requirements with which
all licensees must comply. Rather,
design certifications are Commission
approvals of specific nuclear power
plant designs by rulemaking, which
then may be voluntarily referenced by
applicants for COLs. Furthermore,
design certification rulemakings are
initiated by an applicant for a design
certification, rather than the NRC.
Preparation of a regulatory analysis in
this circumstance would not be useful
because the design to be certified is
proposed by the applicant rather than
the NRC. For these reasons, the
Commission concludes that preparation
of a regulatory analysis is neither
required nor appropriate.

XI. Regulatory Flexibility Act
Certification

Under the Regulatory Flexibility Act
of 1980, 5 U.S.C. 605(b), the
Commission certifies that this final rule
will not have a significant economic
impact upon a substantial number of
small entities. The final rule provides
for certification of an amendment to a
nuclear power plant design. Neither the

design certification amendment
applicant, nor prospective nuclear
power plant licensees who reference
this DCR, fall within the scope of the
definition of “small entities” set forth in
the Regulatory Flexibility Act, or the
size standards established by the NRC
(10 CFR 2.810). Thus, this rule does not
fall within the purview of the
Regulatory Flexibility Act.

XII. Backfitting and Issue Finality

The NRC has determined that this
final rule meets the requirements of the
backfit rule, 10 CFR 50.109, and the
requirements governing changes to
DCRs in 10 CFR 52.63(a)(1).

The final rule does not constitute
backfitting as defined in the backfit rule
(10 CFR 50.109) with respect to
operating licenses under 10 CFR Part 50
because there are no operating licenses
referencing this DCR.

Westinghouse requested many
changes to the currently approved
AP1000 DCD Revision 15 to correct
spelling, punctuation, or similar errors,
which result in text that has the same
essential meaning. The NRC concludes
that these Westinghouse-requested
changes, which are editorial in nature,
neither constitute backfitting as defined
in 10 CFR 50.109(a)(1), nor are these
changes inconsistent with the issue
finality provisions of 10 CFR 52.63 or 10
CFR 52.83. The backfitting and issue
finality provisions were not meant to
apply to such editorial changes in as
much as such changes would have
insubstantial impact on licensees with
respect to their design and operation,
and are not the kind of changes falling
within the policy considerations that
underlie the backfit rule and the issue
finality provisions of 10 CFR 52.63 and
10 CFR 52.83.

Westinghouse also made proposed
changes to Revision 15 of the AP1000
DCD, which the NRC understands were
the result of requests to Westinghouse
from COL applicants referencing the
AP1000 design, to achieve consistency
in description and approach in different
portions of the DCD. In the absence of
a generic change to the AP1000, the
referencing COL applicants stated to
Westinghouse and the NRC that each
would likely take plant-specific
departures to address the inconsistency.
While this could result in more
consistency within any given COL
application, it would result in
inconsistencies among the different
referencing COLs, which is inconsistent
with the overall standardization goal of
10 CFR part 52. Accordingly, the NRC
concludes that the Westinghouse-
requested changes to the AP1000 to
address consistency do not constitute

backfitting under the backfit rule (in as
much as they are voluntary) and are not
otherwise inconsistent with the issue
finality provisions of 10 CFR 52.63 and
52.83.

Westinghouse also proposed
numerous substantive changes to the
AP1000 design described in Revision 15
of the DCD, including, but not limited
to, minor component design details,
replacement of a design feature with
another having similar performance
(e.g., turbine manufacturer, power for
the auxiliary boiler), and changes
allowing additional capability for
operational flexibility (e.g., liquid waste
holdup tanks, unit reserve transformer).
Westinghouse included within its
application a detailed list of each DCD
content change and the basis for
concluding that one or more of the
criteria in 10 CFR 52.63(a)(1) are
satisfied for each change.

In the course of the NRC review of the
technical changes proposed by
Westinghouse, the NRC considered the
basis offered by Westinghouse and made
conclusions about whether the criteria
of 10 CFR 52.63(a) were satisfied. These
conclusions are included in the chapters
of the FSER under ADAMS Accession
No. ML112061231. The NRC concluded
that all of these changes met at least one
of the criteria in 10 CFR 52.63(a) and are
not otherwise inconsistent with the
issue finality provisions of 10 CFR 52.63
and 52.83. Fifteen of the most
significant changes are discussed below,
to show that each of the 15 substantive
changes to the AP1000 certified design
meet at least one of the criteria in 10
CFR 52.63(a)(1)(i) through (a)(1)(vii)
and, therefore, do not constitute a
violation of the finality provisions in
that section.

A. 10 CFR 52.63 Criterion (a)(1)(iv):
Provides the Detailed Design
Information To Be Verified Under Those
ITAAC, Which Are Directed at
Certification Information (i.e., DAC)

Title: Removal of Human Factors
Engineering Design Acceptance Criteria
from the Design Control Document.

Item: 1 of 15.

Description of Change: The ITAAC
Design Commitments for HFE are in
Tier 1, Table 3.2—1. In Revision 17 of the
AP1000 DCD, Westinghouse proposed
deletion of the Human Factors DAC
(Design Commitments 1 through 4) and
provided sufficient supporting
documentation to meet the requirements
of these ITAAC. Design Commitment 1
pertains to the integration of human
reliability analysis with HFE design.
Design Commitment 2 pertains to the
HFE task analysis. Design Commitment
3 pertains to the human-system
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interface. Design Commitment 4
pertains to the HFE program verification
and validation implementation. The
information developed by Westinghouse
to satisfy these ITAAC is included in
Chapter 19 of the DCD.

Location within the Safety Evaluation
(SER) where the changes are principally
described: The details of the NRC’s
evaluation of Westinghouse’s design
features associated with the HFE DAC
are in Sections 18.7.6 (Design
Commitment 1), 18.5.9 (Design
Commitment 2), 18.2.8 (Design
Commitment 3), and 18.11 (Design
Commitment 4) of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): The additional information
included in Tier 2 provides detailed
design information on human factors
design that would otherwise have to be
addressed through verification of
implementation of the human factors
DAC. Therefore, the changes to the DCD
eliminate the need for DAC on human
factors and meet the finality criteria in
10 CFR 52.63(a)(1)(iv).

Title: Change to Instrumentation and
Control DAC and Associated ITAAC.

Item: 2 of 15.

Description of Change: In the
proposed revision to DCD Chapter 7,
Westinghouse chose the Common Q
platform to implement the Protection
and Safety Monitoring System (PMS)
and removed all references to the Eagle
21 platform. This design change,
coupled with the development of other
information about the PMS system
definition design phase, was the basis
for Westinghouse’s proposed removal of
its Tier 1, Chapter 2, Section 2.5.2,
Design Commitment 11(a) Design
Requirements phase from Table 2.5.2-8,
“Inspections, Tests, Analyses, and
Acceptance Criteria,” for the PMS.

In its proposed revision to the DCD in
Chapter 7, Westinghouse altered its
design for the Diverse Actuation System
(DAS) by implementing it with Field
Programmable Gate Array (FPGA)
technology instead of microprocessor-
based technology. Additional
information about the design process for
the DAS was added as the basis for
Westinghouse’s proposed completion of
its Tier 1, Chapter 2, Section 2.5.1,
Design Commitments 4(a) and 4(b)
Design Requirements and System
Definition phases from Table 2.5.1-4
“Inspections, Tests, Analyses, and
Acceptance Criteria” for the DAS.

Location within the Safety Evaluation
(SER) where the changes are principally
described: The details of the NRC’s
evaluation of Westinghouse’s design
features associated with I&C DAC and
ITAAC are in Sections 7.2.2.3.14, 7.2.5,
7.8.2,7.9.2, and 7.9.3 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Westinghouse provided
additional information that incorporates
the results of the design process
implementation for the PMS and DAS
(which both support completion of
Design Commitment 11(a) from Table
2.5.2—8 and 4a and 4b from Table 2.5.1—
4, respectively) into the DCD. The
additional information included in Tier
2 provides detailed design information
on 1&C design that would otherwise
have to be addressed through
verification of implementation of the
I&C DAC. Therefore, the changes to the
DCD eliminate the need for DAC on
1&Cs and meet the finality criteria in 10
CFR 52.63(a)(1)(iv).

B. 10 CFR 52.63 Criterion (a)(1)(vii):
Contributes to Increased
Standardization of the Certification
Information

The changes in the AP1000
amendment generally fall into one of
two categories: (1) Changes that provide
additional information or a greater level
of detail not previously available in the
currently-approved version of the
AP1000 DCD (Revision 15); or (2)
changes requested by COL applicants
referencing the AP1000 who would plan
to include these changes in their
application as departures if they were
not approved in the AP1000 DCR
amendment. The Commission
concludes that both categories of
changes meet the 10 CFR 52.63 criterion
of “contributes to increased
standardization.” The bases for the
Commission’s conclusions, including
each category of change, are discussed
below.

Additional and More Detailed
Information

Westinghouse proposes that the DCD
be changed by adding new, more
detailed design information that
expands upon the design information
already included in the DCD. This
information would be used by every
COL referencing the AP1000 DCR.
Incorporating these proposed changes
into the AP1000 DCR as part of this
amendment contributes to the increased
standardization of the certification
information by eliminating the
possibility of multiple departures.
Therefore, these changes enhance
standardization, and meet the finality
criterion for changes in 10 CFR
52.63(a)(1)(vii).

Changes for Which COL Applicants
Would Otherwise Request Departures

Westinghouse proposes several
changes to its DCD with the stated
purpose of contributing to increased

standardization. Westinghouse
represents that these changes were
requested by the lead COL applicants
currently referencing the AP1000. The
NRC, in meetings with these applicants
as part of the “Design-Centered Working
Group” process for jointly resolving
licensing issues, confirmed that these
applicants requested these changes and
committed to pursue plant-specific
departures from the AP1000 if
Westinghouse did not initiate such
changes to the AP1000 DCR. Such
departures may be pursued by
individual COL applicants (and
licensees) as described in part VIII,
“Processes for Changes and Departures”
of the AP1000 DCR (Appendix D to 10
CFR part 52). Incorporating these
proposed changes into the AP1000 DCR
as part of this amendment contributes to
the increased standardization of the
certification information by eliminating
the possibility of multiple departures.
Therefore, all Westinghouse-initiated
changes for the purpose of eliminating
plant-specific departures enhance
standardization, and meet the finality
criterion for changes in 10 CFR
52.63(a)(1)(vii).

Title: Minimization of Contamination
(10 CFR 20.1406(b)).

Item: 3 of 15.

Description of Change: In DCD
Section 12.1.2.4, Westinghouse
discussed features incorporated into the
amended design certification to
demonstrate compliance with 10 CFR
52.47(a)(6), which requires that a design
certification application include the
information required by 10 CFR
20.1406(b), which was adopted in 2007
as part of the general revisions to 10
CFR Part 52. This regulation requires
design certification applicants whose
applications are submitted after August
20, 1997, to describe how the design
will minimize, to the extent practicable,
contamination of the facility and the
environment, facilitate
decommissioning and minimize the
generation of radioactive waste. The
DCD changes are documented in
Westinghouse Technical Report 98,
“Compliance with 10 CFR 20.1406”
(APP—-GW-GLN-098), Revision 0
(ADAMS Accession No. ML071010536).
Westinghouse evaluated contaminated
piping, the SFP air handling systems,
and the radioactive waste drain system
to show that piping and components
utilize design features that will prevent
or mitigate the spread of contamination
within the facility or the environment.
Westinghouse has incorporated
modifications and features such as
elimination of underground radioactive
tanks, RCPs without mechanical seals,
fewer embedded pipes, less radioactive
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piping in the auxiliary building and
containment vessel, and monitoring the
radwaste discharge pipeline to
demonstrate that the AP1000 design
certification, as amended, will be in
compliance with the subject regulation
and Regulatory Guidance (RG) 4.21,
“Minimization of Contamination and
Radioactive Waste Generation: Life-
Cycle Planning” (June 2008).

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features are in
Section 12.2 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1)(vii): Inclusion in the DCD of
the more detailed information about the
features for minimization of
contamination provides additional
information to be included in the DCD
for the AP1000 that increases
standardization of the AP1000 design.
Thus, the changes meet the finality
criterion for changes in 10 CFR
52.63(a)(1)(vii).

Title: Extension of Seismic Spectra to
Soil Sites and Changes to Stability and
Uniformity of Subsurface Materials and
Foundations.

Item: 4 of 15.

Description of Change: In AP1000
DCD Tier 2, Sections 2.5.2 and 3.7,
Westinghouse extended the AP1000
design to sites with five soil profiles,
ranging from hard rock to soft soil, for
Category I structures, systems, and
components. The certified design
included only hard rock conditions. To
support the technical basis for the
extension, Westinghouse provided:
Seismic analysis methods, procedures
for analytical modeling, soil-structure
interaction analysis with three
components of earthquake motion, and
interaction of non-seismic Category I
structures with seismic Category I
structures. Also, in DCD Section 2.5.4,
Westinghouse extended the AP1000
design with ““Stability and Uniformity of
Subsurface Materials and Foundations,”
where the DCD presents the
requirements related to subsurface
materials and foundations for COL
applicants referencing AP1000 standard
design. The site-specific information
includes excavation, bearing capacity,
settlement, and liquefaction potential.
On February 28, 2011, Westinghouse
submitted Revision 5 to TR-03,
“Extension of Nuclear Island Seismic
Analysis to Soil Sites,” and summarized
the report in DCD Appendix 3G, to
provide more detail about its analyses.

Location within the SER where the
changes are principally described:The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with extension of seismic

spectra to soil sites are in Section 3.7 of
the FSER. The details of the NRC’s
evaluation of Westinghouse’s design
features associated with stability and
uniformity of subsurface materials and
foundations are in Sections 2.5.2 and
2.5.4 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Westinghouse submitted a
change to the DCD that provides the
seismic design and supporting analysis
for a range of soil conditions
representative of expected applicants for
a COL referencing the AP1000 design.
As aresult, the certified design can be
used at more sites without the need for
departures to provide site-specific
analyses or design changes, thus leading
to a more uniform analysis and seismic
design for all the AP1000 plants.
Including in the DCD the information
demonstrating adequacy of the design
for seismic events for a wider range of
soil conditions is a change that provides
additional information leading to
increased standardization of this aspect
of the design. In addition, the change
reduces the need for COL applicants to
seek departures from the current
AP1000 design in as much as most sites
do not conform to the currently
approved hard rock sites. Therefore, the
change increases standardization and
meets the finality criterion for changes
in 10 CFR 52.63(a)(1)(vii).

Title: Long-Term Cooling.

Item: 5 of 15.

Description of Change: DCD Tier 2,
Section 6.3.8, describes the changes to
COL information items related to
containment cleanliness and
verification of water sources for long-
term recirculation cooling following a
LOCA. The COL information item
related to verification of water sources
for long-term recirculation cooling
following a LOCA was closed based on
Westinghouse TR-26, “AP1000
Verification of Water Sources for Long-
Term Recirculation Cooling Following a
LOCA,” APP-GW-GLR-079 (ADAMS
Accession No. ML102170123) and other
information contained in DCD Chapter
6. Section 6.3.2.2.7 describes the
evaluation of the water sources for long-
term recirculation cooling following a
LOCA, including the design and
operation of the AP1000 PCCS debris
screens. DCD Tier 1, Section 2.2.3,
includes the associated design
descriptions and ITAAC.

The COL information item requires a
cleanliness program to limit the amount
of latent debris in containment
consistent with the analysis and testing
assumptions.

Location within the SE where the
changes are principally described: The
details of the NRC’s evaluation of

Westinghouse’s design features
associated with long-term cooling in the
presence of LOCA-generated and latent
debris and General Design Criteria 35
and 38 are in Subsection 6.2.1.8 of the
FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
design and analysis information that
demonstrates adequacy of long-term
core cooling provides additional
information leading to increased
standardization of this aspect of the
design. Therefore, the change meets the
finality criterion for changes in 10 CFR
52.63(a)(1)(vii).

Title: Control Room Emergency
Habitability System.

Item: 6 of 15.

Description of Change: DCD Tier 2,
Section 6.4, has undergone significant
revision. Westinghouse redesigned its
main control room emergency
habitability system to meet control room
radiation dose requirements using the
standard assumed in-leakage of 5 cubic
feet per minute in the event of a release
of radiation. The changes include the
addition of a single-failure proof passive
filter train. The flow through the filter
train is provided by an eductor
downstream of a bottled air supply.
These changes were prompted by
Westinghouse’s proposal to revise the
atmospheric dispersion factors from
those certified in Revision 15 to larger
values to better accommodate COL sites.
As aresult, other design changes were
needed to maintain doses in the control
room within acceptable limits.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with radiation dose to
personnel under accident conditions are
in Section 6.4 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Incorporation of design
changes to the main control room
ventilation systems would contribute to
increased standardization of this aspect
of the design. Therefore, the change
meets the finality criterion for changes
in 10 CFR 52.63(a)(1)(vii).

Title: Changes to the Component
Cooling Water System.

Item: 7 of 15.

Description of Change: In Revision 18
to AP1000 DCD Tier 2, Westinghouse
proposed changes to the design of the
component cooling water system
(CCWS) to modify the closure logic for
system motor-operated containment
isolation valves and install safety-class
relief valves on system supply and
return lines. The closure logic would
close the isolation valves upon a high
RCP bearing water temperature signal,
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which might be indicative of a RCP heat
exchanger tube rupture. This change
would automatically isolate this
potential leak to eliminate the
possibility of reactor coolant from a
faulted heat exchanger discharging to
portions of the CCWS outside
containment.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the CCWS are in
Chapter 23, Section V, of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Westinghouse included
changes to the component cooling water
in the DCD. These changes will
contribute to increased standardization
of this aspect of the design. Therefore,
the change meets the finality criterion
for changes in 10 CFR 52.63(a)(1)(vii).

Title: Changes to Instrumentation and
Control Systems.

Item: 8 of 15.

Description of Change: In AP1000
DCD Tier 2, Sections 7.1 through 7.3,
Westinghouse completed planning
activities related to the architecture of
its safety related I&C protection system,
referred to as the PMS. Westinghouse
also proposed changes to the DCD to
reflect resolution of PMS interdivisional
data communications protocols and
methods utilized to ensure a secure
development and operational
environment. A secure development
and operational environment in this
context refers to a set of protective
actions taken against a predictable set of
non-malicious acts (e.g., inadvertent
operator actions, undesirable behavior
of connected systems) that could
challenge the integrity, reliability, or
functionality of a digital safety system.
The establishment of a secure
development and operational
environment for digital safety systems
involves: (i) Measures and controls
taken to establish a secure environment
for development of the digital safety
system against undocumented,
unneeded and unwanted modifications
and (ii) protective actions taken against
a predictable set of undesirable acts
(e.g., inadvertent operator actions or the
undesirable behavior of connected
systems) that could challenge the
integrity, reliability, or functionality of
a digital safety system during
operations.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with I&C systems are in
Sections 7.1 through 7.3, and 7.9 of
NRC’s Chapter 7 FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
more detailed information about the 1&C
architecture and communications
provides additional information leading
to increased standardization of this
aspect of the design. Therefore, the
change meets the finality criterion for
changes in 10 CFR 52.63(a)(1)(vii).

Title: Changes to the Passive Core
Cooling System—Gas Intrusion.

Item: 9 of 15.

Description of Change: In AP1000
DCD Tier 1 and Tier 2, Westinghouse
proposed changes to the design of the
PCCS to add manual maintenance vent
valves and manual maintenance drain
valves, and to reroute accumulator
discharge line connections in order to
address concerns related to gas
intrusion. In addition, Westinghouse
provided descriptions of surveillance
and venting procedures to verify gas
void elimination during plant startup
and operations. These proposed changes
are responsive to the actions requested
by Generic Letter 2008—-01, ‘“‘Managing
Gas Accumulation in Emergency Core
Cooling, Decay Heat Removal, and
Containment Spray Systems.”

The passive core cooling system
(PCCS) provides rapid injection of
borated water, which provides negative
reactivity to reduce reactor power to
residual levels and ensures sufficient
core cooling flow. Noncondensible gas
accumulation in the PCCS has the
potential to delay injection of borated
water, which would impact the
moderating and heat removal
capabilities, thus providing a challenge
to the primary fission product barrier
and maintenance of a coolable core
geometry. As part of its review, the NRC
determined that the proposed changes
in the design of the PCCS were
acceptable for providing protection for
design-basis events, such as LOCAs.

Location within the SER where the
changes are principally described: The
NRC'’s evaluation of proposed changes
to the DCD associated with changes to
the PCCS is in Chapter 23, Section L, of
the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
design and analysis information that
provides for venting of non-condensible
gases provides additional information
leading to increased standardization of
this aspect of the design. Therefore, the
change meets the finality criterion for
changes in 10 CFR 52.63(a)(1)(vii).

Title: Integrated Head Package—Use
of the QuickLoc Mechanism.

Item: 10 of 15.

Description of Change: In DCD Tier 2,
Section 5.3.1.2, Westinghouse describes
a revised integrated head package (IHP)

design. The inclusion of eight QuickLoc
penetrations in lieu of the forty-two
individual in-core instrument thimble-
tube-assembly penetrations on the
reactor vessel head is a significant
decrease in the number of reactor
pressure vessel (RPV) closure head
penetrations for access to in-core and
core exit instrumentation. The QuickLoc
mechanism allows the removal of the
RPV closure head without removal of
in-core and core exit instrumentation
and, thus, decreases refueling outage
time and overall occupational exposure.
This head package design has been
installed on a number of operating
plants and, as noted, has several
operational and safety advantages.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the (1) IHP and
QuickLoc mechanism are in Section
5.2.3 of the FSER and (2) radiation
protection pertaining to the addition of
the integrated reactor head package and
QuickLoc connectors are in Subsection
12.4.2.3 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
changes to the IHP would contribute to
the increased standardization of this
aspect of the design. Therefore, the
change meets the finality criterion for
changes in 10 CFR 52.63(a)(1)(vii).

Title: Reactor Coolant Pump Design.

Item: 11 of 15.

Description of Change: In AP1000
DCD Tier 2, Subsection 5.4.1,
Westinghouse proposed changes related
to the RCP design. These changes
include: Change to a single-stage,
hermetically sealed, high inertia,
centrifugal sealless RCP of canned
motor design; use of an externally
mounted heat exchanger; and change of
the RCP flywheel to bimetallic
construction. These DCD changes are
documented in: TR-34, “AP1000
Licensing Design Change Document for
Generic Reactor Coolant Pump,” APP-
GW-GLN-016, November 2006 and in
other documentation in response to
NRC inquiries. The supporting
documentation includes an analysis
demonstrating that failure of the
flywheel would not generate a missile
capable of penetrating the surrounding
casing, and, therefore, that such failure
would not damage the reactor coolant
pressure boundary.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the RCP design are in
Section 5.4.1 of the NRC’s Chapter 5
FSER.
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Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
changes to the RCP would reduce the
possibility of plant-specific departure
requests by COL applicants referencing
the AP1000 DCR. Therefore, the change
meets the finality criterion for changes
in 10 CFR 52.63(a)(1)(vii).

Title: Reactor Pressure Vessel Support
System.

Item: 12 of 15.

Description of Change: The RPV
structural support system of the AP1000
standard design is designed to provide
the necessary support for the heavy RPV
in the AP1000 standard design. The
original anchorage design was bolting
into embedded plates of the CA04
structural module. Subsection 3.8.3.1.1
of the AP1000 DCD Tier 2 would be
changed to reflect modifications to the
RPV support design. In the revised
design, there are four support “boxes”
or “legs” located at the bottom of the
RPV’s cold leg nozzles. The support
boxes are anchored directly to the
primary shield wall concrete base via
steel embedment plates. This CA04
structural module is no longer used in
the new design. The four RPV support
boxes are safety-related and the design
of the RPV associated support structures
is consistent with the safe shutdown
earthquake design of Seismic Category I
equipment. Subsections 3.8.3.5.1 and
5.4.10.2.1 of the DCD are modified.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with RPV supports are in
Chapter 23, Section R, of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
changes to the RPV supports contributes
to the increased standardization of this
aspect of the design. Therefore, the
change meets the finality criterion for
changes in 10 CFR 52.63(a)(1)(vii).

Title: Spent Fuel Pool Decay Heat
Analysis and Associated Design
Changes.

Item: 13 of 15.

Description of Change: In AP1000
DCD Tier 2, Section 9.1.3, Westinghouse
proposed changes to the SFP cooling
system. Westinghouse proposed to
increase the number of spent fuel
storage locations from 619 to 889 fuel
assemblies and implement the following
associated design changes: (1) Increase
in component cooling system (CCS)
pump design capacity, (2) increase in
the CCS supply temperature to plant
components, and (3) changes in the CCS
parameters related to the RCPs. The
increase in the number of assemblies
affects the decay heat removal/SFP
heatup analyses. The supporting bases

for these DCD changes are documented
in: TR-111, “Component Cooling
System and Service Water System
Changes Required for Increased Heat
Loads,” APP-GW-GLN-111, Revision 2,
dated May 2007 (ADAMS Accession No.
ML071500563); TR—-103, “Fluid System
Changes,” APP-GW-GLN-019, Revision
2, dated October 2007 (ADAMS
Accession No. ML072830060); TR-108,
“AP1000 Site Interface Temperature
Limits,” APP-GW-GLN-108, Revision
2, dated September 2007 (ADAMS
Accession No. ML072750137), and TR—
APP-GW-GLR-097, “Evaluation of the
Effect of the AP1000 Enhanced Shield
Building on the Containment Response
and Safety Analysis,” Revision 3, dated
June 2011 (ADAMS Accession No.
ML11168A041).

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the SFP decay heat
analysis are in Section 9.2.2 of the
FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
changes to the SFP decay heat analysis
would contribute to the increased
standardization of this aspect of the
design. Therefore, the change meets the
finality criterion for changes in 10 CFR
52.63(a)(1)(vii).

Title: Spent Fuel Rack Design and
Criticality Analysis.

Item: 14 of 15.

Description of Change: In DCD Tier 2,
Section 9.1.2, Westinghouse proposed
changes to the spent fuel racks: (1) To
increase the storage capacity by 270
additional fuel assemblies, and (2) to
integrate a new neutron poison into the
rack design. These changes included a
different rack design and associated
structural analysis and a revised
criticality analysis. These DCD changes
are documented in TR-54, “Spent Fuel
Storage Racks Structure and Seismic
Analysis,” APP-GW-GLR-033,
Revision 4, dated June 2, 2010 (ADAMS
Accession No. MLL101580475); and TR—
65, “‘Spent Fuel Storage Racks
Criticality Analysis,” APP-GW-GLR—
029, Revision 2, dated January 5, 2010
(ADAMS Accession No. ML.100082093).

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the spent fuel rack
design and criticality analysis are in
Section 9.1.2 of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
changes to the spent fuel rack design
and criticality analysis would contribute
to the increased standardization of this

aspect of the design. Therefore, the
change meets the finality criterion for
changes in 10 CFR 52.63(a)(1)(vii).

Title: Vacuum Relief System.
Item: 15 of 15.

Description of Change: In Revision 18
to AP1000 DCD Tier 2, Chapters 3, 6, 7,
9, and 16, Westinghouse proposed a
change to the design of the containment,
which adds a vacuum relief system to
the existing containment air filtration
system vent line penetration. The
proposed vacuum relief system consists
of redundant vacuum relief devices
inside and outside containment sized to
prevent differential pressure between
containment and the shield building
from exceeding the design value of 1.7
psig, which could occur under extreme
temperature conditions.

Each relief flow path consists of a
check valve inside containment and a
motor operated butterfly valve outside
of containment. The redundant relief
devices outside containment share a
common inlet line with redundant
outside air flow entry points. The outlet
lines downstream of the outside
containment relief devices are routed to
a common header connected to the vent
line penetration. The redundant relief
devices inside containment share a
common inlet line from the vent line
penetration and have independent
discharge lines into containment.

Location within the SER where the
changes are principally described: The
details of the NRC’s evaluation of
Westinghouse’s design features
associated with the addition of the
vacuum relief system are in Chapter 23,
Section W, of the FSER.

Evaluation of the Criteria in 10 CFR
52.63(a)(1): Inclusion in the DCD of the
introduction of a containment vacuum
relief system would contribute to the
increased standardization of this aspect
of the design. Therefore, the change
meets the finality criterion for changes
in 10 CFR 52.63(a)(1)(vii).

Other Technical Changes

The above discussion on selected
technical changes is illustrative of the
NRC'’s consideration of applicability of
the finality provisions to other technical
changes proposed from Revision 15 of
the DCD, which are reflected in
Revision 19. As noted earlier,
Westinghouse provided its proposed
basis for each change as part of the
application. The NRC concludes that the
other technical changes meet one or
more of the finality criteria and thus do
not constitute a violation of the finality
provisions of 10 CFR 52.63.



82102

Federal Register/Vol. 76, No. 251/Friday, December 30, 2011/Rules and Regulations

Changes Addressing Compliance With
Aircraft Impact Assessment Rule (10
CFR 50.150)

The final rule amends the existing
AP1000 DCR, in part, to address the
requirements of the AIA rule. The AIA
rule itself mandated that a DCR be
revised, if not during the DCR’s current
term, then no later than its renewal to
address the requirements of the AIA
rule. In addition, the AIA rule provided
that any COL issued after the effective
date of the final AIA rule must reference
a DCR complying with the AIA rule, or
itself demonstrate compliance with the
AIA rule. The AIA rule may therefore be
regarded as inconsistent with the
finality provisions in 10 CFR 52.63(a)
and Section VI of the AP1000 DCR.
However, the NRC provided an
administrative exemption from these
finality requirements when the final
AIA rule was issued (74 FR 28112; June
12, 2009). Accordingly, the NRC has
already addressed the backfitting
implications of applying the AIA rule to
the AP1000 with respect to the AP1000
and referencing COL applicants.

Conclusion

The amended AP1000 DCR does not
constitute backfitting and is consistent
with the finality provisions in 10 CFR
part 52. Accordingly, the NRC has not
prepared a backfit analysis or
documented evaluation for this rule.

XIII. Congressional Review Act

In accordance with the Congressional
Review Act of 1996, the NRC has
determined that this action is not a
major rule and has verified this
determination with the Office of
Information and Regulatory Affairs of
the Office of Management and Budget.

List of Subjects in 10 CFR Part 52

Administrative practice and
procedure, Antitrust, Backfitting,
Combined license, Early site permit,
Emergency planning, Fees,
Incorporation by reference, Inspection,
Limited work authorization, Nuclear
power plants and reactors, Probabilistic
risk assessment, Prototype, Reactor
siting criteria, Redress of site, Reporting
and recordkeeping requirements,
Standard design, Standard design
certification.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended;
the Energy Reorganization Act of 1974,
as amended; and 5 U.S.C. 552 and 553,
the NRC is adopting the following
amendments to 10 CFR part 52.

PART 52—LICENSES,
CERTIFICATIONS, AND APPROVALS
FOR NUCLEAR POWER PLANTS

m 1. The authority citation for 10 CFR
part 52 continues to read as follows:

Authority: Secs. 103, 104, 161, 182, 183,
186, 189, 68 Stat. 936, 948, 953, 954, 955,
956, as amended, sec. 234, 83 Stat. 444, as
amended (42 U.S.C. 2133, 2201, 2232, 2233,
2236, 2239, 2282); secs. 201, 202, 206, 88
Stat. 1242, 1244, 1246, as amended (42 U.S.C.
5841, 5842, 5846); sec. 1704, 112 Stat. 2750
(44 U.S.C. 3504 note); Energy Policy Act of
2005, Pub. L. 109-58, 119 Stat. 594 (2005),
secs. 147 and 149 of the Atomic Energy Act.

m 2. In Appendix D to 10 CFR Part 52:
m a. In Section III, revise paragraphs A
and D;
m b. In Section IV, revise paragraph A.3
and add paragraph A.4;
m c. In Section V, redesignate paragraph
A as paragraph A.1 and add a new
paragraph A.2;
m d. In Section VI, revise paragraphs
B.1,B.2, B.7, and E;
m e. In Section VIII, revise the
introductory text of paragraph B.5.b,
redesignate paragraphs B.5.d, B.5.e, and
B.5.f as paragraphs B.5.e, B.5.f, and
B.5.g, respectively, and add a new
paragraph B.5.d, and revise paragraphs
B.6.b and B.6.c; and
m f. In Section X, revise paragraph A.1
and add a new paragraph A.4.

The revisions and additions read as
follows:

Appendix D to Part 52—Design
Certification Rule for the AP1000
Design

* * * * *

III. Scope and Contents

A. Tier 1, Tier 2 (including the investment
protection short-term availability controls in
Section 16.3), and the generic TSs in the
AP1000 Design Control Document, Revision
19, (Public Version) (AP1000 DCD), APP—
GW-GL-702, dated June 13, 2011, are
approved for incorporation by reference by
the Director of the Office of the Federal
Register under 5 U.S.C. 552(a) and 1 CFR part
51. Copies of the generic DCD may be
obtained from Stanley E. Ritterbusch,
Manager, AP1000 Design Certification,
Westinghouse Electric Company, 1000
Westinghouse Drive, Cranberry Township,
Pennsylvania 16066, telephone (412) 374—
3037. A copy of the generic DCD is also
available for examination and copying at the
NRC’s PDR, Room O-1F21, One White Flint
North, 11555 Rockville Pike, Rockville,
Maryland 20852. Copies are available for
examination at the NRC Library, Two White
Flint North, 11545 Rockville Pike, Rockville,
Maryland 20852, telephone (301) 415-5610,
email LIBRARY.RESOURCE@NRC.GOV. The
DCD can also be viewed online in the NRC
Library at http://www.nrc.gov/reading-rm/
adams.html by searching under ADAMS
Accession No. ML11171A500. All approved

material is available for inspection at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030 or go to http://www.archives.
gov/federal-register/cfr/ibr-locations.html.

* * * * *

D. 1. If there is a conflict between the
generic DCD and either the application for
the initial design certification of the AP1000
design or NUREG-1793, “Final Safety
Evaluation Report Related to Certification of
the Westinghouse Standard Design,” and
Supplement No. 1, then the generic DCD
controls.

2. If there is a conflict between the generic
DCD and either the application for
Amendment 1 to the design certification of
the AP1000 design or NUREG-1793, “Final
Safety Evaluation Report Related to
Certification of the Westinghouse Standard
Design,” Supplement No. 2, then the generic
DCD controls.

* * * * *

IV. Additional Requirements and
Restrictions

A‘ * k%

3. Include, in the plant-specific DCD, the
sensitive unclassified non-safeguards
information (including proprietary
information) and safeguards information
referenced in the AP1000 DCD.

4. Include, as part of its application, a
demonstration that an entity other than
Westinghouse is qualified to supply the
AP1000 design, unless Westinghouse
supplies the design for the applicant’s use.
* * * * *

V. Applicable Regulations

A. * k%

2. The regulations that apply to those
portions of the AP1000 design approved by
Amendment 1 are in 10 CFR parts 20, 50, 73,
and 100, codified as of December 30, 2011,
that are applicable and technically relevant,
as described in the Supplement No. 2 of the
FSER (NUREG-1793).

* * * * *

VI. Issue Resolution
* * * * *

B. * * %

1. All nuclear safety issues, except for the
generic TS and other operational
requirements, associated with the
information in the FSER and Supplement
Nos. 1 and 2, Tier 1, Tier 2 (including
referenced information, which the context
indicates is intended as requirements, and
the investment protection short-term
availability controls in Section 16.3 of the
DCD), and the rulemaking records for initial
certification and Amendment 1 of the
AP1000 design;

2. All nuclear safety and safeguards issues
associated with the referenced sensitive
unclassified non-safeguards information
(including proprietary information) and
safeguards information which, in context, are
intended as requirements in the generic DCD
for the AP1000 design;

* * * * *

7. All environmental issues concerning
severe accident mitigation design alternatives
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associated with the information in the NRC’s
EA for the AP1000 design, Appendix 1B of
Revision 15 of the generic DCD, the NRC’s
final EA for Amendment 1 to the AP1000
design, and Appendix 1B of Revision 19 of
the generic DCD, for plants referencing this
appendix whose site parameters are within
those specified in the severe accident
mitigation design alternatives evaluation.

* * * * *

E. The NRC will specify at an appropriate
time the procedures to be used by an
interested person who wishes to review
portions of the design certification or
references containing safeguards information
or sensitive unclassified non-safeguards
information (including proprietary
information, such as trade secrets or financial
information obtained from a person that are
privileged or confidential (10 CFR 2.390 and
10 CFR part 9)), for the purpose of
participating in the hearing required by 10
CFR 52.85, the hearing provided under 10
CFR 52.103, or in any other proceeding
relating to this appendix in which interested
persons have a right to request an
adjudicatory hearing.

* * * * *

VIII Processes for Changes and Departures
* * * * *

B. * * %

5. * k* %

b. A proposed departure from Tier 2, other
than one affecting resolution of a severe
accident issue identified in the plant-specific
DCD or one affecting information required by
10 CFR52.47(a)(28) to address 10 CFR 50.150,
requires a license amendment if it would:

* * * * *

d. If an applicant or licensee proposes to
depart from the information required by 10
CFR 52.47(a)(28) to be included in the FSAR
for the standard design certification, then the
applicant or licensee shall consider the effect
of the changed feature or capability on the
original assessment required by 10 CFR
50.150(a). The applicant or licensee must
also document how the modified design
features and functional capabilities continue
to meet the assessment requirements in 10
CFR 50.150(a)(1) in accordance with Section
X of this appendix.

* * * * *

6. * * *

b. A licensee who references this appendix
may not depart from the following Tier 2*
matters without prior NRC approval. A
request for a departure will be treated as a
request for a license amendment under 10
CFR 50.90.

(1) Maximum fuel rod average burn-up.

(2) Fuel principal design requirements.

(3) Fuel criteria evaluation process.

(4) Fire areas.

(5) Reactor coolant pump type.

(6) Small-break loss-of-coolant accident
(LOCA) analysis methodology.

(7) Screen design criteria.

(8) Heat sink data for containment pressure
analysis.

c. A licensee who references this appendix
may not, before the plant first achieves full
power following the finding required by 10
CFR 52.103(g), depart from the following Tier

2* matters except under paragraph B.6.b of
this section. After the plant first achieves full
power, the following Tier 2* matters revert
to Tier 2 status and are subject to the
departure provisions in paragraph B.5 of this
section.

(1) Nuclear Island structural dimensions.

(2) American Society of Mechanical
Engineers Boiler & Pressure Vessel Code
(ASME Code) piping design and welding
restrictions, and ASME Code Cases.

(3) Design Summary of Critical Sections.

(4) American Concrete Institute (ACI) 318,
ACI 349, American National Standards
Institute/ American Institute of Steel
Construction (ANSI/AISC)-690, and
American Iron and Steel Institute (AISI),
“Specification for the Design of Cold Formed
Steel Structural Members, Part 1 and 2,”
1996 Edition and 2000 Supplement.

(5) Definition of critical locations and
thicknesses.

(6) Seismic qualification methods and
standards.

(7) Nuclear design of fuel and reactivity
control system, except burn-up limit.

(8) Motor-operated and power-operated
valves.

(9) Instrumentation and control system
design processes, methods, and standards.

(10) Passive residual heat removal (PRHR)
natural circulation test (first plant only).

(11) Automatic depressurization system
(ADS) and core make-up tank (CMT)
verification tests (first three plants only).

(12) Polar crane parked orientation.

(13) Piping design acceptance criteria.

(14) Containment vessel design parameters,
including ASME Code, Section III,
Subsection NE.

(15) Human factors engineering.

(16) Steel composite structural module
details.
* * * * *

X. Records and Reporting

A. * Kk %

1. The applicant for this appendix shall
maintain a copy of the generic DCD that
includes all generic changes it makes to Tier
1 and Tier 2, and the generic TS and other
operational requirements. The applicant shall
maintain sensitive unclassified non-
safeguards information (including
proprietary information) and safeguards
information referenced in the generic DCD
for the period that this appendix may be
referenced, as specified in Section VII of this
appendix.

* * * * *

4.a. The applicant for the AP1000 design
shall maintain a copy of the AIA performed
to comply with the requirements of 10 CFR
50.150(a) for the term of the certification
(including any period of renewal).

b. An applicant or licensee who references
this appendix shall maintain a copy of the
AIA performed to comply with the
requirements of 10 CFR 50.150(a) throughout
the pendency of the application and for the
term of the license (including any period of
renewal).

* * * * *

Dated at Rockville, Maryland, this 22nd
day of December 2011.

For the Nuclear Regulatory Commission.
Annette L. Vietti-Cook,
Secretary of the Commission.
[FR Doc. 2011-33266 Filed 12—-29-11; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0278; Directorate
Identifier 2010-NE-10-AD; Amendment 39—
16901; AD 2011-26-11]

RIN 2120-AA64

Airworthiness Directives; General
Electric Company (GE) GE90-110B1
and GE90-115B Turbofan Engines

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

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above, with certain part
number (P/N) high-pressure compressor
(HPC) stages 2—5 spools installed. This
AD was prompted by an aborted takeoff
caused by liberation of small pieces
from the HPC stages 1-2 seal teeth and
two shop findings of cracks in the seal
teeth. This AD requires eddy current
inspection (ECI) or spot fluorescent
penetrant inspection (FPI) of the stages
1-2 seal teeth of the HPC stages 2—5
spool for cracks. This AD only allows
installation of either HPC stator stage 1
interstage seals that are pregrooved or
previously worn seals with acceptable
wear marks to prevent heavy rubs. We
are issuing this AD to detect cracks in
the HPC stages 1-2 seal teeth due to
heavy rubs that could result in failure of
the seal of the HPC stages 2—5 spool,
uncontained engine failure, and damage
to the airplane.

DATES: This AD is effective February 3,
2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of February 3, 2012.

ADDRESSES: For service information
identified in this proposed AD, contact
General Electric, GE-Aviation, Room
285, 1 Neumann Way, Cincinnati, Ohio
45215; email: geae.aoc@ge.com; phone:
(513) 552-3272; fax: (513) 552-3329.
You may review copies of the
referenced service information at the
FAA, Engine & Propeller Directorate, 12
New England Executive Park,
Burlington, MA. For information on the
availability of this material at the FAA,
call (781) 238-7125.
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Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (phone: (800) 647-5527)
is Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Jason Yang, Aerospace Engineer, Engine
Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
phone: (781) 238-7747; fax: (781) 238—
7199; email: jason.yang@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM published in the Federal
Register on May 26, 2011 (76 FR 30573).
That NPRM proposed to require ECI or
spot FPI of the stages 1-2 seal teeth of
the HPC stages 2—5 spool for cracks and
to prohibit installation of HPC stator
stage 1 interstage seals that are not
pregrooved to prevent heavy rubs.

Comments

We gave the public the opportunity to
participate in developing this AD. The
following presents the comments
received on the proposal and the FAA’s
response to each comment.

Remove Reference to ‘“Uncontained
Engine Failure and Damage to the
Airplane”

Two commenters, Boeing Company
(Boeing) and GE, wanted us to remove
the reference to “uncontained engine
failure, and damage to the airplane”
from the Summary and Unsafe
Condition paragraphs. GE claimed that
all instances to date of material
liberation have been contained. The
commenters further stated that it has
been demonstrated that once the crack
reaches the aft tooth, it turns
circumferentially, which minimizes the
amount of material liberated.

We disagree. While all of the fractures
to date have resulted in small pieces
that are contained by the engine case,
the direction that the crack will
propagate cannot be determined with

great certainty. Cracks propagating into
the seal will result in a more substantial
failure of the HPC stages 1-2 seal.
Historical experience has shown that
catastrophic failure of critical rotating
engine parts can result in an
uncontained engine failure that can
damage the airplane. We did not change
the AD based on this comment.

Request Change to Service Bulletin
Reference

Two commenters, Boeing and GE,
requested that we change the “Previous
Credit” section by replacing “SB GE90-
100 S/B 72-0320, Revision 01, dated
May 11, 2010 or earlier revision” with
“SB GE90-100 S/B 72-0320, Revision
02, dated October 1, 2010, or earlier
version.” The commenters indicated
that the NPRM (76 FR 30573, May 26,
2011) mandates accomplishment of GE
Service Bulletin (SB) GE90-100
S/B 72-0320, Revision 02, dated
October 1, 2010, and therefore it would
be consistent to provide credit for
accomplishment of GE SB GE90-100
S/B 72—-0320, Revision 02, dated
October 1, 2010, or an earlier revision.

We agree. We changed the reference
in the service bulletin to Revision 02 in
the Previous Credit paragraph.

Request To Allow Reinstallation of
Previously Worn Seals

Three commenters, FedEx, Japan
Airlines and All Nippon Airways,
requested that the FAA allow the
installation of previously worn seals.
Use of these seals is allowed by GE SB
GE90-100 S/B 72—-0360.

We agree. We replaced the Installation
Prohibition paragraph in the AD with a
new paragraph called “Installation of
HPC Stator Stage 1 Interstage Seals” to
allow for the installation of previously
worn seals. Refer to GE SB GE90-100
S/B 72-360, Revision 04, dated
November 7, 2011, for seals eligible for
installation.

Request Change in Installation
Prohibition Section

FedEx requested that wording in the
“Installation Prohibition” section that
states ““do not install any HPC forward
case unless it has an HPC stator stage 1
interstage seals, P/N 351-109-503-0" be
changed to “allow the installation of
previously worn seals and/or potential
future (post-SB 72—0358) interstage seal
configurations.” FedEx indicated that
the current wording unnecessarily
prohibits the installation of any
forthcoming design improvements to the
interstage seals that GE might develop.

We partially agree. We agree with use
of a previously worn interstage seal
because a worn interstage seal could

prevent the HPC stages 2—5 spool from
cracking. We disagree with use of the
phrase “potential future (post-SB 72—
0358) interstage seal configurations”
because the AD compliance section can
only mandate the use of currently
approved designs. We added a new
paragraph called “Installation of HPC
Stator Stage 1 Interstage Seals,” which
allows for the installation of previously
worn seals.

Remove Reference to Pregrooved Seals

GE stated that the AD requires the
HPC module be reassembled with
pregrooved seals. GE indicated that this
requirement to use pregrooved seals is
beyond the inspection requirements in
GE90-100 S/B 72-0320. GE said that the
inclusion of pregrooved seal references
would cause disagreement with the
“Relevant Service Information” and
“Previous Credit” paragraphs which
refer only to the inspection requirement
in GE90-100 S/B 72-0320.

We disagree. This AD is issued to
mitigate a safety issue caused by failure
of the HPC stages 2—5 spool stages 1-2
seal. Reassembling the HPC module
with a pregrooved seal would prevent
the heavy rubs that result in HPC stages
2-5 spool stages 1-2 seal failure. We did
not change the AD based on this
comment.

Request Correction to Address

GE requested that its address in the
Addresses paragraph be revised to
correct a missing space.

We agree. We corrected the GE
address in the Addresses paragraph of
the AD.

Conclusion

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

¢ Are consistent with the intent that
was proposed in the NPRM (76 FR
30573, May 26, 2011) for correcting the
unsafe condition; and

¢ Do not add any additional burden
upon the public than was already
proposed in the NPRM (76 FR 30573,
May 26, 2011).

We also determined that these
changes will not increase the economic
burden on any operator or increase the
scope of the AD.

Costs of Compliance

We estimate that this AD affects 19
GE90-110B1 and GE90-115B engines
installed on airplanes of U.S. registry.
We also estimate that it will take about
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2 work-hours per engine to perform the
proposed actions, and that the average
labor rate is $85 per work-hour.
Required parts will cost about $9,857
per engine. Based on these figures, we
estimate the total cost of this AD to U.S.
operators to be $190,513.

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

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

(3) Will not affect intrastate aviation
in Alaska, and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2011-26-11 General Electric Company:
Amendment 39-16901; Docket No.
FAA-2011-0278; Directorate Identifier
2010-NE-10-AD.

(a) Effective Date
This AD is effective February 3, 2012.

(b) Affected ADs

None.
(c) Applicability

This AD applies to General Electric
Company (GE) GE90-110B1 and GE90-115B
turbofan engines with high-pressure
compressor (HPC) stages 2—5 spool, part
number (P/Ns) 351-103—-106-0, 351-103—
107-0, 351-103-108-0, 351-103-109-0,
351-103-141-0, 351-103-142-0, 351-103—
143-0, or 351-103—-144-0, installed.

(d) Unsafe Condition

This AD was prompted by an aborted
takeoff caused by liberation of small pieces
from HPC stages 1-2 seal teeth and two shop
findings of cracks in the seal teeth. We are
issuing this AD to detect cracks in the HPC
stages 1-2 seal teeth due to heavy rubs that
could result in failure of the seal of the HPC
stages 2—5 spool, uncontained engine failure,
and damage to the airplane.

(e) Compliance

Comply with this AD when the HPC
forward case half is removed from the engine
after the effective date of this AD, unless the
actions have already been done.

(f) Inspection

Perform an eddy current inspection (ECI)
or a fluorescent penetrant inspection (FPI) of
the HPC stages 1-2 seal teeth using
paragraphs 3.B. or 3.C. of GE Service Bulletin
(SB) GE90-100 S/B 72—-0320, Revision 02,
dated October 1, 2010.

(g) Remove Cracked Spools

Remove from service HPC stages 2—5 spool
with cracked stages 1-2 seal teeth before
further flight.

(h) Previous Credit

An ECI or FPI inspection performed before
the effective date of this AD using GE SB
GE90-100 S/B 72-0320, Revision 02, dated
October 1, 2010, or earlier revision, satisfies
the inspection requirement of this AD.

(i) Installation of HPC Stator Stage 1
Interstage Seals

(1) After the effective date of this AD, do
not install or reinstall any HPC forward case
unless it is equipped with either:

(i) HPC stator stage 1 interstage seals, P/N
351-109-503-0;

(ii) HPC stator stage 1 interstage seals, P/
N 351-109-502-0, with the grooves on seals
that meet the dimensional requirements
defined in paragraph 3.D.(1) of GE SB GE90—
100 S/B 72-360, Revision 04, dated
November 7, 2011.

(iii) A mixture of the HPC stator stage 1
interstage seals listed in paragraphs (i)(1)(i)
and (i)(1)(ii) of this AD.

(j) Alternative Methods of Compliance
(AMOCs)

The Manager, Engine Certification Office,
may approve AMOCs for this AD. Use the
procedures found in 14 CFR 39.19 to make
your request.

(k) Related Information

(1) Contact Jason Yang, Aerospace
Engineer, Engine Certification Office, FAA,
Engine & Propeller Directorate, 12 New
England Executive Park, Burlington, MA
01803; phone: (781) 238-7747; fax: (781)
238-7199; email: jason.yang@faa.gov, for
more information about this AD.

(2) GE Service Bulletins GE90-100 S/B 72—
0320, Revision 02, dated October 1, 2010,
and GE90-100 S/B 72-0360, Revision 04,
November 7, 2011, pertain to the subject of
this AD. Contact General Electric, GE—
Aviation, Room 285, 1 Neumann Way,
Cincinnati, Ohio 45215; email:
geae.aoc@ge.com; phone: (513) 552-3272;
fax: (513) 552—3329; for a copy of this service
information.

(1) Material Incorporated by Reference

(1) You must use the following service
information to do the actions required by this
AD, unless the AD specifies otherwise. The
Director of the Federal Register approved the
incorporation by reference (IBR) under 5
U.S.C. 552(a) and 1 CFR part 51 of the
following service information:

(i) General Electric Company (GE) Service
Bulletin (SB) GE90-100 S/B 72-0320,
Revision 02, October 1, 2010; and

(ii) GE SB GE90-100 S/B 72-0360,
Revision 04, dated November, 7, 2011.

(2) For service information identified in
this AD, contact General Electric, GE—
Aviation, Room 285, 1 Neumann Way,
Cincinnati, Ohio 45215; email:
geae.aoc@ge.com; phone: (513) 552-3272;
fax: (513) 552—3329.

(3) You may review copies of the
referenced service information at the FAA,
Engine & Propeller Directorate, 12 New
England Executive Park, Burlington, MA. For
information on the availability of this
material at the FAA, call (781) 238-7125.

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

Issued in Burlington, Massachusetts, on
December 15, 2011.
Thomas A. Boudreau,

Acting Manager, Engine & Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 2011-32832 Filed 12-29-11; 8:45 am]
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0919; Directorate
Identifier 2010-NM—-088-AD; Amendment
39-16903; AD 2011-27-02]

RIN 2120-AA64

Airworthiness Directives; Lockheed
Martin Corporation/Lockheed Martin
Aeronautics Company Airplanes

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

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Lockheed Martin Corporation/Lockheed
Martin Aeronautics Company Model L—
1011-385-1, L-1011-385-1-14, L—
1011-385—-1-15, and 1L.-1011-385-3
airplanes. This AD was prompted by
results from a damage tolerance analysis
conducted by the manufacturer
indicating that fatigue cracking could
occur in wing rear spar and upper
surface zones. This AD requires
repetitive inspections for cracking of the
wing rear spar and upper surface zones,
and repair if necessary. We are issuing
this AD to detect and correct such
fatigue cracking, which could result in
cracking that grows large enough to
reduce the wing strength below
certificated requirements and possibly
cause fracture of the rear spar, resulting
in extensive damage to the wing and
possible fuel leaks.

DATES: This AD is effective February 3,
2012.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of February 3, 2012.

ADDRESSES: For service information
identified in this AD, Lockheed Martin
Corporation/Lockheed Martin
Aeronautics Company, Airworthiness
Office, Dept. 6A0M, Zone 0252, Column
P-58, 86 S. Cobb Drive, Marietta,
Georgia 30063; telephone (770) 494—
5444; fax (770) 494—5445; email
ams.portal@lmco.com; Internet http://
www.lockheedmartin.com/ams/tools/
TechPubs.html. You may review copies
of the referenced service information at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW.,
Renton, Washington. For information on
the availability of this material at the
FAA, call (425) 227-1221.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (phone: (800) 647-5527)
is Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT: Carl
Gray, Aerospace Engineer, Airframe
Branch, ACE-117A, FAA, Atlanta

ESTIMATED COSTS

Aircraft Certification Office (ACO), 1701
Columbia Avenue, College Park, Georgia
30337; phone: (404) 474-5554; fax: (404)
474-5606; email: Carl. W.Gray@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM published in the Federal
Register on September 21, 2011 (76 FR
58416). That NPRM proposed to require
repetitive inspections for cracking of the
wing rear spar and upper surface zones,
and repair if necessary.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (76
FR 58416, September 21, 2011) or on the
determination of the cost to the public.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting the AD
as proposed.

Interim Action
We consider this AD interim action. If

final action is later identified, we might
consider further rulemaking then.

Costs of Compliance

We estimate that this AD affects 4
airplanes of U.S. registry.

We estimate the following costs to
comply with this AD:

Action Labor cost F(’:grstts Cost per product Cost on U.S. operators

Models: L-1011-385-1, L-1011-385— | 21 work-hours x $85 per hour = $0 | $1,785 per inspection $3,570 per inspection
1-14, L-1011-385-1-15, Zones 1A $1,785 per inspection cycle. cycle. cycle (2 airplanes).
through 1E (Non-destructive Inspec-
tion).

Models: L-1011-385-1, L-1011-385— | 5 work-hours x $85 per hour = $425 0 | $425 per inspection $850 per inspection
1-14, L-1011-385-1-15, Zone 1F per inspection cycle. cycle. cycle (2 airplanes).
(Detailed Inspection).

Model: L-1011-385-3, Zones 1A |24 work-hours x $85 per hour = 0 | $2,040 per inspection $4,080 per inspection
through 1E (Non-destructive Inspec- $2,040 per inspection cycle. cycle. cycle (2 airplanes).
tion).

Model: L-1011-385-3, Zone 1F (De- | 5 work-hours x $85 per hour = $425 0 | $425 per inspection $850 per inspection
tailed Inspection). per inspection cycle. cycle. cycle (2 airplanes).

We have received no definitive data
that would enable us to provide cost
estimates for the on-condition actions
specified in this AD.

Authority for This Rulemaking

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

detail the scope of the Agency’s
authority.

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

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

For the reasons discussed above, 1
certify that this AD:

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

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

(3) Will not affect intrastate aviation
in Alaska, and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:
Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

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

2011-27-02 Lockheed Martin Corporation/
Lockheed Martin Aeronautics Company:
Amendment 39-16903; Docket No.
FAA-2011-0919; Directorate Identifier
2010-NM—-088—-AD.

(a) Effective Date
This AD is effective February 3, 2012.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Lockheed Martin
Corporation/Lockheed Martin Aeronautics
Company Model L-1011-385-1, L-1011—
385-1-14, L-1011-385—-1-15, and L-1011-
385-3 airplanes, certificated in any category,
serial numbers 1002 through 1250 inclusive.

(d) Subject

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

(e) Unsafe Condition

This AD results from a damage tolerance
analysis conducted by the manufacturer
indicating that fatigue cracking could occur
in wing rear spar and upper surface zones.
We are issuing this AD to detect and correct
such fatigue cracking, which could result in
cracking that grows large enough to reduce
the wing strength below certificated
requirements and possibly cause fracture of
the rear spar, resulting in extensive damage
to the wing and possible fuel leaks.

(f) Compliance

You are responsible for having the actions
required by this AD performed within the
compliance times specified, unless the
actions have already been done.

(g) Inspections of Wing Rear Spar and Upper
Surface Zones, and Corrective Actions

At the applicable time specified in
paragraph (k) of this AD, do eddy current
non-destructive inspections (NDI) and
detailed inspections for cracking at the
applicable zones specified in paragraph (g)(1)
or (g)(2) of this AD, in accordance with the
Accomplishment Instructions of Lockheed
Service Bulletin 093—-57-226, dated August
31, 2009. Repeat the inspections thereafter at
the applicable interval specified in Table 1 of
this AD.

(1) For Model L-1011-385-1, L-1011-385—
1-14, and L-1011-385-1-15 airplanes: Zones
1A through 1E, and Zone 1F.

(2) For Model L-1011-385-3 airplanes:
Zones 3A through 3E, and Zone 3F.

(h) Additional Inspection if Cracking Is
Found

Except as specified in paragraph (j) of this
AD, if any cracking is detected during any
inspection required by paragraph (g) of this
AD: Before further flight, remove the
fastener(s) at the suspect area, as defined in
Lockheed Service Bulletin 093-57-226,
dated August 31, 2009; and do a secondary
eddy current inspection to detect cracking of
fastener holes with suspected crack
indications; in accordance with the
Accomplishment Instructions of Lockheed
Service Bulletin 093-57-226, dated August
31, 2009.

(i) Repair

Except as specified in paragraph (j) of this
AD, if a crack finding is confirmed by the
inspection required by paragraph (h) of this
AD and the cracking is within the allowable
repair limits specified in Lockheed Martin
Repair Drawing LCC-7622-369, Revision
March 30, 1995: Before further flight, repair
the cracking, in accordance with Lockheed
Martin Repair Drawing LCC-7622-369,
Revision March 30, 1995. If a crack finding
confirmed by the inspection required by
paragraph (h) of this AD is not within the
allowable repair limits specified in Lockheed
Martin Repair Drawing LCC-7622-369,
Revision March 30, 1995: Before further
flight, repair the cracking, in accordance with
a method approved by the Manager, Atlanta
Aircraft Certification Office (ACO), FAA. For
a repair method to be approved by the
Manager, Atlanta ACO, as required by this
paragraph, the Manager’s approval letter
must specifically refer to this AD.

(j) Exception to Service Bulletin

If any cracking is found during any
inspection required by this AD, and
Lockheed Service Bulletin 093-57-226,
dated August 31, 2009; or Lockheed Martin
Repair Drawing LCC-7622-369, Revision
March 30, 1995; specifies contacting
Lockheed for appropriate action: Before
further flight, repair the cracking in
accordance with a method approved by the
Manager, Atlanta ACO, FAA. For a repair
method to be approved by the Manager,
Atlanta ACO, as required by this paragraph,
the Manager’s approval letter must
specifically refer to this AD.

(k) Compliance Times for Inspections

Do the inspections required by paragraph
(g) of this AD at the applicable time specified
in table 1 of this AD.
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TABLE 1—COMPLIANCE TIMES FOR INSPECTIONS

Airplane models and zones

Compliance time (whichever occurs later)

Repetitive interval (not to exceed)

L-1011-385-1 having accumu-
lated fewer than 7,000 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E;

(Non-destructive Inspection (NDI))

L-1011-385-1 having accumu-
lated fewer than 7,000 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385-1 having accumu-
lated 7,000 flight cycles or more
flight cycles after the accom-
plishment of Lockheed Martin
Service Bulletin  093-57-184,
093-57-196, or 093-57-215; as
of the effective date of this AD;
Zones 1A through 1E; (NDI).

L-1011-385-1 having accumu-
lated 7,000 flight cycles or more
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385—-1-14 having accumu-
lated fewer than 6,900 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385-1-14 having accumu-
lated fewer than 6,900 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385-1-14 having accumu-
lated 6,900 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385—-1-14 having accumu-
lated 6,900 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

Within 7,000 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 7,000 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 1,000 flight cycles or 12
months after the effective date
of this AD, whichever occurs
first.

Within 90 flight cycles after the ef-
fective date of this AD.

Within 6,900 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 6,900 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 1,000 flight cycles or 12
months after the effective date
of this AD, whichever occurs
first.

Within 90 flight cycles after the ef-
fective date of this AD.

Within 1,000 flight cycles after the
effective date of this AD.

Within 90 flight cycles or 30 days
after the effective date of this
AD, whichever occurs later.

Within 30 days after the effective
date of this AD.

Within 1,000 flight cycles after the
effective date of this AD.

Within 90 flight cycles or 30 days
after the effective date of this
AD, whichever occurs later.

Within 30 days after the effective
date of this AD.

1,100 flight cycles.

90 flight cycles.

1,100 flight cycles.

90 flight cycles.

900 flight cycles.

90 flight cycles.

900 flight cycles.

90 flight cycles.



Federal Register/Vol. 76, No. 251/Friday, December 30, 2011/Rules and Regulations

82109

TABLE 1—COMPLIANCE TIMES FOR INSPECTIONS—Continued

L-1011-385-1-15 having accumu-
lated fewer than 5,600 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385-1-15 having accumu-
lated fewer than 5,600 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385-1-15 having accumu-
lated 5,600 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385-1-15 having accumu-
lated 5,600 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385-3 having accumu-
lated fewer than 8,400 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385-3 having accumu-
lated fewer than 8,400 flight cy-
cles after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

L-1011-385-3 having accumu-
lated 8,400 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zones 1A
through 1E; (NDI).

L-1011-385-3 having accumu-
lated 8,400 or more flight cycles
after the accomplishment of
Lockheed Martin Service Bulletin
093-57-184, 093-57-196, or
093-57-215; as of the effective
date of this AD; Zone 1F; (De-
tailed Inspection).

Within 5,600 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 5,600 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 1,000 flight cycles or 12
months after the effective date
of this AD, whichever occurs
first.

Within 60 flight cycles after the ef-
fective date of this AD.

Within 8,400 flight cycles or 10
years after the accomplishment
of Lockheed Martin Service Bul-
letin 093-57-184, 093-57-196,
or 093-57-215, whichever oc-
curs first.

Within 90 flight cycles or 30 days
after the effective date of this
AD, whichever occurs later.

Within 1,000 flight cycles or 12
months after the effective date
of this AD, whichever occurs
first.

Within 85 flight cycles after the ef-
fective date of this AD.

Within 1,000 flight cycles after the
effective date of this AD.

Within 60 flight cycles or 30 days
after the effective date of this
AD, whichever occurs later.

Within 30 days after the effective
date of this AD.

Within 1,000 flight cycles after the
effective date of this AD.

Within 85 flight cycles or 30 days
after the effective date of this
AD, whichever occurs later.

Within 30 days after the effective
date of this AD.

500 flight cycles.

60 flight cycles.

500 flight cycles.

60 flight cycles.

1,200 flight cycles.

85 flight cycles.

1,200 flight cycles.

85 flight cycles.

(1) Alternative Methods of Compliance

(AMOCs)

(1) The Manager, Atlanta ACO, FAA, has
the authority to approve AMOCs for this AD,
if requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector

or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the ACO, send it to the
attention of the person identified in the
Related Information section of this AD.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,

(m) Related Information

or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

For more information about this AD,
contact Carl Gray, Aerospace Engineer,
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Airframe Branch, ACE-117A, FAA, Atlanta
ACO, 1701 Columbia Avenue, College Park,
Georgia 30337; phone: (404) 474-5554; fax:
(404) 474-5606; email: Carl. W.Gray@faa.gov.

(n) Material Incorporated by Reference

(1) You must use the following service
information to do the actions required by this
AD, unless the AD specifies otherwise. The
Director of the Federal Register approved the
incorporation by reference (IBR) under 5
U.S.C. 552(a) and 1 CFR part 51 of the
following service information on the date
specified:

(i) Lockheed Service Bulletin 093-57-226,
dated August 31, 2009, approved for IBR
February 3, 2012.

(ii) Lockheed Martin Repair Drawing LCG—
7622-369, Revision March 30, 1995,
approved for IBR February 3, 2012. Only the
first page of this document contains the
manufacturer name, revision, and date of the
document.

(2) For service information identified in
this AD, contact Lockheed Martin
Corporation/Lockheed Martin Aeronautics
Company, Airworthiness Office, Dept. 6A0M,
Zone 0252, Column P-58, 86 S. Cobb Drive,
Marietta, Georgia 30063; telephone (770)
494-5444; fax (770) 494-5445; email
ams.portal@lmco.com; Internet http://
www.lockheedmartin.com/ams/tools/
TechPubs.html.

(3) You may review copies of the
referenced service information at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue SW., Renton, Washington. For
information on the availability of this
material at the FAA, call (425) 227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at an NARA facility, call (202) 741
6030, or go to http://www.archives.gov/
federal register/code_of federal regulations/
ibr _locations.html.

Issued in Renton, Washington, on
December 19, 2011.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-33243 Filed 12-29-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2009-0948; Directorate
Identifier 2009—-NE-30-AD; Amendment 39—
16906; AD 2010-06-12R1]

RIN 2120-AA64
Airworthiness Directives; Thielert

Aircraft Engines GmbH Reciprocating
Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are revising an existing
airworthiness directive (AD) for Thielert
Aircraft Engines GmbH models TAE
125-02—99 and TAE 125-01
reciprocating engines. That AD
currently requires replacing the existing
rail pressure control valve with an
improved rail pressure control valve.
This new AD requires the same actions
but relaxes the initial compliance time
from within 100 flight hours to within
600 flight hours for TAE 125-01
reciprocating engines. This AD was
prompted by the determination that our
AD was inadvertently more restrictive
than European Aviation Safety Agency
AD 2008-0128. We are issuing this AD
to prevent engine in-flight shutdown,
possibly resulting in reduced control of
the aircraft.

DATES: This AD is effective February 3,
2012.

ADDRESSES: For service information
identified in this AD, contact Thielert
Aircraft Engines GmbH, Platanenstrasse
14 D-09350, Lichtenstein, Germany;
phone: +49-37204-696—0; fax: +49—
37204-696-55; email: info@centurion-
engines.com. You may review copies of
the referenced service information at the
FAA, 12 New England Executive Park,
Burlington, MA. For information on the
availability of this material at the FAA,
call (781) 238—7125.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://www.regulations.
gov; or in person at the Docket
Management Facility between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (phone: (800) 647-5527)
is Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Alan Strom, Aerospace Engineer, Engine
Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
phone: (781) 238-7143; fax: (781) 238—
7199; email: alan.strom@faa.gov.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to revise AD 2010-06-12,
Amendment 39-16236 (75 FR 12439,

March 16, 2010). That AD applies to the
specified products. The NPRM
published in the Federal Register on
October 18, 2011 (76 FR 64285). That
NPRM proposed to require relaxing the
initial compliance time from within 100
flight hours to within 600 flight hours
for TAE 125-01 reciprocating engines.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM.

Clarification of the VRail Plug
Modification

Since we issued the NPRM, we
determined that the compliance
paragraph describing the Vrail plug
modification needed clarification. We
changed paragraph (e)(1)(i) in the AD to
describe what existing parts need to be
removed and what part number needs to
be installed.

Conclusion

We reviewed the relevant data and
determined that air safety and the
public interest require adopting the AD
with the change described previously.

Costs of Compliance

Based on the service information, we
estimate that this AD will affect about
370 TAE 125-01 and TAE 125-02—-99
reciprocating engines installed on
products of U.S. registry. We also
estimate that it will take about 1.5 work-
hours per engine to comply with this
AD. The average labor rate is $85 per
work-hour. Required parts will cost
about $500 per engine. Based on these
figures, we estimate the cost of the AD
for initial replacement on U.S. operators
to be $232,175.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, 1
certify that this AD:

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

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

(3) Will not affect intrastate aviation
in Alaska, and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by

removing airworthiness directive (AD)

2010-06—12, Amendment 39-16236, (75

FR 12439, March 16, 2010), and adding

the following new AD:

2010-06-12R1 Thielert Aircraft Engines
GmbH: Amendment 39-16906 ; Docket
No. FAA—-2009-0948; Directorate
Identifier 2009—-NE-30-AD.

(a) Effective Date

This airworthiness directive (AD) is
effective February 3, 2012.
(b) Affected ADs

This AD revises AD 2010-06-12,
Amendment 39-16236 (75 FR 12439, March
16, 2010).

(c) Applicability

This AD applies to Thielert Aircraft
Engines GmbH (TAE) models TAE 125-01
and TAE 125-02-99 reciprocating engines.

(d) Reason

This AD was prompted by the
determination that our AD was inadvertently
more restrictive than European Aviation
Safety Agency AD 2008-0128. We are issuing
this AD to prevent engine in-flight shutdown,
possibly resulting in reduced control of the
aircraft.

(e) Actions and Compliance

Unless already done, do the following
actions.

(1) TAE 125-02-99 Reciprocating Engines

(i) For TAE 125-02-99 reciprocating
engines, within 100 flight hours after the
effective date of this AD, replace the existing
rail pressure control valve with a rail
pressure control valve P/N 05-7320—
E000702. Modify the Vrail plug by removing
the two existing single wire sealings and
installing three new single wire sealings,
P/N AMP-828904-1.

(ii) Guidance on the rail pressure control
valve replacement and Vrail plug
modification specified in paragraph (e)(1)(i)
of this AD can be found in Thielert Repair
Manual RM—-02-02, Chapter 73-10.08, and
Chapter 39-40.08, respectively.

(2) TAE 125-01 Reciprocating Engines

(i) For TAE 125-01 reciprocating engines,
before 600 flight hours time-since-new, or
within 100 flight hours after the effective
date of this AD, whichever occurs later,
replace the existing rail pressure control
valve with a rail pressure control valve, P/N
02-7320—04100R3.

(ii) Guidance on the rail pressure control
valve replacement specified in paragraph
(e)(2)(i) of this AD can be found in Thielert
Repair Manual RM—-02-01, Chapter 29.0.

(3) TAE 125-02-99 and TAE 125-01
Engines, Repetitive Replacements of Rail
Pressure Control Valves

Thereafter, for affected TAE 125-02—99
and TAE 125-01 engines, replace the rail
pressure control valve with the same P/N
valve within every 600 flight hours.

(f) Alternative Methods of Compliance
(AMOCs)

The Manager, Engine Certification Office,
FAA, may approve AMOGCs for this AD. Use
the procedures found in 14 CFR 39.19 to
make your request.

(g) Related Information

(1) For related information, refer to MCAI
EASA AD 2008-0128, dated July 9, 2008,
EASA AD 2008-0215, dated December 5,
2008, Thielert Service Bulletin No. TAE 125—
1008 P1, Revision 1, dated September 29,

2008, and Thielert Repair Manual RM—-02-02.

For a copy of the service information
referenced in this AD, contact Thielert
Aircraft Engines GmbH, Platanenstrasse 14
D-09350, Lichtenstein, Germany; phone:
+49-37204—-696-0; fax: +49-37204—696-55;
email: info@centurion-engines.com.

(2) For more information about this AD,
contact Alan Strom, Aerospace Engineer,
Engine Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;

phone: (781) 238-7143; fax: (781) 238-7199;
email: alan.strom@faa.gov.
(h) Material Incorporated by Reference
None.
Issued in Burlington, Massachusetts, on
December 23, 2011.
Peter A. White,

Manager, Engine & Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 2011-33514 Filed 12-29-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0996; Directorate
Identifier 2011-NM-068-AD; Amendment
39-16899; AD 2011-26-09]

RIN 2120-AA64
Airworthiness Directives; The Boeing
Company Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for all The
Boeing Company Model 737-600, —700,
—700C, —800, —900, and —900ER series
airplanes. This AD was prompted by
reports of excessive in-service wear
damage of the thumbnail fairing edge
seal, and of the panel rub strip and skin
assembly of the fan cowl. This AD
requires replacement of the thumbnail
fairing edge seals on both sides of the
engines with Nitronic 60 stainless steel
alloy seals. We are issuing this AD to
prevent failure of the fire seal, which
could allow a fire in the fan
compartment to spread beyond the
firewall and reach the flammable fluid
leakage zones, resulting in an
uncontrolled fire.

DATES: This AD is effective February 3,
2012.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of February 3, 2012.

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, Attention: Data
& Services Management, P.O. Box 3707,
MC 2H-65, Seattle, Washington 98124—
2207; telephone (206) 544—5000,
extension 1; fax (206) 766—-5680; email
me.boecom@boeing.com; Internet
https://www.myboeingfleet.com. You
may review copies of the referenced
service information at the FAA,
Transport Airplane Directorate, 1601
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Lind Avenue SW., Renton, Washington.
For information on the availability of
this material at the FAA, call (425) 227—-
1221.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between
9 am. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (phone: (800) 647-5527)
is Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Chris Parker, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Seattle Aircraft Certification Office
(ACO), 1601 Lind Avenue SW., Renton,
Washington 98057-3356; phone: (425)
917-6496; fax: (425) 917—6590; email:
chris.r.parker@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on October 5, 2011 (76 FR
61643). That NPRM proposed to require
replacement of the thumbnail fairing
edge seals on both sides of the engines

ESTIMATED COSTS

with Nitronic 60 stainless steel alloy
seals.

Comments

We gave the public the opportunity to
participate in developing this AD. We
have considered the comment received.
Boeing supports the NPRM (76 FR
61643, October 5, 2011).

Conclusion

We reviewed the relevant data,
considered the comment received, and
determined that air safety and the
public interest require adopting the AD
as proposed.

Costs of Compliance

We estimate that this AD affects 989
airplanes of U.S. registry. We estimate
the following costs to comply with this
AD:

: Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Replace thumbnail faring edge seals ............. 6 work-hours x $85 per hour = $510 ............. $2,032 $2,542 $2,514,038

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

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

(3) Will not affect intrastate aviation
in Alaska, and

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

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2011-26-09: The Boeing Company:
Amendment 39-16899; Docket No.
FAA-2011-0996; Directorate Identifier
2011-NM-068—-AD.

(a) Effective Date
This AD is effective February 3, 2012.

(b) Affected ADs

None.
(c) Applicability

This AD applies to The Boeing Company
Model 737-600, =700, —700C, —800, —900,
and —900ER series airplanes, certificated in
any category, as identified in Boeing Special
Attention Service Bulletin 737-54—-1046,
dated February 16, 2011.

(d) Subject

Joint Aircraft System Component (JASC)/
Air Transport Association (ATA) of America
Code 54: Nacelles/Pylons.

(e) Unsafe Condition

This AD was prompted by reports of
excessive in-service wear damage of the
thumbnail fairing edge seal, and of the panel
rub strip and skin assembly of the fan cowl.
We are issuing this AD to prevent failure of
the fire seal, which could allow a fire in the
fan compartment to spread beyond the
firewall and reach the flammable fluid
leakage zones, resulting in an uncontrolled
fire.

(f) Compliance

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

(g) Replace the Thumbnail Fairing Edge
Seals

Within 60 months after the effective date
of this AD, replace the thumbnail fairing edge
seals, on both the left side and the right side
of engine 1 and engine 2, with new Nitronic
60 stainless steel alloy seals, in accordance
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with the Accomplishment Instructions of
Boeing Special Attention Service Bulletin
737-54—1046, dated February 16, 2011.

(h) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Seattle Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOG:s for this AD, if
requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the ACO, send it to the
attention of the person identified in the
Related Information section of this AD.
Information may be emailed to: 9-ANM-
Seattle-ACO-AMOC-Requests@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(i) Related Information

For more information about this AD,
contact Chris Parker, Aerospace Engineer,
Propulsion Branch, ANM—-140S, FAA, Seattle
Aircraft Certification Office (ACO), 1601 Lind
Avenue SW., Renton, Washington 98057—
3356; phone: (425) 917-6496; fax: (425) 917-
6590; email: chris.r.parker@faa.gov.

(j) Material Incorporated by Reference

(1) You must use the following service
information to do the actions required by this
AD, unless the AD specifies otherwise. The
Director of the Federal Register approved the
incorporation by reference (IBR) under 5
U.S.C. 552(a) and 1 CFR part 51 of the
following service information on the date
specified:

(i) Boeing Special Attention Service
Bulletin 737-54-1046, dated February 16,
2011.

(2) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Attention: Data & Services
Management, P. O. Box 3707, MC 2H-65,
Seattle, Washington 98124-2207; telephone
(206) 544-5000, extension 1; fax (206) 766—
5680; email me.boecom@boeing.com; Internet
https://www.myboeingfleet.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, FAA, 1601 Lind Avenue SW.,
Renton, Washington 98057-3356. For
information on the availability of this
material at the FAA, call (425) 227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at an NARA facility, call (202) 741—
6030, or go to http://www.archives.gov/
federal register/code of federal regulations/
ibr_locations.html

Issued in Renton, Washington, on
December 13, 2011.
Michael Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2011-32678 Filed 12—-29-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA-2011-1023; Airspace
Docket No. 11-AWP-15]

Amendment of Class E Airspace; Show
Low, AZ

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

SUMMARY: This action modifies Class E
airspace at Show Low Regional Airport,
Show Low, AZ. Controlled airspace is
necessary to accommodate aircraft using
Area Navigation (RNAV) Global
Positioning System (GPS) standard
instrument approach procedures at
Show Low Regional Airport. This
improves the safety and management of
Instrument Flight Rules (IFR) operations
at the airport.

DATES: Effective date, 0901 UTC, April
5, 2012. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
subject to the annual revision of FAA
Order 7400.9 and publication of
conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Eldon Taylor, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 1601
Lind Avenue, SW., Renton, WA 98057;
telephone (425) 203—4537.
SUPPLEMENTARY INFORMATION:

History

On October 17, 2011, the FAA
published in the Federal Register a
notice of proposed rulemaking to amend
controlled airspace at Show Low, AZ
(76 FR 64041). Interested parties were
invited to participate in this rulemaking
effort by submitting written comments
on the proposal to the FAA. No
comments were received.

Class E airspace designations are
published in paragraph 6005, of FAA
Order 7400.9V dated August 9, 2011,
and effective September 15, 2011, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designations
listed in this document will be
published subsequently in that Order.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) Part 71 by
modifying Class E airspace extending
upward from 700 feet above the surface,
at Show Low Regional Airport, to
accommodate IFR aircraft executing
RNAYV (GPS) standard instrument
approach procedures at the airport. This

action is necessary for the safety and
management of IFR operations.

The FAA has determined this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this regulation: (1) Is
not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified this rule, when promulgated,
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act. The FAA’s
authority to issue rules regarding
aviation safety is found in Title 49 of the
U.S. Code. Subtitle 1, Section 106
discusses the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority. This
rulemaking is promulgated under the
authority described in Subtitle VII, Part
A, Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it modifies
controlled airspace at Show Low
Regional Airport, Show Low, AZ.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:
Authority: 49 U.S.C. 106(g), 40103, 40113,

40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9V, Airspace
Designations and Reporting Points,
dated August 9, 2011, and effective
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September 15, 2011 is amended as
follows:

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AWP AZE5 Show Low, AZ [Modified]

Show Low Regional Airport, AZ

(Lat. 34°15’56” N., long. 110°00"20” W.)

That airspace extending upward from 700
feet above the surface within a 6.7-mile
radius of the Show Low Regional Airport and
within 3 miles each side of the 038° bearing
of the Show Low Regional Airport extending
from the 6.7-mile radius to 10 miles northeast
of the airport, and within 2.1 miles each side
of the 085° bearing of the Show Low Regional
Airport extending from the 6.7-mile radius to
7.9 miles east of the airport; that airspace
extending upward from 1,200 feet above the
surface within an area bounded by a line
beginning at lat. 34°35’00” N., long.
109°51°00” W.; to lat. 34°14°00” N., long.
109°22’00” W.; to lat. 33°49°00” N, long.
110°36’00” W.; to lat. 34°08’00” N., long.
110°45’00” W.; thence to the point of
beginning.

Issued in Seattle, Washington, on
December 22, 2011.
William Buck,

Acting Manager, Operations Support Group,
Western Service Center.

[FR Doc. 2011-33564 Filed 12—29-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2011-1014; Airspace
Docket No. 11-AAL-19]

RIN 2120-AA66

Amendment of VOR Federal Airways
V-320 and V-440; Alaska

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action amends two VHF
Omnidirectional Range (VOR) Federal
airways in Alaska, V-320 and V—440,
due to the relocation of the Anchorage
VOR navigation aid. The FAA is taking
this action to ensure the continued safe
and efficient management of Instrument
Flight Rules (IFR) operations within the
National Airspace System.

DATES: Effective date 0901 UTC,
February 9, 2012. The Director of the
Federal Register approves this
incorporation by reference action under
1 CFR part 51, subject to the annual
revision of FAA Order 7400.9 and
publication of conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Colby Abbott, Airspace, Regulation and
ATC Procedures Group, Office of
Airspace Services, Federal Aviation
Administration, 800 Independence
Avenue SW., Washington, DC 20591;
telephone: (202) 267-8783.

SUPPLEMENTARY INFORMATION:
History

On Monday, November 7, 2011, the
FAA published in the Federal Register
a notice of proposed rulemaking to
amend VOR Federal airways V-320 and
V—440 in Alaska, due to the relocation
of the Anchorage VOR navigation aid
(76 FR 68674). Interested parties were
invited to participate in this rulemaking
effort by submitting written comments
on the proposal to the FAA. No
comments were received.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
amending Alaskan VOR Federal airways
V-320 and V-440. The airway
descriptions reflect the Anchorage VOR
relocation from Fire Island, AK, to Ted
Stevens Anchorage International
Airport, Anchorage, AK. Specifically,
the descriptions incorporate the new
navigation aid location and updated
radials used to describe the airway
intersections to be used by air traffic
control for instrument flight rules
aircraft in the vicinity of Anchorage,
AK.

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

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle I, section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in subtitle
VII, part A, subpart I, section 40103.
Under that section, the FAA is charged
with prescribing regulations to assign
the use of the airspace necessary to
ensure the safety of aircraft and the
efficient use of airspace. This regulation
is within the scope of that authority as
it amends Federal airways in Alaska.

Alaskan VOR Federal Airways are
published in paragraph 6010(b) of FAA
Order 7400.9V, dated August 9, 2011,
and effective September 15, 2011, which
is incorporated by reference in 14 CFR
71.1. The Alaskan VOR Federal Airways
listed in this document will be
published subsequently in the Order.

Environmental Review

The FAA has determined that this
action qualifies for categorical exclusion
under the National Environmental
Policy Act in accordance with FAA
Order 1050.1E, “Environmental
Impacts: Policies and Procedures,”
paragraph 311a. This airspace action is
not expected to cause any potentially
significant environmental impacts, and
no extraordinary circumstances exist
that warrant preparation of an
environmental assessment.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Amendment

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

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

m 1. The authority citation for part 71
continues to read as follows:
Authority: 49 U.S.C. 106(g), 40103, 40113,

40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of FAA Order 7400.9V,
Airspace Designations and Reporting
Points, dated August 9, 2011, and
effective September 15, 2011, is
amended as follows:

Paragraph 6010b Alaskan VOR Federal

airways.
* * * * *
V-320 [Amended]

From McGrath, AK; INT McGrath 121° and
Kenai, AK 350° radials; INT Kenai 350° and
Anchorage, AK 291° radials; Anchorage; INT
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Anchorage 147° and Johnstone Point, AK,
271° radials; to Johnstone Point.
* * * * *

V-440 [Amended]

From Nome, AK; Unalakleet, AK; McGrath,
AK; Anchorage, AK; INT Anchorage 147° and
Middleton Island, AK 309° radials;
Middleton Island; Yakutat, AK; Biorka
Island, AK; to Sandspit, BC. The airspace
within Canada is excluded.

Issued in Washington, DC, on December
23, 2011.
Gary A. Norek,

Acting Manager, Airspace, Regulation and
ATC Procedure Group.

[FR Doc. 2011-33463 Filed 12—29-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION
Office of the Secretary

14 CFR Part 399

[Docket No. DOT-OST-2010-0140]
RIN 2105-AD92

Enhancing Airline Passenger

Protections: Full Fare Price
Advertising Requirements

AGENCY: Office of the Secretary (OST),
Department of Transportation (DOT).
ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: This document confirms the
effective date of the direct final rule
amending the time period for
compliance with the full fare and other
advertising requirements in 14 CFR
399.84 from January 24, 2012, to January
26, 2012.

DATES: The effective date for the
amendment to 14 CFR 399.84,
published April 25, 2011, at 76 FR
23110, and delayed July 28, 2011, at 76
FR 45181, was further delayed until
January 26, 2012, at 76 FR 78145. The
effective date of January 26, 2012 is
confirmed.

FOR FURTHER INFORMATION CONTACT:
Blane A. Workie, Deputy Assistant
General Counsel, Office of the Assistant
General Counsel for Aviation
Enforcement and Proceedings, U.S.
Department of Transportation, 1200
New Jersey Ave. SE., Washington, DC
20590, 202-366—9342 (phone], 202—
366—7152 (fax), blane.workie@dot.gov
(email).

SUPPLEMENTARY INFORMATION: The
Department of Transportation’s Office of
the Secretary (OST) published a direct
final rule with a request for comments
in the Federal Register on December 16,
2011 (76 FR 78145). The direct final rule

delayed the effective date of the full fare
and other advertising requirements from
January 24, 2012, to January 26, 2012, to
provide regulatory relief to petitioner
American Airlines by allowing the
carrier and any other similarly situated
carrier or ticket agent to avoid having to
update full fare information in on-line
reservations systems on a day of the
week that is the petitioner’s, and may be
other carriers’ and ticket agents’,
heaviest on-line traffic and revenue day.
OST uses the direct final rulemaking
procedure for non-controversial rules
where OST believes that there will be
no adverse public comment. The direct
final rule advised the public that no
adverse comments were anticipated,
and that unless a written adverse
comment was received by December 23,
2011, the full fare and other advertising
requirements in 14 CFR 399.84 would
become effective on January 26, 2011.
No adverse comments were received,
and thus this notice confirms that the
direct final rule will become effective on
that date.

Issued this 27th day of December 2011, in
Washington, DC.
Susan Kurland,

Assistant Secretary for Aviation and
International Affairs.

[FR Doc. 2011-33595 Filed 12-29-11; 8:45 am]
BILLING CODE 4910-9X-P

DEPARTMENT OF LABOR

Employment and Training
Administration

20 CFR Part 655
RIN 1205-AB61

Wage Methodology for the Temporary
Non-Agricultural Employment H-2B
Program; Delay of Effective Date

AGENCY: Employment and Training
Administration, Labor.

ACTION: Final rule; delay of effective
date.

SUMMARY: The Department of Labor
(Department) is delaying the effective
date of the Wage Methodology for the
Temporary Non-agricultural
Employment H-2B Program (the Wage
Rule) to October 1, 2012 in response to
recently enacted legislation that
prohibits any funds from being used to
implement the Wage Rule for the
remainder of fiscal year (FY) 2012. The
Wage Rule revised the methodology by
which we calculate the prevailing wages
to be paid to H-2B workers and United
States (U.S.) workers recruited in
connection with a temporary labor

certification for use in petitioning the
Department of Homeland Security to
employ a nonimmigrant worker in H-2B
status.

DATES: The effective date of the rule
amending 20 CFR part 655, published
January 19, 2011, at 76 FR 3452, delayed
at 76 FR 45667, August 1, 2011, and
further delayed at 76 FR 59896,
September 28, 2011, and 76 FR 73508,
November 29, 2011, is delayed further
until October 1, 2012.

FOR FURTHER INFORMATION CONTACT:
William L. Carlson, Ph.D.,
Administrator, Office of Foreign Labor
Certification, ETA, U.S. Department of
Labor, 200 Constitution Avenue NW.,
Room C-4312, Washington, DC 20210;
Telephone (202) 693-3010 (this is not a
toll-free number). Individuals with
hearing or speech impairments may
access the telephone number above via
TTY by calling the toll-free Federal
Information Relay Service at 1-(877)
889-5627 (TTY/TDD).

SUPPLEMENTARY INFORMATION: The
Department of Labor (Department)
published the Wage Methodology for
the Temporary Non-agricultural
Employment H-2B Program; Final Rule
(the Wage Rule) on January 19, 2011, 76
FR 3452. The Wage Rule revised the
methodology by which we calculate the
prevailing wages to be paid to H-2B
workers and United States (U.S.)
workers recruited in connection with a
temporary labor certification for use in
petitioning the Department of Homeland
Security to employ a nonimmigrant
worker in H-2B status. The Department
originally set the effective date of the
Wage Rule for January 1, 2012.
However, due to a court ruling that
invalidated the January 1, 2012 effective
date of the Wage Rule,? we issued a
Notice of Proposed Rulemaking (NPRM)
on June 28, 2011, which proposed that
the Wage Rule take effect 60 days from
the date of publication of a final rule
resulting from the NPRM. 76 FR 37686,
June 28, 2011. After a period of public
comment, we published a Final Rule on
August 1, 2011, which set the new
effective date for the Wage Rule of
September 30, 2011 (the Effective Date
Rule).

Both the Wage Rule and the Effective
Date Rule recently were challenged in
two separate lawsuits 2 seeking to bar
their implementation. In consideration

1 CATA v. Solis, Civil Docket No. 09-240, Doc.
No. 119, 2011 WL 2414555 (E.D. Pa. June 16, 2011).
2 See Louisiana Forestry Association, Inc., et al.

(LFA) v. Solis, et al., Civil Docket No. 11-1623
(W.D. La, Alexandria Division); and Bayou Lawn &
Landscape Services, et al. (Bayou) v. Solis, et al.,
Civil Docket No. 11-445 (N.D. Fla., Pensacola
Division).
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of the two pending challenges to the
Wage Rule and its new effective date,
and the possibility that the litigation
would be transferred to another court,?
the Department issued a final rule, 76
FR 59896, September 28, 2011,
postponing the effective date of the
Wage Rule from September 30, 2011,
until November 30, 2011, in accordance
with the Administrative Procedure Act,
5 U.S.C. 705.

On November 18, 2011, President
Obama signed into law the Consolidated
and Further Continuing Appropriations
Act, 2012, which provides that “[n]one
of the funds made available by this or
any other Act for fiscal year 2012 may
be used to implement, administer, or
enforce, prior to January 1, 2012 the
[Wage Rule].” Public Law 112-55, Div.
B, Title V, § 546 (Nov. 18, 2011) (the
November Appropriations Act). While
the November Appropriations Act
prevents the expenditure of funds to
implement, administer, or enforce the
Wage Rule before January 1, 2012, it did
not prohibit the Wage Rule from going
into effect, which was scheduled to
occur on November 30, 2011. When the
Wage Rule goes into effect, it will
supersede and make null the prevailing
wage provisions at 20 CFR 655.10(b) of
the Department’s existing H-2B
regulations, which were promulgated
under Labor Certification Process and
Enforcement for Temporary
Employment in Occupations Other
Than Agriculture or Registered Nursing
in the United States (H-2B Workers),
and Other Technical Changes; Final
Rule, 73 FR 78020, Dec. 19, 2008 (the
H-2B 2008 Rule). The Department
determined that allowing the Wage Rule
to go into effect as planned on
November 30, 2011, would therefore
render the Department unable to issue
prevailing wage determinations under
the 2008 H-2B Rule, because it would
no longer exist. Accordingly, the
Department issued a final rule, 76 FR
73508, on November 29, 2011 which
delayed the effective date of the Wage
Rule until January 1, 2012.

On December 23, 2011, President
Obama signed into law the Consolidated
Appropriations Act, 2012, which

30n September 19, 2011, the plaintiffs in the
CATA litigation moved to intervene in the LFA
litigation, and also moved to transfer venue over the
litigation to the Eastern District of Pennsylvania, the
court in which the CATA case remains pending.
The plaintiffs’ motion to intervene was granted by
the U.S. District Court in the Western District of
Louisiana on Sept. 22, 2011, but was denied by the
U.S. District Court in the Northern District of
Florida on Nov. 23, 2011. Additionally, the motion
to transfer venue was granted by the U.S. District
Court in the Western District of Louisiana on Dec.
12, 2011 but was denied by the U.S. District Court
in the Northern District of Florida on Dec. 12, 2011.

provides that “[n]one of the amounts
made available under this Act may be
used to implement the [Wage Rule].”
Similar to the November Appropriations
Act, the December Appropriations Act
prevents the expenditure of funds to
implement the Wage Rule for the
remainder of FY 2012, but it does not
prohibit the Wage Rule from going into
effect. If the Wage Rule were to go into
“effect” on January 1, 2012, we would
be unable to issue prevailing wage
determinations under the 2008 H-2B
rule and the H-2B program would have
to be held in abeyance for the remainder
of FY 2012, as we would be legally
precluded from issuing prevailing wage
determinations for the remainder of FY
2012. Because of the imminent threat
that we will be unable to operate the H-
2B program for the remainder of FY
2012, the Department considers this
situation an emergency warranting the
publication of a final rule under the
good cause exception of the
Administrative Procedure Act. See

5 U.S.C. 553(b)(B) and 553(d)(3).

In order to avoid an operational hiatus
during the remainder of FY 2012, the
Department finds good cause to adopt
this rule, effective immediately, and
without prior notice and comment. See
5 U.S.C. 553(b)(B) and 553(d)(3). As
such, a delay in promulgating this rule
past the date of publication would be
impracticable and unnecessary and
disrupt the program to the detriment of
the public interest.

Signed at Washington, DC, this 23rd day of
December 2011.

Jane Oates,

Assistant Secretary for Employment and
Training.

[FR Doc. 201133521 Filed 12-27-11; 4:15 pm]
BILLING CODE 4510-FP—P

DEPARTMENT OF LABOR

Employment and Training
Administration

20 CFR Part 655
RIN 1205-AB61

Wage Methodology for the Temporary
Non-Agricultural Employment H-2B
Program; Delay of Effective Date;
Impact on Prevailing Wage
Determinations

AGENCY: Employment and Training
Administration, Wage and Hour
Division, Labor.

ACTION: Guidance.

SUMMARY: The Department of Labor (we
or the Department), as a result of
Congressional appropriations language,

recently delayed the effective date of the
Wage Methodology for Temporary Non-
agricultural Employment H-2B Program
Final Rule (the Wage Rule) to January 1,
2012. This Notice provides additional
guidance to those employers who have
received from the Department either a
supplemental or dual prevailing wage
determinations based on a previous
effective date of the new prevailing
wage methodology. This guidance
provides additional clarification
regarding the wage payment
requirements for employers
participating in the H-2B Temporary
Non-agricultural program.

DATES: This guidance is effective
December 30, 2011.

FOR FURTHER INFORMATION CONTACT:
William L. Carlson, Ph.D.,
Administrator, Office of Foreign Labor
Certification, Employment and Training
Administration, U.S. Department of
Labor, 200 Constitution Avenue NW.,
Room C—4312, Washington, DC 20210;
Telephone (202) 693-3010 (this is not a
toll-free number). For further
information concerning the Wage and
Hour Division, contact Mary Ziegler,
Director, Division of Regulations,
Legislation, and Interpretation, Wage
and Hour Division, U.S. Department of
Labor, 200 Constitution Avenue NW.,
Room S-3510, Washington, DC 20210;
Telephone (202) 693—0071 (this is not a
toll-free number). Individuals with
hearing or speech impairments may
access the telephone number above via
TTY calling the toll-free Federal
Information Relay Service at 1—(877)
889-5627 (TTY/TDD).

SUPPLEMENTARY INFORMATION: The
Department published the Wage Rule on
January 19, 2011, 76 FR 3452. The Wage
Rule revised the methodology by which
we calculate the prevailing wage to be
paid to H-2B workers and United States
(U.S.) workers recruited in connection
with a temporary labor certification
used in petitioning the Department of
Homeland Security to employ a
nonimmigrant worker in H-2B status.
We originally set the effective date of
the Wage Rule for January 1, 2012.
However, as a result of a court ruling
that invalidated the January 1, 2012
effective date of the Wage Rule, we
issued a Notice of Proposed Rulemaking
(NPRM) on June 28, 2011, proposing
that the Wage Rule take effect 60 days
from the date of publication of a final
rule resulting from the NPRM. 76 FR
37686, Jun. 28, 2011. We published a
Final Rule on August 1, 2011, which set
the new effective date of September 30,

1CATA v. Solis, Civil Docket No. 09-240, Doc.
No. 119, 2011 WL 2414555 (E.D. Pa. June 16, 2011).
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2011 for the Wage Rule (the Effective
Date Rule).

In anticipation of the revised effective
date of the Wage Rule, the Department
issued supplemental prevailing wage
determinations to those employers
granted labor certification for an H-2B
application where work would be
performed on or after September 30,
2011. Those supplemental
determinations were provided to
employers to enable them to meet their
amended wage obligations.

Both the Wage Rule and the Effective
Date Rule were challenged in two
separate lawsuits 2 seeking to bar their
implementation. In consideration of the
two pending challenges to the Wage
Rule and its new effective date, and the
possibility that the litigation could be
transferred to another court,? the
Department issued a final rule, 76 FR
59896, Sep. 28, 2011, postponing the
effective date of the rule from
September 30, 2011, until November 30,
2011, in accordance with the
Administrative Procedure Act, 5 U.S.C.
705.

Following the postponement of the
effective date to November 30, 2011,
and in anticipation of the new effective
date, the Office of Foreign Labor
Certification (OFLC) issued
participating employers two
simultaneous (or dual) wage
determinations for work to be
potentially performed before and after
the new effective date of the Wage Rule.
The first determination was based on
the former regulations that applied until
November 30, and the second
determination was based on the new
prevailing wage methodology set forth
in the Wage Rule, that was to be
effective for work performed on and
after November 30, 2011.

On November 18, 2011, the President
signed into law the Consolidated and
Further Continuing Appropriations Act,
2012, Pub. L. 112-55, Div. B, Title V,
§546 (Nov. 18, 2011) (the November
Appropriations Act). The November
Appropriations Act contains language
preventing the expenditure of funds to
implement, administer, or enforce the
Wage Rule prior to January 1, 2012.
Accordingly, the Department issued a

2 See Louisiana Forestry Association, Inc., et al.
(LFA) v. Solis, et al, Civil Docket No. 11-1623 (WD
LA, Alexandria Division); and Bayou Lawn &
Landscape Services, et al. (Bayou) v. Solis, et al.,
Civil Docket No. 11445 (ND FL, Pensacola
Division).

30n December 12, 2011, the LFA court granted
a motion to transfer venue over the litigation to the
Eastern District of Pennsylvania, the court in which
the CATA case remains pending. However, the
Bayou court denied the defendant’s motion to
transfer the Bayou litigation to the Eastern District
of Pennsylvania the same day.

final rule in the Federal Register, 76 FR
73508 (Nov. 29, 2011), again postponing
the effective date of the rule, this time
from November 30, 2011, until January
1, 2012. As a result, the Department
issued in the first half of December 2011
prevailing wage determinations, with
the advisory that additional
determinations would be forthcoming.

On December 23, 2011, the President
signed into law the Consolidated
Appropriations Act, 2012, which
provides that [“[n]one of the amounts
made available under this Act may be
used to implement the [Wage Rule].”’]
Because of the distinct possibility that
we would be unable to operate the
H-2B program for the remainder of FY
2012 if the effective date of the Wage
Rule were not postponed, the
Department determined that this
situation constituted an emergency
warranting the publication of a final
rule under the good cause exception of
the Administrative Procedure Act to
delay the effective date of the Wage Rule
to October 1, 2012. Consequently, the
Department is publishing a final rule to
extend the effective date of the Wage
Final Rule to October 1, 2012. See the
final rule delaying the effective date of
the H-2B Wage Rule, published
elsewhere in this issue of the Federal
Register.

In light of the postponement of the
effective date of the Wage Rule until
October 1, 2012, the Department is
hereby providing public notice that the
wage determinations previously issued
in anticipation of the effective date of,
and in accordance with, the Wage Rule
will not be effective until October 1,
2012, and will then apply only to work
performed on or after that date, if
applicable. In addition, we are hereby
providing notice that those prevailing
wage determinations issued under the
Labor Certification Process and
Enforcement for Temporary
Employment in Occupations Other
Than Agriculture or Registered Nursing
in the United States (H-2B Workers),
and Other Technical Changes; Final
Rule, 73 FR 78020, Dec. 19, 2008 (the
2008 H-2B Rule), which were listed as
valid until either November 30, 2011 or
December 31, 2011, are now valid for a
period of 90 days beyond December 31,
2011, i.e. until March 30, 2012, and only
apply to work performed on or before
September 30, 2012.

Any employer who received an H-2B
prevailing wage determination issued in
anticipation of the September 30, 2011,
November 30, 2011, or January 1, 2012
effective dates of the Wage Rule is not
required to pay, and the Department’s
Wage and Hour Division will not
enforce, the wage provided in those

prevailing wage determinations issued
in anticipation of the effective date of
the Wage Rule for any work performed
by H-2B workers or U.S. workers
recruited in connection with the H-2B
application process until October 1,
2012. Employers are expected to
continue to pay at least the prevailing
wage as provided in a prevailing wage
determination issued under the 2008
H-2B Rule for any work performed
before October 1, 2012. Further,
employers who received a supplemental
H-2B prevailing wage determination, or
a prevailing wage determination issued
in anticipation of the effective date of
the Wage Rule, who are still employing
H-2B workers employed under labor
certifications issued in connection with
those prevailing wage determinations,
must pay at least the wage issued under
the Wage Rule to any H-2B worker and
any U.S. worker recruited in connection
with the labor certification for work
performed on or after October 1, 2012.
The Department is providing notice
that, as a result of the December
Appropriations Act, it is precluded from
addressing issues raised in Center
Director Review requests submitted by
employers in connection with
prevailing wage determinations issued
in anticipation of the effective date of,
and in accordance with, the Wage Rule.
Last, the Department in anticipation
of questions from the filing community
and as a measure of customer service
has established the following email box
for questions: H2Bwagerule@dol.gov.
Signed at Washington, DG, this 23rd day of
December 2011.
Jane Oates,
Assistant Secretary for Employment and
Training.
Nancy Leppink,
Deputy Administrator, Wage and Hour
Division.
[FR Doc. 201133523 Filed 12-27-11; 4:15 pm)]
BILLING CODE 4510-FP—P

DEPARTMENT OF LABOR

Office of Workers’ Compensation
Programs

20 CFR Part 701
RIN 1240-AA02

Regulations Implementing the
Longshore and Harbor Workers’
Compensation Act: Recreational
Vessels

AGENCY: Office of Workers’
Compensation Programs, Labor.

ACTION: Final rule.
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SUMMARY: This final rule contains
regulations implementing amendments
to the Longshore and Harbor Workers’
Compensation Act (LHWCA) by the
American Recovery and Reinvestment
Act of 2009 (ARRA), relating to the
exclusion of certain recreational-vessel
workers from the LHWCA'’s definition of
“employee.”” These regulations clarify
both the definition of “recreational
vessel” and those circumstances under
which workers are excluded from
LHWCA coverage when working on
those vessels. The final rule also
withdraws a proposed rule that would
have codified current case law and the
Department’s longstanding view that
employees are covered under the
LHWCA so long as some of their work
constitutes “‘maritime employment”
within the meaning of the statute.
DATES: This rule is effective January 30,
2012.

FOR FURTHER INFORMATION CONTACT: Gary
A. Steinberg, Acting Director, Division
of Longshore and Harbor Workers’
Compensation, Office of Workers’
Compensation Programs, U.S.
Department of Labor, Room S-3524, 200
Constitution Avenue NW., Washington,
DC 20210. Telephone: (202) 693—-0031
(this is not a toll-free number). TTY/
TDD callers may dial toll free 1—-(800)
889-5627 for further information.

SUPPLEMENTARY INFORMATION:

I. Background of This Rulemaking

On August 17, 2010, the Department
issued a Notice of Proposed Rulemaking
(NPRM) under the LHWCA, 33 U.S.C.
901 et seq., proposing rules
implementing amendments to LHWCA
section 2(3)(F) governing recreational
vessels. 75 FR 50718-30 (Aug. 17,
2010). The Department reissued the
proposal on October 15, 2010, to
implement a technical amendment to
the title of 20 CFR chapter VI and to
allow an additional 30 days for public
comment. 75 FR 63425-27 (Oct. 15,
2010). The comment period closed on
November 17, 2010.

As explained in the NPRM, 75 FR
50718-19, LHWCA section 2(3) defines
“employee” to mean ‘“‘any person
engaged in maritime employment,
including any longshoreman or other
person engaged in longshoring
operations, and any harbor-worker
including a ship repairman, shipbuilder,
and ship-breaker * * *.” 33 U.S.C.
902(3). The section then lists eight
categories of workers who are excluded
from the definition of “employee” and
therefore excluded from LHWCA
coverage. 33 U.S.C. 902(3)(A)-(H).
Section 2(3)(F) in particular excluded
from coverage “individuals employed to

build, repair, or dismantle any
recreational vessel under sixty-five feet
in length,” provided that such
individuals were “subject to coverage
under a State workers’ compensation
law.” 33 U.S.C. 902(3)(F).

Section 803 of Title IX of the
American Recovery and Reinvestment
Act of 2009, Public Law 111-5, 123 Stat.
115, 127 (2009), amended the section
2(3)(F) exclusion. That provision now
excludes “individuals employed to
build any recreational vessel under
sixty-five feet in length, or individuals
employed to repair any recreational
vessel, or to dismantle any part of a
recreational vessel in connection with
the repair of such vessel,” and retains
the state-workers’-compensation-
coverage proviso. 33 U.S.C. 902(3)(F), as
amended by Pub. L. 111-5 section 803,
123 Stat. 115, 187 (2009) (emphasis
added).

The Department’s proposed rules
were intended to implement amended
section 2(3)(F) and clarify its
application in several respects. The
proposed rules set standards for when
the amendment applied, refined the
definition of “‘recreational vessel,”
clarified what types of recreational-
vessel work may result in an individual
being excluded from the definition
“employee,” and revised the current
regulatory definition of how
recreational-vessel length is measured.
The proposal also codified the
Department’s longstanding view that
employees are covered under the
LHWCA so long as some of their work
constitutes “maritime employment”
within the meaning of the statute.
Finally, the Department included a
summary of its initial regulatory
flexibility analysis.

The Department received many
written comments in response to the
NPRM from a variety of sources
connected to the recreational-vessel
community. The commenters included
Longshore claimant and employee
groups, recreational vessel
manufacturers, marina owners and
operators, repair shop owners,
insurance-industry members, members
of Congress, and the Small Business
Administration’s Office of Advocacy.
The Department has found these
comments very helpful and, in several
important respects, has revised the final
rule in response.

II. General Response to Significant
Comments and Explanation of Major
Changes

A. The LHWCA “Situs” Test

As an initial matter, the Department
notes that several comments responding

to the NPRM appear to be based on the
fundamental misunderstanding that
these rules eliminate the LHWCA’s
“situs” requirement. For example, one
commenter uses a hypothetical
landlocked vessel manufacturing facility
to illustrate how in its view the
proposed rules would be unworkable.
Similarly, several landlocked vessel
manufacturers commented that the
proposed rules would add to their costs
of doing business, potentially resulting
in a loss of jobs.

Neither the proposed nor the final
rules eliminate the LHWCA's situs
requirement for recreational-vessel
workers. As explained in the NPRM, 75
FR 50723-24 (Aug. 17, 2010), the
LHWCA imposes both a “situs” and a
“status’ requirement. Northeast Marine
Terminal Co. v. Caputo, 432 U.S. 249,
256—265 (1977) (describing history of
“situs” and ‘“‘status” tests). The situs test
considers whether the injury occurred
on ‘“‘the navigable waters of the United
States (including any adjoining pier,
wharf, dry dock, terminal, building way,
marine railway, or other adjoining area
customarily used by an employer in
loading, unloading, repairing,
dismantling, or building a vessel.” 33
U.S.C. 903(a); Caputo, 432 U.S. at 279.
The status test considers whether the
worker was “engaged in maritime
employment” and therefore a covered
“employee” when injured. 33 U.S.C.
902(3); Caputo, 432 U.S. at 265.

Because the ARRA amendment
revised the definition of “employee,”
the proposed rules chiefly pertain to the
status test. But the regulations in no way
eliminate the situs requirement. Thus,
workers at completely landlocked
recreational vessel manufacturing
facilities, repair shops, boat dealers and
the like (i.e., facilities that do not meet
the situs test) are not covered by the
LHWCA, regardless of the section
2(3)(F) exclusion for recreational-vessel
workers.

B. Exclusion for Marina Workers

A significant number of marinas and
a marina trade association submitted
comments in response to the NPRM.
Most of these commenters expressed
concern that the proposed rules would
require marinas to purchase LHWCA
insurance in addition to state workers’
compensation insurance. The
Department notes, however, that the
LHWCA excludes from the term
“employee” those “individuals
employed by a marina and who are not
engaged in construction, replacement,
or expansion of such marina (except for
routine maintenance),” provided the
worker is subject to a state
compensation law. 33 U.S.C. 902(3)(C).
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This exclusion has rarely been tested in
litigation, and the LHWCA does not
define the term “marina.” Whether any
particular facility is a marina and
whether its workers are excluded under
the terms of section 2(3)(C) is a highly
fact-bound question. See generally
Keating v. City of Titusville, 31 BRBS
187 (1997). But at least some of these
marinas’ workers would likely be
excluded from LHWCA coverage under
section 2(3)(C).

C. Definition of “Recreational Vessel”

The Department received many
comments addressing the proposed
“recreational vessel” definition and has
made several important changes to the
final rule. The proposed definition
incorporated the Coast Guard’s
standards for categorizing vessels as
recreational and non-recreational. While
the Department has retained those
standards, the final rule contains two
additional provisions designed to make
the definition easier to apply. First, the
final rule provides that manufacturers
and builders may determine whether a
vessel is recreational by the nature of
the vessel’s design rather than the end
use of the vessel. And second, the rule
includes within the definition of
recreational vessels non-military vessels
that are recreational by design and
owned or chartered by federal, state or
municipal governments. Both of these
changes are explained in detail below.
The Department believes that these
changes answer many of the concerns
raised by the commenters.

D. Walking In and Out of Qualifying
Maritime Employment

The Department has decided to
withdraw proposed § 701.303. This rule
codified both the Director’s
longstanding position and controlling
case law that the LHWCA covers a
maritime employee if he or she regularly
performs at least some duties that come
within the ambit of the statute as part
of his or her overall employment (i.e.,
“qualifying” employment). 75 FR 50722
(Aug. 17, 2010). The rule also clarified
that LHWCA coverage does not depend
on whether the employee is performing
qualifying maritime work or non-
qualifying work at the time of injury. In
discussing the proposal, the Department
conducted an exhaustive review of the
governing Supreme Court case law and
noted the Court’s “bedrock principle
that ‘maritime employment’ for LHWCA
purposes is a unitary concept: Coverage
is established whether or not the
employee was performing a particular
covered activity when injured so long as
his overall employment includes ‘some’
qualifying maritime employment.” 75

FR 50723, quoting Caputo, 432 U.S. at
265, 273. The Department viewed the
rule as important to advising the
regulated public of the LHWCA'’s
coverage. 75 FR 50722.

The Department received many
comments on the proposed regulation.
A great number of these commenters
saw proposed § 701.303 as an
unwarranted expansion of the LHWCA’s
coverage and expressed great concern
over the additional costs employers
would incur if required to carry LHWCA
insurance. Most of these comments
focused on the nature of the facility
(e.g., repair shop, manufacturing plant)
where recreational vessel work is
performed or the identity of the
employer, rather than on the nature of
an employee’s work at those facilities.
The commenters stated that it would be
difficult to ascertain when a particular
facility or employer conducted
sufficient LHWCA-covered operations to
trigger LHWCA coverage for the entire
facility. Stating that the “some”
standard was too vague and would lead
to litigation, the commenters urged the
Department to adopt a bright-line rule
that would be easy to administer and set
a high threshold for coverage to comport
with the purpose of the recreational-
vessel exclusion. Most commenters
proposed an 80%—20% split: So long as
less than 20% of a facility’s or
employer’s work was on commercial
vessels and the remainder on
recreational vessels, all work at the
facility would be excluded from
LHWCA coverage.

The comments misconstrue both the
section 2(3)(F) exclusion and the import
of proposed § 701.303. Some of the
exclusions from the definition of
“employee” in LHWCA section 2(3)
focus on the nature of the employer. For
instance, section 2(3)(B) excludes
“individuals employed by a club, camp,
recreational operation, restaurant,
museum, or retail outlet.” 33 U.S.C.
902(3)(B) (emphasis added). See
Boomtown Belle Casino v. Bazor, 313
F.3d 300, 303—04 (5th Cir. 2002)
(holding that plain language of section
2(3)(B) exclusion turns “on the nature of
the employing entity, and not on the
nature of the duties an employee
performs”). But section 2(3)(F) excludes
individuals based solely on the type of
work they do: It excludes “individuals
employed to build * * * repair * * *
or to dismantle * * * in connection
with the repair”’ of a recreational vessel.
33 U.S.C. 902(3)(F) (emphasis added).
Cf. Boomtown Belle Casino, 313 F.3d at
303—04 (contrasting section 2(3)(B)’s
recreational exclusion with section
2(3)(C)’s exclusion for certain marina
employees based on their job duties).

Thus, for recreational vessel workers,
the statute focuses exclusively on the
kind of work the employee performs
and not on the identity of the employer
or the type of facility where the work is
performed. Those comments urging the
Department to adopt an 80%—20% rule
based on the nature of the work
performed by a particular employer or at
a particular facility as a whole are
inconsistent with the statute’s plain
language.

Moreover, as noted, proposed
§701.303 was not intended to expand
LHWCA coverage. Rather, the rule
codified the Supreme Court’s
interpretation of the LHWCA. The
Department stands by its analysis of the
governing case law. Thus, even in the
absence of a regulation, a worker who
regularly performs at least some duties
that come within the ambit of the
LHWCA as part of his or her overall
employment is covered under the
LHWCA, even if the injury occurs while
the worker was not performing
qualifying maritime duties. Caputo, 432
U.S. at 273. So too is a worker who is
injured while performing qualifying
maritime duties, regardless of his or her
other job duties, so long as that
employment is not excluded under
section 2(3). See, e.g., Chesapeake and
Ohio Ry. Co. v. Schwalb, 493 U.S. 40,
47 (1989) (“It is irrelevant that an
employee’s contribution to the loading
process is not continuous or that repair
or maintenance is not always needed.
Employees are surely covered when
they are injured while performing a task
integral to loading a ship.”).

Nevertheless, the Department has
elected to withdraw the proposed rule.
The Department appreciates the
difficulties recreational-vessel
employers and facilities face in
determining whether their workers are
performing LHWCA-covered activities
in order to purchase the appropriate
insurance. Further investigation into the
industry’s needs is warranted.
Moreover, even though this rule would
have an impact on the entire
longshoring industry, the Department
received only a few comments from
individuals or groups with interests
extending beyond the recreational-
vessel segment of that industry. This
result is not surprising because the
NPRM chiefly involved implementation
of the section 2(3)(F) exclusion for
recreational-vessel workers. Given the
rule’s broad application, however, the
Department is reluctant to promulgate
the rule without input from the greater
longshoring community.
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E. Date of Injury Rules

In response to a number of persuasive
comments, the final rule makes several
changes and one addition to proposed
§ 701.504. This rule sets out standards
for determining the date of injury,
which governs whether the section
2(3)(F) amendment applies. The final
rule makes the date of harmful or
causative workplace exposure—rather
than the date of death or
manifestation—the date of injury for
determining whether the amendment
applies in cases of occupational disease,
hearing loss, and death. The rule also
adds a new section addressing date of
injury for cumulative trauma, which
fixes the date of injury as any date on
which a workplace trauma worsened the
individual’s condition.

III. Section-by-Section Explanation

701.301

The Department proposed only
technical revisions to this section to
accommodate other substantive
additions. In particular, the Department
moved this section’s lengthy definition
of “employee” into a new § 701.302. No
comments were received, and the rule is
promulgated as proposed.

701.302

Proposed paragraph (c)(6) updated the
paragraph in the definition of
“employee” pertaining to the
recreational vessel exclusion, which
currently appears at
§701.301(a)(12)(i)(F), to incorporate the
amended section 2(3)(F) language and
cross-reference new §§701.501—
701.505. No comments were received,
and the rule is promulgated as
proposed.

701.303

As discussed above, the Department
has decided to withdraw this proposed
regulation.

701.501

(a) The Department proposed an
updated and refined definition of
“recreational vessel.” The Department
explained that the current regulations,
promulgated in 1984, adopted the
definition of recreational vessel from a
statute administered by the Coast Guard.
75 FR 50721 (Aug. 17, 2010). That
statute, and the Department’s current
regulations, define “‘recreational vessel”
as a vessel “manufactured or operated
primarily for pleasure, or rented, leased
or chartered by another for the latter’s
pleasure.” 20 CFR 701.301(a)(12)(iii)(F)
(2009). See 46 U.S.C. 2101(25); 51 FR
4273 (Feb. 3, 1986). Prior to the ARRA
amendment, this definition was limited

by length: Section 2(3)(F) excluded only
those individuals who worked on
recreational vessels under sixty-five feet
in length. Because the ARRA
amendment removed the vessel-length
limitation for workers who either repair
recreational vessels or dismantle them
for repair, the Department noted that
both employers and employees could
more frequently encounter difficulties
determining which vessels were
recreational. 75 FR 50721. The
Department also wanted to ensure that
individuals who perform repair work on
vessels that have a significant
commercial purpose were not
improperly excluded under amended
section 2(3)(F). 75 FR 50721.

To accomplish these goals, the
Department proposed using Coast Guard
vessel categories to define a
“recreational vessel.” Essentially, the
Coast Guard deems the following to be
recreational: Any unchartered passenger
vessel used for pleasure and carrying no
passengers-for-hire (i.e., paying
passengers); and any chartered
passenger vessel used for pleasure with
no crew provided and with fewer than
twelve passengers, none of whom is for
hire. All other passenger-carrying
vessels fall into one of the following
three non-recreational categories:
Uninspected passenger vessel; small
passenger vessel; and passenger vessel.
46 CFR 2.01-7; Navigation and Vessel
Inspection Circular No. 7-94 (Sept. 30,
1994).

The Department noted that these
categories were used in boating safety
and environmental contexts, and thus
would be generally known to the
recreational boating community. Id. The
categories also provided a clear,
objective basis by which employers and
employees could readily ascertain
whether a vessel being repaired was a
“recreational vessel” for LHWCA
coverage purposes. The Department
received many comments regarding this
proposed rule and has made several
significant changes to the final rule in
response.

(b) Many comments state that the
proposed “‘recreational vessel”
definition is ambiguous. Some of the
more specific criticisms state that the
proposed definition would be difficult
to apply in cases where a boat has
multiple uses or is in-between uses, and
where, over the course of its operations,
the boat falls within different Coast
Guard inspection categories. Some
believe that the Coast Guard definitions
are unfamiliar to boat builders and
repairers.

The Department has revised the rule
to clarify that the time for evaluating the
vessel’s use is when the vessel is being

built, repaired or dismantled. But the
final rule continues to use the Coast
Guard classifications to identify
recreational vessels. In general, the
comments did not offer any constructive
alternatives to using the Coast Guard
classifications except to leave the
“recreational vessel” definition
unchanged. As set forth in the NPRM,
the Department believes that the
definition needs greater clarity so that
employers and employees may properly
evaluate both their obligations and their
rights under the LHWCA.

The Coast Guard categories set a
bright-line rule for determining whether
any particular vessel is recreational.
Presumably, a vessel’s owner or
operator is familiar with its use and
whether the vessel is inspected or
uninspected under the Coast Guard
standards. An employer’s simple
inquiry may be all that is necessary to
resolve the question. Further, as noted
in the NPRM, some outward indicia
point to a vessel’s non-recreational
status. For instance, passenger vessels
and small passenger vessels must
display certificates of inspection, and
uninspected passenger vessels are
subject to certain safety requirements
and must have a licensed operator.
These indicia of non-recreational status
will make it easier for employers and
employees to recognize vessels that
should not be considered ‘‘recreational
vessels” for purposes of the section
2(3)(F) exclusion.

(c) One commenter suggests
simplifying the rule by describing the
vessel categories excluded from the
definition of “recreational vessel” rather
than cross-referencing the Coast Guard
statutes. The Department has not
adopted this suggestion. Outside of the
manufacturing and building context, a
vessel’s use at the time the repair or
dismantling led to the compensable
injury determines its recreational status.
Using the general Coast Guard
categories will allow the definition of
“recreational vessel” to remain current
and consistent with the term as used in
the recreational boating industry. The
Department has made a technical
revision to the language in proposed
§701.501(c) to simplify it. No change in
meaning is intended by this revision.

(d) Many comments state the
proposed definition would unduly
burden employers by requiring them to
investigate their customers’ vessel usage
in order to determine whether the boat
is recreational. Another comment urges
a rule that uses the intent of the owner
in buying a vessel instead of its actual
use. Others question the feasibility and
fairness of holding employers to account
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for usage of a boat when off their
premises.

The Department does not believe a
change in this requirement is necessary.
Since 1984, the regulatory ‘“‘recreational
vessel”” definition has required
employers to determine whether a
vessel is “manufactured or operated
primarily for pleasure.” 20 CFR
701.301(a)(12)(iii)(F) (2009). To the
Department’s knowledge, making this
inquiry has not proved to be
problematic. In fact, two commenters
stated that for insurance purposes, they
track how much work they do on
commercial vessels and how much on
recreational vessels. That would only be
possible by evaluating whether the
vessels they service are used for
pleasure. Moreover, using a standard
other than usage could lead to the
improper exclusion of workers from
LHWCA coverage. As one commenter
pointed out, vessels manufactured to
recreational-vessel standards may in fact
be used entirely for commercial
purposes. See, e.g., Munguia v. Chevron
U.S.A. Inc., 999 F.2d 808, 809-10 (5th
Cir. 1993) (noting that employer
maintained a fleet of small vessels,
including Lafitte skiffs, Boston whalers,
and Jo-boats, solely to allow its
employees to service an oil-production
field located on water). Retaining the
“primarily for pleasure” touchstone and
looking to the vessel’s use avoids the
problem of improperly excluding a
worker from LHWCA coverage.

(e) Several comments from
recreational-vessel manufacturers object
to defining a recreational vessel by the
vessel’s end use because a manufacturer
typically does not know it. Instead,
manufacturers usually build to
recreational-vessel standards
established by the Coast Guard and
market their products through retail
sales channels. These commenters ask
the Department to adopt a specific rule
defining recreational vessels for
manufacturers building new vessels or
doing warranty work along the
following lines: “recreational vessel
* * * means a vessel which by design
and construction is intended by the
manufacturer to be operated primarily
for pleasure * * * (rather than for
commercial or military purposes).” In a
related vein, one comment urges the
Department to hold the manufacturer
responsible for producing evidence
regarding the relevant percentage of
end-user purposes to establish that its
purﬁorted intent is legitimate.

The Department has revised the final
rule to accommodate the manufacturers’
concerns. A recreational-vessel
manufacturer or builder is usually in a
different position than entities that

service, repair and dismantle vessels
while in use because the manufacturer
may not know either the purchaser’s
identity or the vessel’s actual use. Thus,
the final rule provides that a vessel
being manufactured or built (including
warranty service) is a recreational vessel
when intended, based on design and
construction, to be for ultimate
recreational use. The final rule also
places the burden on the manufacturer
or builder to prove that the vessel or
vessels under construction are built in
accordance with applicable recreational-
vessel standards. Because recreational-
vessel manufacturing facilities are
typically landlocked, the Department
does not expect this change in the final
rule to have a significant impact on the
number of employees covered by the
LHWCA.

(f) Some commenters urge the
Department to base the recreational-
vessel definition on a vessel’s design or
construction for repairers as well as for
manufacturers, because repair work on
vessels that are recreational by design is
less hazardous than other maritime
work covered by the LHWCA. The
statutory language does not support this
result. In setting forth section 2(3)(F),
Congress described the vessels subject
to its exclusion simply as
“recreational,” a term which naturally
denotes a form of usage. Manufacturers
receive the benefit of a different
definition solely because of the
impracticality of a usage-based
definition. Indeed, the statute from
which the current regulatory definition
is derived, 46 U.S.C. 2101(25), offers a
bifurcated approach under which some
vessels may be recreational if they are
“manufactured” for pleasure, and others
if they are “operated” for pleasure, thus
suggesting that the definition might vary
depending on the setting. In a repair
setting, where a vessel’s operations are
ascertainable, usage is the more
appropriate approach.

(g) One comment states that
paragraphs (a) and (b) of the proposed
definition are in tension because a
vessel used ‘“‘primarily for pleasure”
may still have incidental use as a
passenger vessel or other commercial
purpose that renders the vessel non-
recreational under the Coast Guard
categories set forth in paragraph (b).
This commenter suggests that the
regulation be rewritten so that
incidental non-recreational use does not
make the boat non-recreational for
purposes of the section 2(3)(F)
exclusion. While agreeing that a bright
line may be necessary to determine
recreational status, the commenter
suggests looking to Coast Guard
registration or state registration, whether

a vessel is routinely engaged in various
forms of commercial activity, and
whether it falls within the Coast Guard
definition of a non-recreational vessel
less than 20% of the time. Other
commenters echo this incidental use
concern.

The Department agrees that
occasional non-recreational use does not
alter the vessel’s core recreational
purpose and should not take a vessel
outside of the “recreational vessel”
definition. To clarify this point and to
resolve the tension the commenter notes
between paragraphs (a) and (b), the final
rule provides that a vessel remains
recreational unless it falls within the
designated Coast Guard vessel
categories on a more than infrequent
basis during the time the vessel is in
operation.

(h) A few comments note that some
repairers work on a small number of
government-operated boats which
resemble recreational vessels in design
aspects. Examples given of government-
owned vessels serviced include fish and
wildlife enforcement boats, public-
safety boats, and recreational vessels
used by police in undercover
operations. The commenters observe
that they would have to discontinue this
work (which they often perform at a
discounted rate as a service to their
communities) if repairing this small
number of vessels would bring them
under LHWCA coverage.

The Department agrees that servicing
publicly owned or bareboat-chartered
vessels that would otherwise be
considered recreational generally
should not be considered commercial
work subject to LHWCA coverage. The
final rule changes the definition of
“recreational vessel” to accommodate
this approach.

The final rule reflects a framework
used in maritime and environmental
statutes to define public vessels. See 33
U.S.C. 1321(4) (definition of public
vessel for environmental protection
statute); 46 U.S.C. 2101(24) (definition
of public vessel for Coast Guard statute);
Blanco v. U.S., 775 F.2d 53, 57-60 (2d
Cir. 1985) (discussing “public vessels”
as defined in various maritime statutes).
This definition requires that the
governmental entity own or charter the
vessel and use it for a non-commercial
and non-military purpose. It
encompasses the various kinds of
government vessels that the commenters
seek to have excluded from LHWCA
coverage: Firefighting vessels, police
vessels, some Coast Guard vessels,
sheriff’s office vessels, and state natural-
resource-department vessels. But to
ensure the definition is not over-
expansive, vessels owned or chartered
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by a governmental entity that are not of
conventional recreational vessel
construction or design, or that perform
a traditionally commercial service (such
as ferrying passengers), or that are
military in nature are not considered
public vessels.

To identify the governmental entity
that must own or operate a vessel in
order for it to be eligible for “public
vessel” status, the final rule uses the
phrase ““the United States, or by a State
or political subdivision thereof.” The
Department intends this phrase to be
construed broadly, and to include
entities such as a State’s municipalities
that meet the well-established factor-
based inquiry for determining whether a
public entity is a subdivision. See
Wheaton v. Golden Gate Bridge,
Highway & Transportation District, 559
F.3d 979, 981-82 (9th Cir. 2009).

701.502

(a) The Department proposed this rule
to clarify what types of recreational-
vessel work were covered both before
and after the ARRA amendment. 75 FR
50721-22. The rule also made clear that
the amendment did not have retroactive
effect and that its application was based
on the worker’s date of injury. The
section further defined the terms
“length,” “repair” and “dismantle.”
Finally, the rule cross-referenced
§701.303 and provided that workers
who engaged in both excluded
recreational vessel work and qualifying
maritime work were covered by the
LHWCA.

(b) Proposed paragraph (a) established
that with respect to injuries before the
amendment’s effective date, February
17, 2009, a worker employed to repair,
build, or dismantle any recreational
vessel less than sixty-five feet in length
is not an “employee” under the
LHWCA, provided he or she is covered
under a state workers’ compensation
law for such work. 75 FR 50729. On or
after the amendment’s effective date, a
worker employed to build any
recreational vessel under sixty-five feet
in length, or repair or dismantle for
repair any recreational vessel of any
length is not an “employee” under the
LHWCA, again provided he or she is
covered under a state workers’
compensation law. Id. This paragraph
also establishes that the amendment
only operates prospectively from its
effective date. In the accompanying
preamble, the Department noted that
building recreational vessels sixty-five
feet in length or greater and dismantling
recreational vessels of any length
(except in connection with a repair) was
LHWCA-covered employment post-
amendment. 75 FR 50722. The

Department believed that this
paragraph’s provisions were consistent
with congressional intent and the rules
of statutory construction.

No comments found fault with this
section, and several offered approval of
some aspects of it, including the non-
retroactivity of the amendment, the state
workers’ compensation proviso, and the
treatment of dismantling of vessels.
Accordingly, paragraph (a) is
promulgated as proposed.

(c) Proposed paragraph (b)(1) defined
vessel “length,” notably excluding bow
sprits, bumpkins, rudders, outboard
motor brackets, handles and other
similar fittings, attachments and
extensions from the vessel-length
measurement. It also defined “repair”
and “dismantle”. 75 FR 50729. In
establishing these definitions, the
Department relied on common-sense
and industry-familiar definitions to
make these concepts clearer and more
objective, with the goal of avoiding
future litigation. 75 FR 50722.

Several comments supported the
changes to the definition of length.
There were no comments critical of
these definitions. Thus, the final rule is
promulgated as proposed.

(d) The Department has made a
technical change to the final definition
of “dismantle” in paragraph (b)(3). As
explained in the NPRM, 75 FR 50721—
22, section 2(3)(F) originally excluded
workers employed to “dismantle”
recreational vessels less than sixty-five
feet in length. This unqualified term
would have excluded workers who
dismantled a vessel at the end of the
vessel’s life. The amended statute,
however, excludes only those workers
who dismantle recreational vessels “in
connection with the repair of such
vessel.” Given this express limitation,
the Department concluded that workers
governed by the amended statute would
not be excluded from LHWCA coverage
when employed to dismantle obsolete
recreational vessels. Although
§701.502(a)(1) and (2) make this
distinction clear, proposed paragraph
(b)(3)’s definition of “dismantle’” does
not. Accordingly, the Department has
added the language ““if the date of injury
is on or after February 17, 2009” to
paragraph (b)(3)’s last phrase.

(e) Proposed paragraph (c) essentially
reiterated the walking-in-and-out rule
that was set forth more fully in
proposed §701.303, i.e., it stated that a
worker engaged part of the time in
excepted recreational vessel work and
part of the time in qualifying work is
covered by the LHWCA. 75 FR 50729.
Because the Department has withdrawn
§701.303, paragraph (c) has been
deleted from the final rule.

701.503

This proposed rule reiterated the
basic thrust of the amendment—to
amend the recreational vessel
exclusion—and set forth the
amendment’s effective date based on
congressional intent and governing
principles of statutory construction. No
negative comments were received on the
proposed rule, and it remains
unchanged in the final regulation.

701.504

(a) In the NPRM, the Department
defined what date constitutes the “date
of injury” for different kinds of claims.
75 FR 50720, 50729-30 (Aug. 17, 2010).
The date of injury is the date at which
a legally recognized harm occurs to a
worker, giving rise to a compensation
claim. It is the relevant point in time for
determining whether the section 2(3)(F)
amendment applies to a given claim: If
the date of injury is on or after the
amendment’s effective date, February
17, 2009, then the amendment’s
provisions apply to a claim; otherwise,
the pre-amendment statute governs. The
NPRM set forth different rules for
traumatic injury, occupational disease,
hearing loss and death claims.

(b) Traumatic injury. For traumatic
injury, proposed paragraph (a)(1)
defined the date of injury as the date the
worker is harmed. One comment
generally supported this provision; no
negative comments were received.
Accordingly, this paragraph is
promulgated as proposed.

(c) Occupational disease. For
occupational disease, proposed
paragraph (a)(2) adopted the
manifestation date—i.e., the date that
the individual actually became aware of
a disabling, work-related condition—to
define the date of injury. The
Department reasoned that this approach
was consistent with judicial precedent
and other statutory language making the
manifestation date relevant for various
purposes. 75 FR 50720.

While a few comments offered general
support for the proposed rule with
respect to occupational disease, other
comments strongly questioned the
proposed rule’s approach. Several
comments pointed out that linking the
date of injury to disease manifestation
inappropriately borrows from statute-of-
limitations contexts and is otherwise
unfair and contrary to the position taken
by the Department in the past. Instead,
one comment urged using a rule that
makes the date of exposure to harmful
stimuli the relevant date for determining
the ARRA amendment’s applicability.

The Department agrees with these
comments and the final rule makes the
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date of injurious exposure the date of
injury for occupational diseases. Such
an approach is both fairer and more
consistent with the position taken by
the Department in the past.

Using an exposure date is far less
arbitrary than using a manifestation date
for occupational diseases. The causative
physiological harm occurs when an
employee is exposed to the noxious
substance, even though the deleterious
effects might not be felt until years later;
in addition, the date the disease’s
symptoms manifest may vary greatly
among individuals. Indeed, under a rule
that makes manifestation the date of
injury, similarly-situated employees
may be treated differently: An employee
who was both exposed and developed
symptoms before the amendment would
be accorded pre-amendment coverage,
while one who was exposed pre-
amendment but happened to develop
symptoms after the amendment’s
effective date would not.

And, as the comments allude to, using
the exposure date as the date of injury
affords workers, insurers, and
employers the benefit of their legal
expectations. Employees going to work
on vessels that were covered pre-
amendment did so with the expectation
that they would benefit from LHWCA
coverage for harmful on-the-job
exposures, regardless of when those
exposures manifested themselves in the
form of a debilitating disease.
Concomitantly, employers paid for
insurance coverage in the event of harm
to an employee caused by on-the-job
exposure—whether harm from the
exposure was realized immediately or in
the long-run.

As the comments also note, the
Department has previously recognized
the fundamental fairness of a rule that
makes the date of exposure
determinative for gauging the effective
date of an amendment. Analyzing
whether the District of Columbia
Workmen’s Compensation Act of 1928,
D.C. Code 36-501 et seq., which
extended LHWCA coverage to private
workers in the District from 1928 to
1982, should continue to apply to
claims based on employment events
prior to that Act’s repeal, the
Department concluded that, “for the
purpose of determining whether a
workers’ compensation statute applies
to such an injury (‘coverage’), the
relevant legal provisions are those in
effect at the time of the employment
exposure to the conditions that cause
the disease.” 51 FR 4270, 4272 (Feb. 3,
1986). The Department reasoned that
“[w]orkers’ compensation laws operate
upon the employment relationship. The
occurrence of an event or events in the

course of that relationship is the
foundation of any compensation-law
liabilities that arise thereafter. The
insurance requirement that is a socially
and practically critical aspect of
compensation legislation attaches to the
conduct of covered employment.”
Because insurers are responsible for
diseases resulting from exposure during
the terms of their policies, a
manifestation rule would unfairly
“relieve[] [insurance carriers] of
liabilities they contracted to bear.” Id. at
4272-73.

Based on this analysis, the
Department has reconsidered the
reasoning it gave in the NPRM to
support adopting a manifestation rule in
occupational disease claims. Although
cases the Department cited have applied
the manifestation rule to determine the
applicability of the 1972 amendments to
the LHWCA, which expanded the
categories of workers covered by the
LHWCA, those cases relied on
congressional intent specific to those
amendments. In SAIF Corp./Oregon
Ship v. Johnson, 908 F.2d 1434, 1439
(9th Cir. 1990), the court worried that an
exposure rule would be contrary to
Congress’ intent to maximally expand
LHWCA coverage. In order to conform
to congressional intent, the court held
that the manifestation date determined
the amendments’ coverage, because
such a rule swept in the greatest number
of workers. Id.; see also Insurance
Company of North America v. Dep’t of
Labor, 969 F.2d 1400, 1404 (2d Cir.
1992) (describing SAIF as holding that
““the manifestation rule best comports
with the LHWCA'’s ‘paramount goal’ of
compensating workers for lost earning
capacity stemming from occupational
diseases”).

The ARRA amendments present a
different scenario. Under the ARRA
amendment, a manifestation rule could
result in fewer LHWCA-covered
employees. But there is no evidence that
Congress intended to exclude the largest
number of workers possible from
LHWCA coverage. Rather, by expanding
the recreational-vessel exclusion via the
ARRA amendment, Congress primarily
sought to relieve businesses from paying
for duplicative state workers’
compensation and LHWCA insurance
coverage for recreational-vessel workers.
See H. Rpt. 1114, at 49 (Jan. 26, 2009).
A manifestation rule does not serve that
purpose. When the harmful exposure
occurred while working on a covered
vessel pre-amendment, the insurance in
place at the time would cover that
injury. Any expense to businesses for
pre-amendment exposures has already
been incurred, and an exposure rule
does not impose any new prospective

LHWCA financial obligations. Thus,
there is no basis to believe that Congress
wished to deny workers the legal
remedy in place when they were
exposed to an injurious stimulus.

In the NPRM, the Department cited
other provisions of the LHWCA making
manifestation the date of injury in a
statute of limitations context. 75 FR
50720. See 33 U.S.C. 912, 913. But as
the comments point out, this analogy
was inapt. The definition of date of
injury in a statute of limitations context
is designed to preserve the ability to file
a claim for individuals who might not
have notice of their right to
compensation until manifestation. The
date of injury in the context of a
statutory amendment serves a far
different goal: Satisfying congressional
intent and ensuring that the legitimate
expectations of the parties with respect
to coverage are met.

One comment questioned how the
last-employer rule would operate under
the proposed manifestation-date rule.
See generally Travelers Ins. Co. v.
Cardillo, 225 F.2d 137 (2d Cir. 1955).
The commenter noted concern about
how the liable employer and insurance
carrier would be identified in claims
involving exposure at both covered and
non-covered employment, and in cases
with multiple employers. Because the
final rule adopts date of exposure as the
date of injury, current precedent
provides clear guidance on the
questions the commenter raised. The
Department adheres to the well-
established rule that the employee is
eligible for LHWCA benefits if some of
the exposure leading to the occupational
disease occurred while covered under
the Act. See Newport News
Shipbuilding and Dry Dock Co. v.
Stilley, 243 F.3d 179, 183—-84 (4th Cir.
2001). In cases where the harmful
exposure spans both an employee’s
covered pre-amendment work and his or
her exempt post-amendment work, or
spans covered commercial vessel work
and exempt recreational vessel work,
the employee will be eligible for
benefits based on the covered work. The
last employer for whom the employee
performed covered work and that
exposed him or her to a harmful
stimulus is responsible for LHWCA
benefits payable when injury results.
See generally Avondale Industries, Inc.
v. Director, Office of Workers’
Compensation Programs, 977 F.2d 186
(5th Cir. 1992) (setting forth last covered
employer rule).

(d) Hearing loss. For hearing loss
cases, proposed paragraph (a)(3)
adopted the audiogram date—i.e., the
date that the individual received a
diagnosis quantifying hearing loss via
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an audiogram—to define the date of
injury. The Department offered similar
reasons to those offered in support of a
manifestation rule in occupational
disease cases, and additionally pointed
out the difficulty of pinpointing a date
of exposure in hearing loss cases.

Although some comments offer
general support for the proposed rule,
other comments raise compelling
questions similar to those raised
concerning the date of injury for
occupational disease cases. One
commenter questions the fairness of an
audiogram-date rule for hearing loss
claims. For the same reasons the
Department has now adopted an
exposure rule in occupational disease
cases, the Department also adopts an
exposure rule for hearing loss cases as
well. Such a rule is less arbitrary,
recognizes that the genesis of the injury
is when the exposure occurs, and is fair
to all parties by giving them the benefit
of an insurance contract that covers
injuries based on when the exposure
occurred.

The comments suggest, and the
Department agrees, that the reasoning
set forth in the NPRM for using an
audiogram rule is unpersuasive. There,
the Department posited that an
audiogram date was a better measure
than an exposure rule for determining
the ARRA amendment’s applicability
because of the difficulty in determining
a precise date of harmful exposure.
However, although exposure in hearing-
loss claims typically occurs over an
extended period of time, determining a
single precise date is not necessary to
administration of an exposure rule, and
current law provides ample tools for
handling claims involving exposure
over periods of time. If some or all
exposures occurred prior to February
17, 2009, the amendment would simply
not apply with respect to a disability
resulting from those exposures. And a
worker would be eligible for full
benefits if any of the exposure occurring
during LHWCA-covered employment
resulted in a hearing loss. See Port of
Portland v. Director, Office of Workers
Compensation Programs, 932 F.2d 836,
839—40 (9th Cir. 1991). Moreover,
pursuant to the last-covered-employer
rule, the most recent employer, if any,
for whom the claimant performed
LHWCA-covered work at which he or
she suffered harmful exposure would be
responsible for benefits. See id.

(c) Death claims. For death claims,
proposed paragraph (a)(4) adopted the
date of death as the date of injury for
determining the amendment’s
application. The Department based this
proposal on court precedent applying

the law in place at the time of death in
death benefit cases.

Although some comments expressed
general support for the proposed rule,
others urged the Department to use the
date of the harmful workplace exposure
or event that ultimately led to death as
the date of injury, arguing that such a
rule was more equitable. For essentially
the same reasons stated above in the
discussion of occupational disease
cases, the Department agrees. Notably,
as one comment suggests, in death
cases, businesses have already paid and
insurers have received the appropriate
premiums to cover the death based on
a causative workplace event that
occurred while a worker was in covered
employment.

In the proposal, the Department relied
on Insurance Company of North
America v. Dep’t of Labor, 969 F.2d
1400, 1406 (2d Cir. 1992), and similar
cases for the proposition that death
should be the date of injury. However,
although the court held that the time of
one’s death was the date of injury for
determining the applicability of the
1972 amendments, it observed that the
goal of the 1972 amendments was “‘an
expansion * * * of the class of persons
entitled to benefits under the Act.” Id.
Here, the core purpose of the ARRA
amendment is sparing businesses from
the expense of duplicative state
workers’ compensation and LHWCA
insurance coverage. One simply cannot
infer that Congress sought to deny
LHWCA benefits where workers were
injured while covered by the LHWCA,
but died post-amendment, given that
employers would have already paid for
LHWCA insurance coverage for a death
resulting from an injury while a worker
was performing LHWCA-covered
employment.

(d) Cumulative trauma. In the NPRM,
the Department did not specifically
address the date of injury in claims
involving cumulative trauma. One
comment urged that the final rule
address this issue. To avoid any
confusion on this subject, the
Department agrees, and the final rule
adds a new paragraph for cumulative
trauma injuries. The rule states that the
date of injury is any date on which a
work-related trauma occurs that
contributes to the cumulative condition.
See Metro. Stevedore Co. v. Crescent
Wharf and Warehouse Co., 339 F.3d
1102, 1105-06 (9th Cir. 2003) (a trauma
that worsens a cumulative condition is
generally compensable). If, however, the
injury is the result of a natural
progression of an earlier trauma, then
the date of the earlier trauma is the date
of injury.

(e) Proposed paragraph (b) and (c) set
out the consequences of applying the
date-of-injury to the ARRA
amendment’s effective date. If that date
occurs before February 17, 2009,
ARRA'’s effective date, then the pre-
amendment section 2(3)(F) exclusion
applies; if that date occurs on or after
February 17, 2009, the post-amendment
exclusion applies. The Department
received no specific comments on these
rules and they are promulgated without
substantive change. To make these two
paragraphs consistent, however, the
Department has made a technical
change to paragraph (c). The
Department has replaced the phrase
“employee’s eligibility,” which
appeared in the proposed rule, with the
phrase “individual’s entitlement” in the
final rule.

701.505

The proposed rule provided that an
employer may not stop paying
compensation for an injury awarded
prior to February 17, 2009, the ARRA
amendment’s effective date, even if that
employee’s work is excluded from
coverage by the amendment. The
Department proposed this paragraph in
accordance with basic principles of
finality and the presumption against
retroactivity. The Department has
received no specific comments on this
section but has received some generally
positive remarks on its interpretation of
the non-retroactive character of the
ARRA amendment. Thus, the proposed
rule remains unchanged in the final
regulation.

IV. Statutory Authority

Section 39(a) of the LHWCA (33
U.S.C. 939(a)) authorizes the Secretary
of Labor to prescribe rules and
regulations necessary for the
administration and enforcement of the
LHWCA and its extensions.

V. Information Collection Requirements
(Subject to the Paperwork Reduction
Act) Imposed Under the Proposed Rule

The final rule imposes no new
collections of information.

VI. Executive Order 12866 (Regulatory
Planning and Review)

This rule has been drafted and
reviewed in accordance with Executive
Order 12866, section 1(b), entitled “The
Principles of Regulation.” The
Department has determined that the rule
is not a “‘significant regulatory action”
under Executive Order 12866, section
3(f). Accordingly, it does not require an
assessment of potential costs and
benefits under section 6(a)(3) of that
order. Moreover, because it is not a
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significant rule within the meaning of
the Executive Order, the Office of
Management and Budget has not
reviewed it.

VII. Small Business Regulatory
Enforcement Fairness Act of 1996

As required by Congress under the
Small Business Regulatory Enforcement
Fairness Act of 1996, enacted as Title II
of Public Law 104-121 §§201-253, 110
Stat. 847, 857 (1996), the Department
will report promulgation of this final
rule to both Houses of the Congress and
to the Comptroller General prior to its
effective date. The report will state that
the Department has concluded that the
rule is not a “major rule” as defined
under 5 U.S.C. 804(2).

VIII. Unfunded Mandates Reform Act
of 1995

Title II of the Unfunded Mandates
Reform Act of 1995 (2 U.S.C. 1531 et
seq.) directs agencies to assess the
effects of Federal regulatory actions on
State, local, and tribal governments, and
the private sector, “other than to the
extent that such regulations incorporate
requirements specifically set forth in
law.” For purposes of the Unfunded
Mandates Reform Act, this rule does not
include any Federal mandate that may
result in increased expenditures by
State, local, and tribal governments, or
increased expenditures by the private
sector of more than $100,000,000.

IX. Regulatory Flexibility Act and
Executive Order 13272 (Proper
Consideration of Small Entities in
Agency Rulemaking)

The Regulatory Flexibility Act of
1980, as amended (5 U.S.C. 601 et seq.),
requires an agency to prepare a
regulatory flexibility analysis when it
proposes regulations that will have “a
significant economic impact on a
substantial number of small entities,” or
to certify that the proposed regulations
will have no such impact, and to make
the analysis or certification available for
public comment.

The Department believes that the
LHWCA itself accounts for most, if not
all, of the costs imposed on the
industry, and that this final rule does
not directly add to those costs. The
primary cost of the LHWCA lies in
purchasing commercial insurance or
qualifying as a self-insurer to insure
covered workers. This requirement is
imposed by statute. 33 U.S.C. 904, 932.
By expanding the number of
recreational vessel workers who will be
excluded from coverage, the section
2(3)(F) amendment will generally
reduce the recreational vessel industry’s
costs for purchasing workers’

compensation insurance or, in the case
of a self-insurer, providing
compensation. This final rule simply
seeks to make the potentially ambiguous
language of the ARRA amendment
clearer and more easily applied, and it
does not deliberately seek to expand or
contract businesses’ eligibility for the
recreational vessel exclusion. Moreover,
to the extent comments have raised
concerns that the proposed rule might
be improved by making its provisions
more easily workable for businesses
without compromising the rule’s
underlying objective, the final rule, as
discussed below, has accommodated
such comments.

Nonetheless, because the recreational-
vessel building and repair industries
include many small firms, and because
the comments raise issues concerning
how the Department might maximize
benefits to small businesses via
rulemaking, the Department has
evaluated how the ARRA amendment,
as implemented in this final rule, might
affect small businesses. The Department
prepared an initial regulatory flexibility
analysis (IRFA) before proposing this
rule and included a summary of that
analysis in the NPRM. 75 FR 50725-28
(Aug. 17, 2010). The Department
incorporates those documents by
reference into this final regulatory
flexibility analysis.

Need for, and Objectives of, This Rule

The primary goal of this rule is to
provide a clear, workable definition of
“recreational vessel.” Because the
ARRA amendment to section 2(3)(F)
removed the sixty-five-foot limitation on
what constitutes a recreational vessel for
all purposes but construction, the
amended exclusion presents more
opportunities for confusion among
vessel-repair enterprises and their
workers about whether the boats they
work on are “recreational vessels”
within the meaning of the LHWCA. The
Department determined that the current
regulatory definition of ‘“‘recreational
vessel” does not provide adequate
guidance to the industry and its
employees, and therefore adopts this
rule to more clearly define the term.

This definition, in turn, serves several
purposes. It gives entities that build or
repair vessels guidance regarding the
classification of vessels their employees
are working on so that they may insure
themselves under the appropriate
workers’ compensation scheme (i.e., the
LHWCA or a state law). Similarly, the
definition provides guidance to workers
who might otherwise be unsure of their
rights under the LHWCA. Finally, a
clear definition reduces the possibility

of litigation over the applicability of the
section 2(3)(F) exclusion.®

The Director, Office of Workers’
Compensation Programs, has the legal
authority to issue this final rule. The
LHWCA empowers the Secretary of
Labor ‘‘to make such rules and
regulations * * * as may be necessary”
to administer the statute. 33 U.S.C.
939(a). The Secretary has delegated her
authority to the Director, Office of
Workers’ Compensation Programs.
Secretary’s Order 10-2009 (Nov. 6,
2009). In addition, the Department, like
any other administrative agency,
possesses the inherent authority to
promulgate regulations in order to fill
gaps in the legislation that it is
responsible for administering. Chevron
v. Natural Resources Defense Council,
467 U.S. 837, 843—44 (1984).

Response to Significant Issues Raised by
Public Comments and the Small
Business Administration’s Office of
Advocacy

(a) Comments from the Small
Business Administration’s Office of
Advocacy (SBA) and the National
Marine Manufacturers Association
(NMMA) raise questions as to whether
the IRFA utilized correct data to
estimate the number of small businesses
affected by this rule. The Department
has fully addressed these comments in
the following section regarding the
estimate of the number of small entities
to which the final rule will apply.

(b) Some commenters, including the
SBA, assert that using the Coast Guard
standards for classifying recreational
vessels will expand the number of small
businesses covered by the LHWCA,
thereby increasing their costs. Because
the term ‘“‘recreational vessel” has been
only generally defined in the past, it is
impossible to ascertain the extent to
which the revised definition will alter
the exclusion’s scope and thereby affect
small entities. Moreover, the final rule
retools the definition so that it involves
significantly less verification effort, and
to make the definition’s scope clear so
that businesses can avoid purchasing
LHWCA insurance on a precautionary
basis.

1 As expressed in the NPRM, 75 FR 50725, the
Department also anticipated that in the absence of
a size limitation, more questions would be raised
regarding coverage for workers who perform a
combination of qualifying work (e.g., building a
seventy-foot recreational vessel) and non-qualifying
work (e.g., repairing a seventy-foot recreational
vessel). The proposed rule sought to clarify how the
LHWCA applies to workers engaged in qualifying
maritime employment whose job duties also
include tasks that do not come within the ambit of
the LHWCA. As set forth above, however, the
Department has withdrawn this proposed rule.
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(c) Addressing proposed § 701.501,
the NMMA comments that the
definition of recreational vessel and its
use of the Coast Guard standards is
ambiguous and will impose additional
costs on small businesses that may not
be able to determine whether a vessel
meets the definition and, as a result,
may turn away important work rather
than incur the costs associated with
LHWCA insurance. The NMMA also
posits that insurance firms will be less
apt to write LHWCA policies on these
businesses, again increasing costs. The
NMMA further encourages the
Department to adopt a different
recreational-vessel definition for boat
manufacturers that focuses on the
manufacturer’s intent in building the
vessel rather than on its end use. The
SBA similarly states that the
Department should consider this
regulatory alternative. In addition, a few
small repair businesses note that under
the proposed definition, they would
have to turn away public-vessel work if
performing such work made purchasing
LHWCA insurance necessary.

The Department has set forth its full
response to these and other comments
pertaining to the recreational-vessel
definition in the section-by-section
analysis for § 701.501 above. The
Department has made two important
changes to the final recreational-vessel
definition in response to these
comments. These changes will help
small businesses identify recreational
vessels within the meaning of the
section 2(3)(F) exclusion and make
informed decisions regarding their need
to obtain LHWCA insurance. First, the
Department has promulgated an
alternative definition for manufacturers
and builders, which allows them to
assess a vessel’s recreational nature
based on design and construction data
reasonably available to them. Second,
the final rule carves out an exception for
public-purpose vessels so that
businesses that repair these vessels in
addition to other recreational vessels
will not have to purchase LHWCA
insurance.

(d) Addressing proposed §701.303,
many comments expressed the view that
the Department should have considered
alternative measures for determining
coverage for workers who perform both
qualifying maritime duties and non-
qualifying work (walking-in-and-out of
qualifying coverage). The commenters
believed the rule would force businesses
to secure expensive LHWCA insurance
for their workers, instead of less
expensive state workers’ compensation
insurance. In this regard, several
commenters rejected the Department’s
suggestion that businesses could

minimize the cost implications of the
proposed rule by segmenting their
workplaces into recreational and non-
recreational vessel operations. 75 FR
50728. These commenters (mostly small
businesses) noted that their staffs were
too small to segregate in this fashion.
Most commenters proposed an 80%—
20% split as an alternative: So long as
less than 20% of a facility’s or
employer’s work was on commercial
vessels and the remainder on
recreational vessels, all work at the
facility would be excluded from
LHWCA coverage. The SBA also
suggested that the Department adopt
this alternative.

The Department has set forth its full
response to these comments in
subsection D of the General Response to
Significant Comments and Explanation
of Major Changes section above. For the
reasons explained there, the Department
is withdrawing proposed §701.303 and
has not promulgated it in this final rule.

Small Entities to Which the Final Rule
Will Apply

(a) In the IRFA, the Department
looked to available data to estimate the
number of small entities that might be
affected by the proposed rule. 75 FR
50725—27. The IRFA estimated that, in
2007, there were 1,102 recreational
vessel building establishments,
employing 53,466 workers, generating
$11.1 billion in shipments, and with a
payroll of $1.9 billion; and 1,837
recreational boat repair establishments,
employing 12,203 workers, generating
$1.6 billion in revenue, and with $436
million in annual payroll. These entities
were predominantly estimated to be
small businesses.

In reaching its conclusions, the IRFA
recognized difficulties in finding well-
tailored NAICS categories to capture the
affected small businesses. The
Department relied chiefly on two NAICS
industry categories: (1) NAICS industry
336612 (Boat Building); and(2) NAICS
industry 811490 (Other Personal and
Household Goods Repair and
Maintenance). The NAICS system is
described in detail in the IRFA. 75 FR
50726.

(b) Several commenters, notably the
NMMA and the SBA, state that the
universe of affected small entities is
larger than estimated in the IRFA. These
commenters note that the IRFA did not
look to several relevant NAICS
categories in developing its profile of
the small entities affected: NAICS
industry 713930 (Marinas), NAICS
industry 441222 (Boat Dealers), and
NAICS industry 441221 (Personal
Watercraft Dealers). These commenters
also suggest that NAICS industry

811490 (Other Personal and Household
Goods Repair and Maintenance) may be
too broad to be useful in assessing the
number of small recreational vessel
repairers. The commenters assert that
businesses falling into these categories
are mostly small under the Small
Business Association’s size standards.
While there is data suggesting that the
additional categories pointed to by the
commenters consist mostly of small
businesses, it is analytically impossible
to determine a precise number that
actually perform work on recreational
vessels. Some dealers may simply sell
boats without performing repairs, while
some marinas may simply offer docking
space, but not repair services. This
difficulty is compounded by the fact
that, as noted in the IRFA, 75 FR 50726
n.1, some marinas’ workers are
excluded from LHWCA coverage by
section 2(3)(C) of the statute.
Nonetheless, although these categories
pose analytical difficulties, the
Department notes that they likely
include affected small businesses.
Based on industry surveys, the
NMMA and the SBA state that in 2008,
there were approximately 33,000 retail/
repair businesses employing 217,788
individuals; and 5,284 marine
manufacturers employing 135,900
individuals. The vast majority of these
are claimed to be small businesses.
However, this data does not distinguish
businesses that solely conduct retail
sales versus those that repair
recreational vessels. The data also does
not consider whether some portion of
the manufacturers are landlocked—the
comments made clear that some portion
of this industry is not located on
navigable waterways-and thus does not
meet the LHWCA'’s situs requirement.
(c) The Department fully
acknowledges the data put forward by
comments, including the industry
surveys and the additional NAICS
categories. However, it is impossible to
state, in this informational vacuum, the
accuracy of this data relative to the
Department’s conclusions in the IRFA.
In any event, assuming the larger
number of affected small businesses
suggested by the commenters is correct,
this final rule maximizes, to the extent
consistent with sound administration of
the LHWCA, the benefit of the
recreational vessel exemption for small
businesses by adopting several
alternative proposals raised by, or on
behalf of, small businesses. Because the
final rule addresses these substantive
concerns and ensures that small
business can take maximum advantage
of the section 2(3)(F) recreational vessel
exclusion, while nevertheless protecting
those employees whose duties are
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covered by the LHWCA, the Department
believes that reaching a precise
conclusion concerning the number of
affected small businesses is not critical.

Projected Reporting, Recordkeeping and
Other Compliance Requirements for
Small Entities

The final rule does not directly
impose any reporting or recordkeeping
requirements on any entities, regardless
of size. Nor do the rules impose other
significant costs beyond those imposed
by the LHWCA itself. The statute
requires employers whose employees
are covered by the LHWCA to secure the
payment of compensation either by
purchasing commercial insurance or
qualifying as a Department-approved
self-insurer. 33 U.S.C. 904, 932. The
ARRA amendment to section 2(3)(F)
significantly expanded the exclusion for
recreational vessel workers, thereby
reducing the number of workers
considered employees for LHWCA
coverage purposes. Thus, both small
and large businesses that repair
recreational vessels sixty-five feet or
greater in length who had previously
been required to purchase LHWCA
insurance may be relieved of that
obligation. Instead, these employers
generally will only be required to
purchase lower-cost state insurance for
their workers who repair recreational
vessels.

In preparing the IRFA, the
Department surveyed the cost of
purchasing LHWCA insurance and
compared it to the cost of various states’
workers’ compensation insurance. On
average, LHWCA insurance is 50-100
percent more expensive than state
workers’ compensation insurance. This
range is based on data collected by the
National Council on Compensation
Insurance (NCCI), which discloses the
premium or load that states impose on
businesses that carry LHWCA
insurance. Because the premium for
both LHWCA and state workers’
compensation coverage is calculated as
a percentage of the employer’s payroll,
regardless of payroll size, the cost for
both small establishments and larger
employers is the same in relative terms.

One insurance broker who
commented agreed with the
Department’s cost estimate. But the
SBA’s comment suggests that the
increase in insurance costs will be
higher than the Department’s estimate,
and individual comments suggest a
wide range of potential cost increases.
In positing that costs in the Maryland-
Delaware-Virginia region will increase
200 to 300 percent, the SBA states that
an increase from $20,000 to $53,000
would be a 265 percent change. By the

Department’s calculations, such a
change would only be a 165 percent
increase. Further, the state of Virginia
imposes a 1.77 factor on each sector of
the marine industry subject to the
Longshore Act, while the state of
Maryland imposes a 1.55 factor. Thus,
the cost of LHWCA insurance in these
regions is 55 to 77 percent greater than
the cost of state workers’ compensation
insurance.

The comments, including SBA’s,
present anecdotal and geographically
specific assertions on cost differences
for LHWCA coverage. The Department
acknowledges the possibility of such
differences, including higher cost
premiums, in different locations.
However, the higher cost of LHWCA
coverage, whatever it may be, is made
less of a factor by the final rule’s
revisions to the proposal; as noted
above, these revisions clarify the need
for some businesses to carry LHWCA
coverage and maximize the effect of the
recreational vessel exemption to the
extent feasible and permissible under
the statute.

Several comments raise the prospect
of a compliance-related burden, in that
businesses will have to determine and
document the nature of vessels they
work on. But it is the statute itself that
implicitly imposes this burden if
employers wish to claim their workers
are excluded from LHWCA coverage
under section 2(3)(F). Moreover, the
burden is a modest and unavoidable
one. The stronger point made by some
comments is that the proposed rule
would make it more cumbersome to
investigate and determine a vessel’s
status as recreational. The revisions
made to the final recreational vessel
definition should make this
determination less burdensome to
businesses.

Steps Taken To Minimize the
Significant Economic Impact on Small
Entities

The exemption for recreational-vessel
workers is a creature of statute. All
businesses, small or otherwise, must
make determinations regarding their
need to procure LHWCA or state
workers’ compensation insurance. The
Department has fully explained the
factual, policy and legal reasons for
adopting the final rule—as well as its
reasons for rejecting other significant
alternatives—in the sections above titled
General Response to Significant
Comments and Explanation of Major
Changes and Section-by-Section
Analysis. As already explained, the
Department adopted several alternatives
suggested by the commenters that will

serve to minimize the economic impact
on small entities.

List of Subjects in 20 CFR Part 701

Longshore and harbor workers,
Organization and functions (government
agencies), Workers’ compensation.

For the reasons set forth in the
preamble, the Department of Labor
amends 20 CFR part 701 as follows:

PART 701—GENERAL;
ADMINISTERING AGENCY;
DEFINITIONS AND USE OF TERMS

m 1. The authority citation for Part 701
is revised to read as follows:

Authority: 5 U.S.C. 301 and 8171 et seq.;

33 U.S.C. 939; 36 DC Code 501 et seq.; 42
U.S.C. 1651 et seq.; 43 U.S.C. 1331;
Reorganization Plan No. 6 of 1950, 15 FR
3174, 3 CFR, 1949-1953 Comp., p. 1004, 64
Stat. 1263; Secretary’s Order 10-2009; Pub. L.
111-5 § 803, 123 Stat. 115, 187 (2009).
m 2.In § 701.301, revise the preceding
undesignated center heading and the
section heading, remove paragraph
(a)(12), and redesignate paragraphs
(a)(13) through (16) as paragraphs (a)(12)
through (15).

The revisions read as follows:

Definitions and Use of Terms

§701.301 What do certain terms in this
subchapter mean?
* * * * *

m 3. Add § 701.302 to read as follows:

§701.302 Who is an employee?

(a) Employee means any person
engaged in maritime employment,
including:

(1) Any longshore worker or other
person engaged in longshoring
operations;

(2) Any harbor worker, including a
ship repairer, shipbuilder and
shipbreaker; and

(3) Any other individual to whom an
injury may be the basis for a
compensation claim under the LHWCA
as amended, or any of its extensions;

(b) The term does not include:

(1) A master or member of a crew of
any vessel; or

(2) Any person engaged by a master to
load or unload or repair any small
vessel under eighteen tons net.

(c) Nor does this term include the
following individuals (whether or not
the injury occurs over the navigable
waters of the United States) where it is
first determined that they are covered by
a state workers’ compensation act:

(1) Individuals employed exclusively
to perform office clerical, secretarial,
security, or data processing work (but
not longshore cargo checkers and cargo
clerks);
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(2) Individuals employed by a club
(meaning a social or fraternal
organization whether profit or
nonprofit), camp, recreational operation
(meaning any recreational activity,
including but not limited to scuba
diving, commercial rafting, canoeing or
boating activities operated for pleasure
of owners, members of a club or
organization, or renting, leasing or
chartering equipment to another for the
latter’s pleasure), restaurant, museum or
retail outlet;

(3) Individuals employed by a marina,
provided they are not engaged in its
construction, replacement or expansion,
except for routine maintenance such as
cleaning, painting, trash removal,
housekeeping and small repairs;

(4) Employees of suppliers, vendors
and transporters temporarily doing
business on the premises of a covered
employer, provided they are not
performing work normally performed by
employees of the covered employer;

(5) Aquaculture workers, meaning
those employed by commercial
enterprises involved in the controlled
cultivation and harvest of aquatic plants
and animals, including the cleaning,
processing or canning of fish and fish
products, the cultivation and harvesting
of shellfish, and the controlled growing
and harvesting of other aquatic species;
or

(6) Individuals employed to build any
recreational vessel under sixty-five feet
in length, or individuals employed to
repair any recreational vessel, or to
dismantle any part of a recreational
vessel in connection with the repair of
such vessel. For purposes of this
paragraph, the special rules set forth at
§§701.501 through 701.505 apply.

m 4. Add anew undesignated center
heading following § 701.401 and add
§701.501 to read as follows:

Special Rules for the Recreational
Vessel Exclusion From the Definition of
“Employee”

§701.501 What is a recreational vessel?

(a) Recreational vessel means a
vessel—

(1) Being manufactured or operated
primarily for pleasure; or

(2) Leased, rented, or chartered to
another for the latter’s pleasure.

(b) In applying the definition in
paragraph (a) of this section, the
following rules apply:

(1) A vessel being manufactured or
built, or being repaired under warranty
by its manufacturer or builder, is a
recreational vessel if the vessel appears
intended, based on its design and
construction, to be for ultimate
recreational uses. The manufacturer or

builder bears the burden of establishing
that a vessel is recreational under this
standard.

(2) A vessel being repaired,
dismantled for repair, or dismantled at
the end of its life is not a recreational
vessel if the vessel had been operating,
around the time of its repair or
dismantling, in one or more of the
following categories on more than an
infrequent basis—

(A) “Passenger vessel” as defined by
46 U.S.C. 2101(22);

(B) “Small passenger vessel” as
defined by 46 U.S.C. 2101(35);

(C) “Uninspected passenger vessel” as
defined by 46 U.S.C. 2101(42);

(D) Vessel routinely engaged in
“commercial service” as defined by 46
U.S.C. 2101(5); or

(E) Vessel that routinely carries
“passengers for hire”” as defined by 46
U.S.C. 2101(21a).

(3) Notwithstanding paragraph (b)(2)
of this section, a vessel will be deemed
recreational if it is a public vessel, i.e.,
a vessel owned or bareboat-chartered
and operated by the United States, or by
a State or political subdivision thereof,
at the time of repair, dismantling for
repair, or dismantling, provided that
such vessel shares elements of design
and construction with traditional
recreational vessels and is not normally
engaged in a military, commercial or
traditionally commercial undertaking.

(c) All subsequent amendments to the
statutes referenced in paragraph (b)(2) of
this section and the regulations
implementing those provisions in Title
46 of the Code of Federal Regulations
will apply when determining whether a
vessel is recreational.

m 5. Add § 701.502 to read as follows:

§701.502 What types of work may exclude
a recreational-vessel worker from the
definition of “employee”?

(a) An individual who works on
recreational vessels may be excluded
from the definition of “employee”
when:

(1) The individual’s date of injury is
before February 17, 2009, the injury is
covered under a State workers’
compensation law, and the individual is
employed to:

(1) Build any recreational vessel under
sixty-five feet in length; or

(ii) Repair any recreational vessel
under sixty-five feet in length; or

(iii) Dismantle any recreational vessel
under sixty-five feet in length.

(2) The individual’s date of injury is
on or after February 17, 2009, the injury
is covered under a State workers’
compensation law, and the individual is
employed to:

(1) Build any recreational vessel under
sixty-five feet in length; or

(ii) Repair any recreational vessel; or

(iii) Dismantle any recreational vessel
to repair it.

(b) In applying paragraph (a) of this
section, the following principles apply:

(1) “Length” means a straight line
measurement of the overall length from
the foremost part of the vessel to the
aftmost part of the vessel, measured
parallel to the center line. The
measurement must be from end to end
over the deck, excluding sheer. Bow
sprits, bumpkins, rudders, outboard
motor brackets, handles, and other
similar fittings, attachments, and
extensions are not included in the
measurement.

(2) “Repair” means any repair of a
vessel including installations, painting
and maintenance work. Repair does not
include alterations or conversions that
render the vessel a non-recreational
vessel under § 701.501. For example, a
worker who installs equipment on a
private yacht to convert it to a
passenger-carrying whale-watching
vessel is not employed to “repair” a
recreational vessel. Repair also does not
include alterations or conversions that
render a non-recreational vessel
recreational under § 701.501.

(3) “Dismantle” means dismantling
any part of a vessel to complete a repair
but does not include dismantling any
part of a vessel to complete alterations
or conversions that render the vessel a
non-recreational vessel under § 701.501,
or render the vessel recreational under
§701.501, or, if the date of injury is on
or after February 17, 2009, to scrap or
dispose of the vessel at the end of the
vessel’s life.

m 6. Add § 701.503 to read as follows:

§701.503 Did the American Recovery and
Reinvestment Act of 2009 amend the
recreational vessel exclusion?

Yes. The amended exclusion was
effective February 17, 2009, the effective
date of the American Recovery and
Reinvestment Act of 2009.

m 7. Add § 701.504 to read as follows:

§701.504 When does the recreational
vessel exclusion in the American Recovery
and Reinvestment Act of 2009 apply?

(a) Date of injury. Whether the
amended version applies depends on
the date of the injury for which
compensation is claimed. The following
rules apply to determining the date of
injury:

(1) Traumatic injury. If the individual
claims compensation for a traumatic
injury, the date of injury is the date the
employee suffered harm. For example, if
the individual injures an arm or leg in
the course of his or her employment, the
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date of injury is the date on which the
individual was hurt.

(2) Occupational disease or infection.
Occupational illnesses and infections
generally involve delayed onset of
symptoms following exposure to a
harmful workplace substance or
condition. If the individual claims
compensation for an occupational
illness or infection, the date of injury is
the date the individual was exposed to
the substance or condition.

(3) Hearing loss. If the individual
claims compensation for hearing loss,
the date of injury is the date the
individual was exposed to harmful
workplace noise or other stimulus that
is capable of causing hearing loss.

(4) Death-benefit claims. If the
individual claims compensation for an
employee’s death, the date of injury is
the date of the workplace event or
incident that caused, hastened, or
contributed to the death.

(5) Cumulative trauma. If the
individual claims compensation for
cumulative trauma, in which multiple
traumas contribute to an overall medical
condition, such as a neck condition
resulting from repetitive motion, the
date of injury is any date on which a
workplace trauma worsened the
individual’s condition. A workplace
event will not be deemed a contributing
trauma if a corresponding worsening of
the condition is due solely to its natural
progression, rather than the workplace
event.

(b) If the date of injury is before
February 17, 2009, the individual’s
entitlement is governed by section
2(3)(F) as it existed prior to the 2009
amendment.

(c) If the date of injury is on or after
February 17, 2009, the individual’s
entitlement is governed by the 2009
amendment to section 2(3)(F).

m 8. Add § 701.505 to read as follows:

§701.505 May an employer stop paying
benefits awarded before February 17, 2009
if the employee would now fall within the
exclusion?

No. If an individual was awarded
compensation for an injury occurring
before February 17, 2009, the employer
must still pay all benefits awarded,
including disability compensation and
medical benefits, even if the employee
would be excluded from coverage under
the amended exclusion.

Signed at Washington, DC, this 19th day of
December 2011.

Gary A. Steinberg,

Acting Director, Office of Workers’
Compensation Programs.

[FR Doc. 201132880 Filed 12-29-11; 8:45 am]
BILLING CODE 4510-CF-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 866
[Docket No. FDA-2011-D-0028]

Medical Devices; Ovarian Adnexal
Mass Assessment Score Test System;
Labeling; Black Box Restrictions

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
regulation classifying ovarian adnexal
mass assessment score test systems to
restrict these devices so that a
prescribed warning statement that
addresses a risk identified in the special
controls guidance document must be in
a black box and must appear in all
labeling, advertising, and promotional
material. The black box warning
mitigates the risk to health associated
with off-label use as a screening test,
stand-alone diagnostic test, or as a test
to determine whether or not to proceed
with surgery.

DATES: Effective Date: January 30, 2012.
FOR FURTHER INFORMATION CONTACT:
Scott McFarland, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 5543, Silver Spring,
MD 20993-0002, (301) 796—6217.
SUPPLEMENTARY INFORMATION:

I. What is the background of this final
rule?

A. Ovarian Adnexal Mass Assessment
Score Test System

An ovarian adnexal mass assessment
score test system is a device that
measures one or more proteins in serum
or plasma. It yields a single result for
the likelihood that an adnexal pelvic
mass in a woman for whom surgery is
planned, is malignant. The test is for
adjunctive use, in the context of a
negative primary clinical and
radiological evaluation, to augment the
identification of patients whose
gynecologic surgery requires oncology
expertise and resources.

B. Identified Risk to Health

The ovarian adnexal mass assessment
score test system is not indicated for use
as a screening or diagnostic test for
ovarian cancer. Off-label use of the test
(e.g., in patients who are not already
identified as needing surgery for pelvic
mass or without reference to an

independent clinical/radiological
evaluation of the patient), may lead to
a high frequency of unnecessary further
testing and surgery due to false positive
results, or to delay in tumor diagnosis
due to false negative results.

II. Why is FDA requiring black box
warnings on ovarian adnexal mass
assessment score test system labeling,
advertising, and promotional material?

FDA has determined that in order to
provide reasonable assurance of safety
and effectiveness, it is necessary to
restrict the ovarian adnexal mass
assessment score test system to sale,
distribution, and use with labeling,
advertising, and promotional material
that bears a warning statement in a
black box that alerts users to the risk
associated with off-label use as a
screening test, stand-alone diagnostic
test, or as a test to determine whether or
not to proceed with surgery. In the
Federal Register of March 23, 2011 (76
FR 16292 at 12694), FDA published a
final rule that classified this device into
class II and established as a special
control the guidance entitled “Class II
Special Controls Guidance Document:
Ovarian Adnexal Mass Assessment
Score Test System” that recommends a
black box warning to address the risk of
off-label use. In the Federal Register of
March 23, 2011 (76 FR 16425), FDA
published a notice of availability of this
special controls guidance document.
However, FDA believes it is necessary to
require this warning in labeling and
advertising by restricting the device
under section 520(e) of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act) (21 U.S.C. 360j(e)). In the Federal
Register of March 23, 2011 (76 FR 16350
at 16352), FDA published a proposed
rule to require the black box warning.

For devices that have significant risks
that would make the devices unsafe if
used inappropriately, FDA may require
that the risks be explained in warning
statements placed in a black box that is
displayed prominently in the labeling,
advertising, and promotional material to
ensure awareness by the end user.
Awareness of these important risks by
the end user enables these devices to be
used safely. In this case, a prominent
black box warning, which alerts the user
to the limitations of this device, is
necessary in all labeling, advertising,
and promotional materials to allow
ovarian adnexal mass assessment score
test system devices to be used safely.
The prominent black box warning must
read as follows:
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PRECAUTION: The [test name] should not be used without an independent
clinical/radiological evaluation and is not intended to be a screening test or to determine
whether a patient should proceed to surgery. Incorrect use of the [test name] carries the

risk of unnecessary testing, surgery, and/or delayed diagnosis.

II1. What comments did FDA receive on
this rule?

In the Federal Register of March 23,
2011 (76 FR 16350 at 16352), FDA
announced the proposed rule to require
the black box warning. Comments on
the proposed rule were due by May 23,
2011. FDA received one comment in the
docket for the proposed rule from a
consumer. The comment supported the
proposed rule.

IV. What is the legal authority for this
final rule?

FDA is issuing this final rule under
the authority of section 520(e) of the
FD&C Act, which authorizes FDA to
restrict sale, distribution, and use of
devices upon certain conditions. FDA is
also issuing this final rule under general
device and administrative provisions of
the FD&C Act (sections 501, 510, 513,
515, 520, and 701 (21 U.S.C. 351, 360,
360c, 360e, 360j, and 371, respectively)).

V. What is the environmental impact of
this final rule?

FDA has determined under 21 CFR
25.34(b) and (f) 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.

VI. What is the economic impact of this
final rule?

FDA has 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). The
Agency believes that this final rule is

not a significant regulatory action under
Executive Order 12866.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this final rule
strengthens existing cautions against
misuse of a product, the Agency
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
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $136
million, using the most current (2010)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

An ovarian adnexal mass assessment
test system is a device that measures
one or more proteins in serum to yield
a single result for the likelihood that an
adnexal pelvic mass in a woman is
malignant. Such a test would identify
women whose planned gynecologic
surgery would benefit from referral to a
gynecological oncologist, despite
negative results from other clinical and
radiographic tests for ovarian cancer.

In considering the appropriate level of
regulatory oversight for this device, FDA
concluded in classifying the device that
general and special controls to minimize
the risk of false positive and false
negative results, and risks associated
with improper off-label use would
provide a reasonable assurance of safety
and effectiveness of the ovarian adnexal
mass assessment test system. The
special controls guidance recommends
use of a black box warning to minimize

these risks. Without such a strong
warning, ovarian adnexal mass
assessment test systems might be used
as a screening test, stand-alone
diagnostic test, or as a test to determine
whether or not to proceed with surgery.
Off-label use of the test or the use of test
results without consideration of other
diagnostic testing and clinical
assessment could pose a risk for
morbidity and mortality due to
nonreferral for oncologic evaluation and
treatment.

In order to require the specific black
box warning on labeling and on all
advertising and promotional materials
for the device, FDA is issuing this final
rule under section 520(e) of the FD&C
Act. Through this action, the Agency
requires a black box warning on product
labeling, advertising, and promotional
materials for ovarian adnexal mass
assessment test systems. This warning
will make users aware of the limitations
of this device and the serious risks
associated with its misuse. With the
addition of this black box warning to
product labeling, advertising, and
marketing materials, the Agency
concludes there will be a reasonable
assurance of the safety and effectiveness
of ovarian adnexal mass assessment test
systems.

The economic impact of this final rule
is expected to be very small. We are
aware of a single manufacturer
producing a single product that will be
affected by this black box warning. The
manufacturer should be able to
incorporate the warning in the course of
developing its product labeling. The
admonition against off-label use for this
device already exists, so the addition of
this type of warning is not expected to
have a significant effect on the market
for this product. The expected impact of
this final rule on the market for this
product would be a reduction in off-
label use among the small number of
users who would be undeterred by a
less visible warning.

The Regulatory Flexibility Act
requires Agencies to analyze regulatory
options that would minimize any
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significant impact of a rule on small
entities. This final rule would impose
almost no cost on manufacturers. The
black box warning will strengthen an
existing admonition against off-label use
and will not significantly affect usage.
Impacts on any entities will be so small
as to be difficult to quantify. For these
reasons, the Agency certifies that this
rule will not have a significant
economic impact on a substantial
number of small entities.

VII. How does the Paperwork
Reduction Act of 1995 apply to this
final rule?

FDA concludes that labeling
provisions of this final rule are not
subject to review by the Office of
Management and Budget because they
do not constitute a “collection of
information”” under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). Rather, the black box warning on
all labeling, advertising, and
promotional materials for ovarian
adnexal mass assessment score test
system devices is a “public disclosure of
information originally supplied by the
Federal Government to the recipient for
the purpose of disclosure to the public.”
(see 5 CFR 1320.3(c)(2)).

VIII. What are the federalism impacts
of this final rule?

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. Section 4(a)
of the Executive order requires Agencies
to “construe * * * a Federal statute to
preempt State law only where the
statute contains an express preemption
provision or there is some other clear
evidence that the Congress intended
preemption of State law, or where the
exercise of State authority conflicts with
the exercise of Federal authority under
the Federal statute.” Federal law
includes an express preemption
provision that preempts certain State
requirements ‘‘different from or in
addition to” certain Federal
requirements applicable to devices (21
U.S.C. 360k; See Medtronic, Inc. v. Lohr,
518 U.S. 470 (1996); Riegel v.
Medtronic, Inc., 552 U.S. 312 (2008)).
This final rule creates a requirement
under 21 U.S.C. 360k for a black box
warning statement that must appear in
all advertising, labeling, and
promotional material for ovarian
adnexal mass assessment score test
systems.

List of Subjects in 21 CFR Part 866

Biologics, Laboratories, Medical
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, FDA amends 21 CFR
part 866 as follows.

PART 866—IMMUNOLOGY AND
MICROBIOLOGY DEVICES

m 1. The authority citation for 21 CFR
part 866 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360§, 371.

m 2.In § 866.6050 of subpart G, add new
paragraph (c) to read as follows:

§866.6050 Ovarian adnexal mass
assessment score test system.

* * * * *

(c) Black box warning. Under section
520(e) of the Federal Food, Drug, and
Cosmetic Act these devices are subject
to the following restriction: A warning
statement must be placed in a black box
and must appear in all advertising,
labeling, and promotional material for
these devices. That warning statement
must read:

PRECAUTION: The [test name] should not be used without an independent
clinical/radiological evaluation and is not intended to be a screening test or to determine
whether a patient should proceed to surgery. Incorrect use of the [test name] carries the

risk of unnecessary testing, surgery, and/or delayed diagnosis.

Dated: December 27, 2011.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2011-33588 Filed 12—29-11; 8:45 am]
BILLING CODE 4160-01-P

NATIONAL LABOR RELATIONS
BOARD

29 CFR Part 102

Special Procedural Rules With Respect
to Representation Cases Governing
Periods When the National Labor
Relations Board Lacks a Quorum of
Members

AGENCY: National Labor Relations
Board.

ACTION: Final rule.

SUMMARY: The National Labor Relations
Board (the Board or the NLRB) is
revising its rules governing the
processing of representation cases
during periods when the Board lacks a
quorum of Members. This revision is
being adopted to facilitate, insofar as it
is possible, the normal functioning of
the Agency when the number of Board
Members falls below three, the number
required to establish a quorum of the
Board. See 29 U.S.C. 153(b); New
Process Steel v. NLRB, 130 S.Ct. 2635
(2010). The effect of the revision is to
enable the Agency to process some
representation cases to the certification
of a representative or the certification of
the results of the election, while

deferring Board consideration of parties’
requests for review until a quorum has
been restored.

DATES: Effective December 30, 2011.

FOR FURTHER INFORMATION CONTACT:
Lester A. Heltzer, Executive Secretary,
National Labor Relations Board, 1099
14th Street NW., Room 11600,
Washington, DC 20570. Telephone (202)
273—1067 (this is not a toll-free
number), 1-866—-315-6572 (TTY/TDD).

SUPPLEMENTARY INFORMATION: The
National Labor Relations Board is
revising its rule requiring the automatic
impoundment of ballots in
representation cases when a party files
a request for review. This rules revision
is an addendum to the Board’s
December 14, 2011 rules revisions,
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which added a new Subpart X to the
NLRB’s Rules and Regulations (29 CFR
102.178-102.181; see 76 FR 77699). The
December 14 revisions covered the
consideration of certain pleadings in
unfair labor practice cases that require

a quorum of Board Members for final
action, during periods when the number
of Board members falls below three, the
number required to establish a quorum
of the Board. See 29 U.S.C. 153(b); New
Process Steel v. NLRB, 130 S.Ct. 2635
(2010). In representation cases, final
action on requests for review by the
Board also requires a three-member
quorum. The instant rule revision,
which adds 29 CFR 102.182 to the
NLRB’s Rules and Regulations, is being
adopted to facilitate, as far as possible,
the expeditious processing by the
Agency of representation cases during
periods in which the Board lacks a
quorum. No Notice of Proposed
Rulemaking (NPRM) is required with
respect to this rules revision, as it falls
under the Administrative Procedure
Act’s exception to the NPRM
requirement for regulatory actions
involving agency organization,
procedure, or practice. See 5 U.S.C. 553.
In addition, the Agency finds that notice
and comment would be impracticable
within the meaning of 5 U.S.C.
5553(b)(3)(B) before the Board loses a
quorum on January 3, 2012, as now
appears possible.

At present, the NLRB’s Rules and
Regulations provide only for the
adjudication of representation cases and
the issuance of decisions on review by
the Board when it is composed of three
or more members, which constitutes the
Congressionally-designated quorum of
the Board. In New Process Steel v.
NLRB, supra, 130 S. Ct. 2635, the
Supreme Court held that Congress
empowered the Board to delegate its
powers to no fewer than three members,
and that, to maintain a valid quorum, a
membership of three must be
maintained. Id. at 2640. It can be
anticipated that, from time to time, the
number of individuals appointed by the
President and confirmed by Congress to
serve as members of the Board may fall
below three. Current Section 102.67(b)
of the NLRB’s Rules and Regulations
requires that all ballots cast in a
representation election be impounded
whenever the Board has not acted on a
pending request for review, thus halting
the processing of the representation case
at the end of the voting, but before the
ballots are counted. During periods
when the Board lacks a quorum, the
effect of the current rule would be to
withhold information concerning the
results of the election from employees

and employers, who are usually eager to
know the results, until the Board regains
a quorum and rules on the request for
review. The investigation and
adjudication of objections and
determinative challenges would be
delayed during the same period. And in
all likelihood the request for review
would ultimately be denied, as are
about 85% of requests for review
currently filed. If the request for review
is denied, the delay of the tally and any
ensuing proceedings would have served
no ]ilurpose whatsoever.

The Board has determined that the
purposes of the National Labor
Relations Act will best be served, and
the Board’s Congressional mandate will
best be carried out, if its rules are
revised to suspend, during any period
the Board lacks a quorum, the second
proviso of Section 102.67(b) of the
NLRB’s Rules and Regulations. Section
102.67(b) provides that a decision by the
Regional Director upon the record shall
set forth his findings, conclusions, and
order or direction. The decision of the
Regional Director shall be final:
Provided, however, that within 14 days
after service thereof any party may file
a request for review with the Board in
Washington, DC. The Regional Director
shall schedule and conduct any election
directed by the decision
notwithstanding that a request for
review has been filed with or granted by
the Board. The filing of such a request
shall not, unless otherwise ordered by
the Board, operate as a stay of the
election or any other action taken or
directed by the Regional Director:
Provided, however, that if a pending
request for review has not been ruled
upon or has been granted ballots whose
validity might be affected by the final
Board decision shall be segregated in an
appropriate manner, and all ballots shall
be impounded and remain unopened
pending such decision.

Thus, suspension of the automatic
impoundment of ballots during periods
in which the Board lacks a quorum will
permit Regional Directors promptly to
tally the ballots cast by bargaining unit
employees. The Board anticipates that
the suspension of the automatic
impoundment of ballots will serve the
interests of the public and the parties in
the speedy resolution of representation
cases by avoiding extended and
unnecessary delays in the tally of
ballots. In addition, the Board
anticipates that, in some cases the
prompt tallying of ballots and recording
the results of the election will cause
parties to determine that it is
unnecessary to pursue a request for
review. In such cases, the choice of the
bargaining unit employees will be

effectuated expeditiously. Thus, the
instant rules revision will provide the
parties the opportunity to pursue
numerous representation cases through
to certification, while deferring
consideration of requests for review by
the Board until a quorum has been
restored. The rules revision expressly
preserves the Board’s authority, based
on a properly filed request for review,
to revise or revoke any certification
issued by a regional director. Member
Brian E. Hayes voted against the rules
revision.

Executive Order 12866

The regulatory review provisions of
Executive Order 12866 do not apply to
independent regulatory agencies.
However, even if they did, the proposed
changes in the Board’s rules would not
be classified as “‘significant rules” under
Section 6 of Executive Order 12866,
because they will not result in (1) an
annual effect on the economy of $100
million or more; (2) a major increase in
costs or prices for consumers,
individual industries, Federal, State, or
local government agencies, or
geographic regions; or (3) significant
adverse effects on competition,
employment, investment, productivity,
innovation, or on the ability of United
States-based enterprises to compete
with foreign-based enterprises in
domestic or foreign markets.
Accordingly, no regulatory impact
assessment is required.

Unfunded Mandates Reform Act of
1995

This rule will not 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 one 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.

Regulatory Flexibility Act

Because no notice of proposed
rulemaking is required for procedural
rules, the requirements of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.) pertaining to regulatory
flexibility analysis do not apply to these
rules. However, even if the Regulatory
Flexibility Act were to apply, the NLRB
certifies that these rules will not have a
significant economic impact on a
substantial number of small business
entities as they merely provide parties
with avenues for expeditiously
resolving certain representation cases
before the Board.
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Paperwork Reduction Act

These rules are not subject to Section
3504(h) of the Paperwork Reduction Act
(44 U.S.C. 3501) since they do not
contain any new information collection
requirements.

Small Business Regulatory Enforcement
Fairness Act

Because these rules relate to Agency
procedure and practice and merely
modify the Agency’s internal processing
of ballots in representation cases, the
Board has determined that the
Congressional review provisions of the
Small Business Regulatory Enforcement
Fairness Act (5 U.S.C. 801) do not

apply.
List of Subjects in 29 CFR Part 102

Administrative practice and
procedure; Labor-management relations.

Accordingly, the Board amends 29
CFR part 102 as follows:

PART 102—RULES AND
REGULATIONS, SERIES 8

m 1. The authority citation for 29 CFR
part 102 continues to read as follows:

Authority: Section 6, National Labor
Relations Act, as amended (29 U.S.C. 151,
156). Section 102.117 also issued under
Section 552(a)(4)(A) of the Freedom of
Information Act, as amended (5 U.S.C.
552(a)(4)(A)). Sections 102.143 through
102.155 also issued under Section 504(c)(1)
of the Equal Access to Justice Act, as
amended (5 U.S.C. 504(c)(1)).

Subpart X—Special Procedures When
the Board Lacks a Quorum

m 2. Add §102.182 to subpart X to read
as follows:

§102.182 Representation Cases Should
Be Processed to Certification.

During any period when the Board
lacks a quorum, the second proviso of
§ 102.67(b) regarding the automatic
impounding of ballots shall be
suspended. To the extent practicable, all
representation cases should continue to
be processed and the appropriate
certification should be issued by the
Regional Director notwithstanding the
pendency of a request for review,
subject to revision or revocation by the
Board pursuant to a request for review
filed in accordance with this subpart.

Signed in Washington, DC, on December
28, 2011.

Mark Gaston Pearce,

Chairman.

[FR Doc. 2011-33668 Filed 12—29-11; 8:45 am]
BILLING CODE P

NATIONAL LABOR RELATIONS
BOARD

29 CFR Part 104

RIN 3142-AA07

Notification of Employee Rights Under
the National Labor Relations Act

AGENCY: National Labor Relations
Board.

ACTION: Final rule; delay of effective
date.

SUMMARY: On August 30, 2011, the
National Labor Relations Board (Board)
published a final rule requiring
employers, including labor
organizations in their capacity as
employers, subject to the National Labor
Relations Act (NLRA) to post notices
informing their employees of their rights
as employees under the NLRA. (76 FR
54006, August 30, 2011.) On October 12,
2011, the Board amended that rule to
delay the effective date from November
14, 2011, to January 31, 2012. (76 FR
63188, October 12, 2011.) The Board
hereby further amends that rule to delay
the effective date from January 31, 2012,
to April 30, 2012. The purpose of this
amendment is to facilitate the resolution
of the legal challenges with respect to
the rule.

DATES: This amendment is effective
December 30, 2011. The effective date of
the final rule published at 76 FR 540086,
August 30, 2011, and amended at 76 FR
63188, October 12, 2011, is delayed
from January 31, 2012 to April 30, 2012.

FOR FURTHER INFORMATION CONTACT:
Lester A. Heltzer, Executive Secretary,
National Labor Relations Board, 1099
14th Street NW., Washington, DC 20570,
(202) 273-1067 (this is not a toll-free
number), 1-(866) 315-6572 (TTY/TDD).

SUPPLEMENTARY INFORMATION: On August
30, 2011, the National Labor Relations
Board published a final rule requiring
employers, including labor
organizations in their capacity as
employers, subject to the National Labor
Relations Act (NLRA) to post notices
informing their employees of their rights
as employees under the NLRA. The
Board subsequently determined that in
the interest of ensuring broad voluntary
compliance with the rule concerning
notification of employee rights under
the National Labor Relations Act,
further public education and outreach
efforts would be helpful. Accordingly,
the Board changed the effective date of
the rule from November 14, 2011, to
January 31, 2012, in order to allow time
for such an education and outreach
effort. On December 19, 2011, the U.S.
District Court for the District of

Columbia requested that the Board
consider postponing the effective date of
the rule in connection with a pending
proceeding concerning the rule. The
Board has determined that postponing
the effective date of the rule would
facilitate the resolution of the legal
challenges that have been filed with
respect to the rule. Accordingly, the
Board has decided to change the
effective date of the rule from January
31, 2012 to April 30, 2012.

Signed in Washington, DC, on December
23, 2011.
Mark Gaston Pearce,
Chairman.
[FR Doc. 2011-33571 Filed 12—29-11; 8:45 am]
BILLING CODE 7545-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R09-OAR-2011-0638; FRL-9612-8]

Approval and Promulgation of Air
Quality Implementation Plans;
California; Determinations of Failure
To Attain the One-Hour Ozone
Standard

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

SUMMARY: The EPA is taking final action
to determine that three areas in
California, previously designated
nonattainment for the now-revoked one-
hour ozone national ambient air quality
standard (NAAQS), did not attain that
standard by their applicable attainment
dates: the Los Angeles-South Coast Air
Basin Area (“South Coast”), the San
Joaquin Valley Area (“San Joaquin
Valley”), and the Southeast Desert
Modified Air Quality Maintenance Area
(“Southeast Desert”’). These
determinations are based on three years
of quality-assured and certified ambient
air quality monitoring data for the
period preceding the applicable
attainment deadline.

DATES: Effective Date: This rule is
effective on January 30, 2012.
ADDRESSES: EPA has established docket
number EPA-R09-OAR-2011-0638 for
this action. The index to the docket is
available electronically at
www.regulations.gov and in hard copy
at EPA Region IX, 75 Hawthorne Street,
San Francisco, California. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
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either location (e.g., Confidential
Business Information). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.
FOR FURTHER INFORMATION CONTACT:
Doris Lo, (415) 972—-3959, or by email at
lo.doris@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA.

Table of Contents

1. EPA’s Proposed Action
A. Background
B. Technical Evaluation
C. Consequences
II. Public Comments and EPA Responses
I1I. Final Action
IV. Statutory and Executive Order Reviews

I. EPA’s Proposed Action

On September 14, 2011 (76 FR 56694),
EPA proposed to determine, under the
Clean Air Act (CAA or “Act”), that three
areas previously designated
nonattainment for the one-hour ozone
NAAQS—the South Coast, the San
Joaquin Valley, and the Southeast
Desert—failed to attain the NAAQS for
one-hour ozone by their applicable one-
hour NAAQS attainment dates.

A. Background

Regulatory Context

The Act requires us to establish
NAAQS for certain widespread
pollutants that cause or contribute to air
pollution that is reasonably anticipated
to endanger public health or welfare
(sections 108 and 109 of the Act). In
1979, we promulgated the revised one-
hour ozone standard of 0.12 parts per
million (ppm) (44 FR 8202, February 8,
1979).1

An area is considered to have attained
the one-hour ozone standard if there are
no violations of the standard, as
determined in accordance with the
regulation codified at 40 CFR section
50.9, based on three consecutive
calendar years of complete, quality-
assured and certified monitoring data. A
violation occurs when the ambient
ozone air quality monitoring data show
greater than one (1.0) “expected
number” of exceedances per year at any
site in the area, when averaged over
three consecutive calendar years.2 An

1For ease of communication, many reports of
ozone concentrations are given in parts per billion
(ppb); ppb = ppm % 1000. Thus, 0.12 ppm becomes
120 ppb (or between 120 to 124 ppb, when
rounding is considered).

2 An “expected number” of exceedances is a
statistical term that refers to an arithmetic average.
An “expected number”’ of exceedances may be

exceedance occurs when the maximum
hourly ozone concentration during any
day exceeds 0.124 ppm. For more
information, please see “National 1-
hour primary and secondary ambient air
quality standards for ozone” (40 CFR
50.9) and “Interpretation of the 1-Hour
Primary and Secondary National
Ambient Air Quality Standards for
Ozone” (40 CFR part 50, appendix H).

The Act, as amended in 1990,
required EPA to designate as
nonattainment any area that was
violating the one-hour ozone standard,
generally based on air quality
monitoring data from the 1987 through
1989 period (section 107(d)(4) of the
Act; 56 FR 56694, November 6, 1991).
The Act further classified these areas,
based on the severity of their
nonattainment problem, as Marginal,
Moderate, Serious, Severe, or Extreme.

The control requirements and date by
which attainment of the one-hour ozone
standard was to be achieved varied with
an area’s classification. Marginal areas
were subject to the fewest mandated
control requirements and had the
earliest attainment date, November 15,
1993, while Severe and Extreme areas
were subject to more stringent planning
requirements and were provided more
time to attain the standard. Two
measures that are triggered if a Severe
or Extreme area fails to attain the
standard by the applicable attainment
date are contingency measures [section
172(c)(9)] and a major stationary source
fee provision [sections 182(d)(3) and
185](““major source fee program’ or
“section 185 fee program”).

Designations and Classifications

On November 6, 1991, EPA
designated the South Coast3 as
“Extreme’’ nonattainment for the one-
hour ozone standard, with an
attainment date no later than November
15, 2010 (56 FR 56694). In its November
6, 1991 final rule, EPA designated the
San Joaquin Valley ¢ as “Serious”
nonattainment for the one-hour ozone
standard, but later reclassified the valley
as “Severe” (66 FR 56476, November 8,
2001), and then as “Extreme” (69 FR

equivalent to the number of observed exceedances
plus an increment that accounts for incomplete
sampling. See, 40 CFR part 50, appendix H.
Because, in this context, the term “exceedances”
refers to days (during which the daily maximum
hourly ozone concentration exceeded 0.124 ppm),
the maximum possible number of exceedances in a
given year is 365 (or 366 in a leap year).

3The South Coast includes Orange County, the
southwestern two-thirds of Los Angeles County,
southwestern San Bernardino County, and western
Riverside County (see 40 CFR 81.305).

4 San Joaquin Valley includes all of Fresno, Kings,
Madera, Merced, San Joaquin, Stanislaus, and
Tulare counties, as well as the western half of Kern
County (see 40 CFR 81.305).

20550, April 16, 2004) for the one-hour
ozone standard, with the same
attainment date (November 15, 2010) as
the South Coast. In its 1991 final rule,
EPA designated the Southeast Desert
as “Severe-17’’ nonattainment for the
one-hour ozone standard, with an
attainment date no later than November
15, 2007.

Outside of Indian country,® the South
Coast lies within the jurisdiction of the
South Coast Air Quality Management
District (SCAQMD). Similarly, with the
exception of Indian country, San
Joaquin Valley lies within the San
Joaquin Valley Unified Air Pollution
Control District (SJVUAPCD). Likewise,
excluding Indian country, the Los
Angeles portion of the Southeast Desert
lies within the Antelope Valley Air
Quality Management District
(AVAQMD), the San Bernardino County
portion of the Southeast Desert lies
within the Mojave Desert Air Quality
Management District (MDAQMD), and
the Riverside County portion of the
Southeast Desert lies within the
SCAQMD.

Under California law, each air district
is responsible for adopting and
implementing stationary source rules,
such as the fee program rules required
under CAA section 185, while the
California Air Resources Board (CARB)
adopts and implements consumer
products and mobile source rules. The
district and state rules are submitted to
EPA by CARB.

Transition From One-Hour Ozone
Standard to Eight-Hour Ozone Standard

In 1997, EPA promulgated a new,
more protective standard for ozone
based on an eight-hour average
concentration (the 1997 eight-hour
ozone standard). In 2004, EPA
published the 1997 eight-hour ozone
designations and classifications and a
rule governing certain facets of
implementation of the eight-hour ozone
standard (herein referred to as the
“Phase 1 Rule”) (69 FR 23858 and 69 FR
23951, respectively, April 30, 2004).

5The Southeast Desert covers the Victor Valley/
Barstow region in San Bernardino County, the
Coachella Valley region in Riverside County, and
the Antelope Valley portion of Los Angeles County
(see 40 CFR 81.305).

6 “Indian country” as defined at 18 U.S.C. 1151
refers to: “(a) all land within the limits of any
Indian reservation under the jurisdiction of the
United States Government, notwithstanding the
issuance of any patent, and, including rights-of-way
running through the reservation, (b) all dependent
Indian communities within the borders of the
United States whether within the original or
subsequently acquired territory thereof, and
whether within or without the limits of a state, and
(c) all Indian allotments, the Indian titles to which
have not been extinguished, including rights-of-way
running through the same.”
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Although EPA revoked the one-hour
ozone standard (effective June 15, 2005),
to comply with anti-backsliding
requirements of the Act, eight-hour
ozone nonattainment areas remain
subject to certain requirements based on
their one-hour ozone classification.
Initially, in our rules to address the
transition from the one-hour to the
eight-hour ozone standard, EPA did not
include contingency measures or the
section 185 fee program among the
measures retained as one-hour ozone
anti-backsliding requirements.”
However, on December 23, 2006, the
United States Court of Appeals for the
District of Columbia Circuit determined
that EPA should not have excluded
these requirements (and certain others
not relevant here) from its anti-
backsliding requirements. South Coast
Air Quality Management District v. EPA,
472 F.3d 882 (DC Cir. 2006) reh’g
denied 489 F.3d 1245 (clarifying that
the vacatur was limited to the issues on
which the court granted the petitions for
review) (referred to herein as the South
Coast case).

Thus, the Court vacated the
provisions that excluded these
requirements. As a result, States must
continue to meet the obligations for one-
hour ozone NAAQS contingency
measures and, for Severe and Extreme
areas, section 185 major source fee
programs. EPA has issued a proposed
rule that would remove those specific
portions of 40 CFR 51.905(e) that the
court vacated, and that addresses
contingency measures for failure to
attain or make reasonable further
progress toward attainment of the one-
hour standard. See 74 FR 2936, January
16, 2009 (proposed rule); 74 FR 7027,
February 12, 2009 (notice of public
hearing and extension of comment
period).

Rationale for Proposed Action

In our September 14, 2011 proposed
rule, we explained that, after revocation
of the one-hour ozone standard, EPA
must continue to provide a mechanism
to give effect to the one-hour anti-
backsliding requirements that have been
specifically retained. See South Coast,
47 F.3d 882, at 903. In keeping with this
responsibility with respect to one-hour
anti-backsliding contingency measures
and section 185 fee programs for these
three California areas, on September 14,
2011, EPA proposed to determine that
each area failed to attain the one-hour
ozone standard by its applicable
attainment date.

7 Final Rule to Implement the 8-Hour Ozone
National Ambient Air Quality Standard—Phase 1,
69 FR 23951 (April 30, 2004).

B. Technical Evaluation

A determination of whether an area’s
air quality meets the one-hour ozone
standard is generally based upon three
years of complete,8 quality-assured and
certified air quality monitoring data
gathered at established State and Local
Air Monitoring Stations (“SLAMS”) in
the nonattainment area and entered into
the EPA’s Air Quality System (AQS)
database. Data from air monitors
operated by state/local agencies in
compliance with EPA monitoring
requirements must be submitted to the
AQS database. Monitoring agencies
annually certify that these data are
accurate to the best of their knowledge.
Accordingly, EPA relies primarily on
data in its AQS database when
determining the attainment status of an
area. See 40 CFR 50.9; 40 CFR part 50,
appendix H; 40 CFR part 53; 40 CFR
part 58, appendices A, C, D and E. All
data are reviewed to determine the
area’s air quality status in accordance
with 40 CFR part 50, appendix H.

Under EPA regulations at 40 CFR
50.9, the one-hour ozone standard is
attained at a monitoring site when the
expected number of days per calendar
year with maximum hourly average
concentrations above 0.12 parts per
million (235 micrograms per cubic
meter) is equal to or less than 1, as
determined by 40 CFR part 50, appendix
H.°

In our September 14, 2011 proposed
rule, EPA proposed to determine that
the South Coast, the San Joaquin Valley,
and the Southeast Desert failed to attain
the one-hour ozone standard by their
applicable attainment dates based on
findings that the number of expected
exceedances at sites in each of the three
nonattainment areas was greater than
one per year in the period prior to the
applicable attainment date. These
proposed determinations were based on
three years of quality-assured and
certified ambient air quality monitoring
data in AQS for the 2008-2010
monitoring period for the South Coast
and the San Joaquin Valley, and quality-
assured and certified data in AQS for
2005-2007 for the Southeast Desert.

8Generally, a “complete” data set for determining
attainment of the ozone is one that includes three
years of data with an average percent of days with
valid monitoring data greater than 90% with no
single year less than 75%. See 40 CFR part 50,
appendix I. There are less stringent data
requirements for showing that a monitor has failed
an attainment test and thus has recorded a violation
of the standard.

9 The average number of expected exceedances is
determined by averaging the expected exceedances
of the one-hour ozone standard over a consecutive
three calendar year period. See 40 CFR part 50,
appendix H.

In so doing, in our September 14,
2011 proposed rule, we reviewed
documents prepared by CARB and the
local air districts in connection with the
ozone monitoring networks as well as
any applicable EPA technical systems
audits to determine the
comprehensiveness and reliability of the
data reported to AQS and used by EPA
to determine the attainment status of the
areas with respect to the one-hour ozone
standard. We then evaluated the ozone
monitoring data contained in AQS from
each area against the criterion discussed
above to determine whether the areas
attained the one-hour ozone standard by
their applicable attainment dates.

With respect to the South Coast, based
on the monitoring data from 29 ozone
monitoring sites for the years 2008—
2010, we found that, generally, the
highest ozone concentrations in the
South Coast occur in the northern and
eastern portions of the area. We also
determined that the highest three-year
average of expected exceedances at any
site in the South Coast Air Basin for
2008-2010 is 10.4 (at Crestline, a site
located at 4,500 feet elevation in the San
Bernardino Mountains). Because the
calculated exceedance rate of 10.4
represents a violation of the one-hour
ozone standard (a three-year average of
expected exceedances less than or equal
to 1), and taking into account the extent
and reliability of the applicable ozone
monitoring network, and the data
collected therefrom, we proposed in our
September 14, 2011 action to determine
that the South Coast Air Basin failed to
attain the one-hour ozone standard (as
defined in 40 CFR part 50, appendix H)
by the applicable attainment date (i.e.,
November 15, 2010). Please see pages
56696—56698 in the September 14, 2011
proposed rule for additional information
on the ozone monitoring network
operating in the South Coast during the
relevant period and the data collected
therefrom.

With respect to the San Joaquin
Valley, based on the monitoring data
from 22 ozone monitoring sites for the
years 2008—-2010, we found that,
generally, the highest ozone
concentrations in San Joaquin Valley
occur in the central (i.e., in and around
the city of Fresno) and the southern
portions (i.e., southeast of Bakersfield)
of the area. We also determined that the
highest three-year average of expected
exceedances at any site in the San
Joaquin Valley for 2008-2010 is 6.6 at
Arvin, a site located with mountains to
the east, west, and south. Because the
calculated exceedance rate of 6.6
represents a violation of the one-hour
ozone standard (a three-year average of
expected exceedances less than or equal
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to 1), and taking into account the extent
and reliability of the applicable ozone
monitoring network, and the data
collected therefrom, we proposed in our
September 14, 2011 action to determine
that the San Joaquin Valley failed to
attain the one-hour ozone standard (as
defined in 40 CFR part 50, appendix H)
by the applicable attainment date (i.e.,
November 15, 2010). Please see pages
56698-56699 in the September 14, 2011
proposed rule for additional information
on the ozone monitoring network
operating in the San Joaquin Valley
during the relevant period and the data
collected therefrom.

With respect to the Southeast Desert,
based on the monitoring data from nine
ozone monitoring sites for the years
2005-2007, we found that, generally,
the highest ozone concentrations in the
Southeast Desert occur in the far
southwestern portion of the area, near
mountain passes through which
pollutants are transported to the
Southeast Desert from the South Coast
Air Basin. We also determined that the
highest three-year average of expected
exceedances at any site in the Southeast
Desert for 2005-2007 is 2.3 at Palm
Springs in Riverside County and
Hesperia in San Bernardino County.
Because the calculated exceedance rate
of 2.3 represents a violation of the one-
hour ozone standard (a three-year
average of expected exceedances less
than or equal to 1), and taking into
account the extent and reliability of the
applicable ozone monitoring network,
and the data collected therefrom, we
proposed to determine in our September
14, 2011 proposed action that the
Southeast Desert failed to attain the one-
hour ozone standard (as defined in 40
CFR part 50, appendix H) by the
applicable attainment date (i.e.,
November 15, 2007). Please see pages
56699-56700 in the September 14, 2011
proposed rule for additional information
on the ozone monitoring network
operating in the Southeast Desert during
the relevant period and the data
collected therefrom.

C. Consequences

In our September 14, 2011 proposed
rule, we explained that a final
determination of a Severe or Extreme
area’s failure to attain by its one-hour
ozone NAAQS attainment date would
trigger the obligation to implement one-
hour contingency measures for failure to
attain under section 172(c)(9) and fee
programs under sections 182(d)(3),
182(f), and 185. Section 172(c)(9)
requires one-hour ozone SIPs, other
than for “Marginal” areas, to provide for
implementation of specific measures
(referred to herein as “contingency

measures’’) to be undertaken if the area
fails to attain the NAAQS by the
attainment date. Thus, in our September
14, 2011 proposed rules, we stated that
a consequence of the proposed
determinations, if finalized, would be to
give effect to any one-hour ozone
contingency measures that are not
already in effect within the three subject
California nonattainment areas.

Section 182(d)(3) requires SIPs to
include provisions required under
section 185, and section 185 requires
one-hour ozone SIPs in areas classified
as “Severe” or “Extreme” to provide
that, if the area has failed to attain the
standard by the applicable attainment
date, each major stationary source of
ozone precursors located in the area
must begin paying a fee [computed in
accordance with section 185(b)] to the
State. Section 182(f) extends the section
185 requirements, among others, that
apply to major stationary sources of
VOCs to major stationary sources of
NOx unless EPA has waived such
requirements for NOx sources in the
particular nonattainment area. Thus, in
our September 14, 2011 proposed rules,
we stated that another consequence of
the determinations, if finalized, would
be to give effect to the section 185 fee
requirements to the extent they are not
already in effect within the three subject
California nonattainment areas.

Please see pages 56700-56701 in the
September 14, 2011 proposed rule for
additional information on the
consequences of our proposed
determinations in the three subject
California one-hour ozone
nonattainment areas.

I1. Public Comments and EPA
Responses

Our September 14, 2011 proposed
rule provided a 30-day comment period.
During this period, we received three
comment letters: a letter from the San
Joaquin Valley Unified Air Pollution
Control District (SJVUAPCD) dated
October 12, 2011; a letter from the South
Coast Air Quality Management District
(SCAQMD) dated October 13, 2011; and
a letter from Earthjustice dated October
14, 2011. None of the commenters
challenge EPA’s proposed air quality
determinations themselves, nor any
aspect of the technical basis for the
proposed determinations. Rather, they
variously challenge the necessity,
rationale, and statutory basis for the
proposed actions and the consequences
that they entail. We have summarized
the comments from each commenter’s
letter and provide EPA’s responses
below.

San Joaquin Valley Unified Air
Pollution Control District—Comments
and Responses

SJVUAPCD Comment #1: The
SJVUAPCD provides a number of
grounds to support its argument that
EPA should not make a determination
that the San Joaquin Valley failed to
meet its deadline for attaining the one-
hour ozone standard. The District’s
reasons include: the one-hour ozone
standard has been revoked; EPA’s Phase
1 Ozone Implementation rule stated that
EPA will no longer make findings of
failure to attain for one-hour ozone
nonattainment areas, citing 69 FR
23951, at 23984 (April 30, 2004); while
certain provisions of EPA’s April 2004
Ozone Implementation rule were
vacated, the applicable provision related
to findings of failure to attain was not
challenged, and thus EPA remains
bound by it.

EPA Response to SJVUAPCD
Comment #1: Under EPA’s April 30,
2004 Phase 1 Rule, EPA is no longer
obligated, after revocation of the one-
hour ozone standard, to determine
pursuant to section 179(c) or 181(b)(2)
of the CAA whether an area attained the
one-hour ozone standard by that area’s
attainment date for the one-hour ozone
standard. See 40 CFR 51.905(¢e)(2). EPA
agrees that the relevant provision from
EPA’s Phase 1 Rule [i.e., 40 CFR
51.905(e)(2)] was not challenged and
has not been vacated, but disagrees that
this provision precludes EPA from
making the determinations that are the
subject of this notice. First, although the
provision states that the Agency is no
longer obligated to make certain
determinations, it does not prohibit the
Agency from exercising its discretion to
do so. However, more to the point, EPA
is not today invoking the authority of
section 179(c) to determine that the San
Joaquin Valley failed to attain the one-
hour ozone standard by the applicable
attainment date. Rather, EPA is acting
pursuant to its obligations to give effect
to two specific one-hour ozone anti-
backsliding requirements whose
implementation is dependent on such
determinations. In doing so, EPA is
complying with the DC Circuit’s
directive to formulate the Agency’s
procedures to dovetail with the required
anti-backsliding measures. For the
reasons explained in our September 14,
2011 proposed rule and further below,
EPA is acting pursuant to its authority
under section 301(a) and also the
relevant portion of section 181(b)(2).

SJVUAPCD Comment #2: The
SJVUAPCD believes that EPA’s action is
unnecessary with respect to the San
Joaquin Valley because the District’s
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one-hour ozone contingency measures
take effect without further action by the
District or EPA, and because, with
respect to section 185 fees, the DC
Circuit did not specify the mechanism
that EPA must use to trigger section 185
fees, and the District’s rule
implementing section 185 has been
proposed for approval by EPA.

EPA Response to SJVUAPCD
Comment #2: EPA recognizes that the
approved one-hour ozone plan for the
San Joaquin Valley relies on existing
State and federal on- and off-road road
new engine standards to meet the
contingency measure requirements in
section 172(c)(9), 75 FR 10420, at 10432
(March 8, 2010) and that such standards
are already being implemented and
provide an estimated additional benefit
in 2011 beyond the reductions from
those measures in 2010 regardless of our
determination of failure to attain the
one-hour ozone standard for the San
Joaquin Valley. EPA also recognizes that
the District’s rule (i.e., District Rule
3170) that is intended to implement
section 185 of the CAA in connection
with the one-hour ozone standard does
not condition its applicability upon
EPA’s determination of failure by the
area to attain the one-hour ozone
standard by the applicable attainment
date and that the rule has been
submitted to EPA for review.10 EPA,
however, believes that a determination
of failure to attain the one-hour ozone
standard is appropriate to eliminate any
uncertainty as to whether such
measures and rules must continue to be
implemented in San Joaquin Valley for
anti-backsliding purposes.

South Coast Air Quality Management
District—Comments and Responses

SCAQMD Comment #1: SCAQMD
asserts that there is no need for EPA to
make the proposed determinations.
SCAQMD believes that, with respect to
the South Coast, there is no need for a
“trigger mechanism” which would
inform the area that, due to its failure to
attain, the area must implement section
185 fees and contingency measures
because the related section 185 fees rule
(SCAQMD Rule 317) has been adopted
and submitted to EPA and because the
contingency measures have already
been implemented.

EPA Response to SCAQMD Comment
#1: We recognize that SCAQMD Rule
317 has already been adopted by the
District and submitted to EPA by CARB
as a revision to the California SIP. As is
true for the corresponding SJVUAPCD
rule, SCAQMD Rule 317 does not

10EPA proposed approval of SfVUAPCD Rule
3170 at 76 FR 45212 (July 28, 2011).

condition applicability on EPA making
a determination of failure to attain the
one-hour ozone standard (by the
applicable attainment date), and thus,
the rule is in effect regardless of EPA’s
determination herein. EPA has not yet
acted to approve this SIP revision.

Furthermore, prior to today’s action,
there has been no final determination of
the area’s failure to attain, which is
what establishes the requirement to
implement a rule developed to comply
with section 185. Without a dispositive
determination that implementation is
required, it would be difficult if not
impossible to clearly establish and
enforce the obligation, and to assess
when it may cease. Moreover, because
EPA has not yet taken final action to
approve SCAQMD Rule 317, and if we
were to disapprove the rule, or if we
were to approve SCAQMD Rule 317, but
find that the SCAQMD is not
administering and enforcing the rule,
EPA could be under an obligation to
implement the fee program required
under section 185 [see CAA section
185(d)]. Thus, in order to comply with
the process set forth in section 185, and
to provide a legal basis for the State
and/or EPA as appropriate to collect
fees, EPA must ensure that the
necessary determination for application
of section 185 has been made. Thus,
EPA concludes that, in the
circumstances presented, the agency
must make the determination that
triggers the obligation to implement
section 185, and we do so today in this
document.

Moreover, the Agency has grounds to
make today’s determination other than
for purposes of implementing
contingency measures. EPA’s
determination is also linked to
implementation of anti-backsliding
requirements under section 185. Thus,
today’s action is not aimed solely at
one-hour ozone contingency measures.

SCAQMD Comment #2: Even if it
were necessary for EPA to have a
“trigger mechanism” to cause an area to
implement its section 185 fee, or to
implement contingency measures, the
SCAQMD believes it is not necessary to
use a formal determination of failure to
attain. The SCAQMD states that there is
nothing in the South Coast case that
indicated that a formal determination of
failure to attain is necessary and that, as
a result, EPA could simply send the
affected districts a letter informing them
that those obligations had been triggered
based on submitted monitoring data.

EPA Response to SCAQMD Comment
#2: EPA’s established practice for
making a determination whether an area
has attained, or failed to attain, the
NAAQS is to conduct a rulemaking

under the Administrative Procedure Act
(APA), not to issue a letter, a list or
some other informal document. In other
words, if there has not been a
rulemaking providing notice and an
opportunity for comment, there has not
been an attainment determination.
EPA’s longstanding practice in this
regard was explicitly recognized and
upheld more than a decade ago by the
United States Court of Appeals for the
DC Circuit. The Court rejected the Sierra
Club’s arguments that means other than
rulemaking were sufficient for this
purpose, especially when a
determination results in additional
obligations for an area. See Sierra Club
v. Whitman, 285 F.3d 63, at 66 (DC Cir.
2002). In determining through notice
and comment rulemaking that the South
Coast failed to attain the one-hour ozone
standard by the applicable attainment
date, EPA is acting consistently with its
established practice and applicable
administrative procedure law in making
such determinations.

SCAQMD Comment #3: The SCAQMD
asserts that the CAA does not authorize
EPA to make the proposed
determinations. In support of this
assertion, the SCAQMD argues that:

e While CAA sections 179(c) and
179(d) require EPA to determine
whether an area attained the standard
by the applicable attainment date and
that a new attainment demonstration
requirement is triggered by a
determination of failure to attain the
standard by the applicable attainment
date under those provisions, the one-
hour ozone standard has been revoked
and, as a result, the one-hour ozone
standard is no longer a “‘standard” for
the purposes of section 179(c) and
section 179(d);

e EPA’s past statements, such as
those from EPA’s April 30, 2004 Phase
1 Rule, indicate that areas would no
longer have the obligation to
demonstrate attainment of the revoked
one-hour ozone standard if the area had
an approved one-hour ozone attainment
demonstration; and

e The recent decision published by
the U.S. Court of Appeals for the Ninth
Circuit (Association of Irritated
Residents v. EPA, 632 F.3d 584 (9th Cir.
2011) that appears to require EPA to
assure that California demonstrate
attainment of the one-hour ozone
standard for the South Coast was
rendered without consideration of the
fact that the plan in issue there was
aimed at attaining the one-hour ozone
standard, which had been revoked by
the time EPA acted on the plan, and that
the decision is pending appeal and not
yet final.



82138

Federal Register/Vol. 76, No. 251/Friday, December 30, 2011/Rules and Regulations

EPA Response to SCAQMD Comment
#3: In making today’s final
determinations, we are not acting
pursuant to section 179(c) nor triggering
the related requirements under section
179(d). Neither of these provisions was
retained as a 1-hour ozone anti-
backsliding requirement, and the
relevant provisions of the anti-
backsliding rule in this respect were not
challenged. As explained in our
September 14, 2011 proposed rule, we
are acting here in accordance with our
obligation to enforce specific one-hour
ozone anti-backsliding requirements,
and the DC Circuit’s instruction to us in
the South Coast case that we determine
the process necessary for that purpose.
Thus, as explained in our proposal and
elsewhere in this notice, we are acting
here pursuant to our general authority
in section 301(a) and the relevant
portion of section 181(b)(2) concerning
attainment determinations (i.e., not the
portion concerning reclassifications,
which the commenter correctly notes
was not retained for anti-backsliding
purposes), and for the purpose of
effectuating the two anti-backsliding
provisions that are triggered by a
determination of failure to meet the
attainment deadline—contingency
measures and section 185 fees.

EPA believes that the Ninth Circuit’s
decision in the Association of Irritated
Residents (AIR) case cited by SCAQMD
has no bearing on the question raised in
this rulemaking regarding whether EPA
must invoke section 179 when it seeks
to make a determination regarding 1-
hour ozone contingency and fee anti-
backsliding measures. The AIR case
centers on EPA’s duties under section
110(1) of the CAA when it reviews a SIP
revision, particularly, a SIP revision that
includes an attainment demonstration.
It does not pertain to the issue raised in
this rulemaking—whether section 179,
though not preserved in EPA’s anti-
backsliding provisions, should
nonetheless be tacked on for the first
time here as an additional anti-
backsliding requirement to impose yet
further planning for a revoked standard.
In contrast to AIR, which considers
EPA’s duty at the time it reviews a plan,
the question raised in this rulemaking is
not whether the plan’s faults were
known at the time of plan review. The
question here regarding section 179(c)
concerns only whether that section’s
provision, which was not preserved as
an anti-backsliding requirement, can be
applied to extract an additional round of
planning based on a subsequent failure
to attain. As EPA explains elsewhere in
this notice, the answer is that it cannot.
Section 179’s requirement for additional

planning was not included in the anti-
backsliding measures that were
exhaustively litigated, reviewed and
dispositively determined by the DC
Circuit. As noted, the exclusion of
section 179, and in particular the
additional planning requirements in
section 179(d), from the list of
applicable requirements that continue to
apply for anti-backsliding purposes was
not challenged and remains the current
law. Above all, sections 179(c) and (d)
are not necessary to the enforcement of
any of the anti-backsliding requirements
which are included.

SCAQMD Comment #4: SCAQMD
acknowledges that EPA’s proposal
described the consequences of the
determinations only in terms of section
185 fees and contingency measures, but
is concerned that if EPA finalizes the
proposed action, it will be used in an
effort to compel SCAQMD to submit a
plan to attain the revoked one-hour
standard.

EPA Response to SCAQMD Comment
#4: EPA’s final determinations in this
rulemaking are intended to effectuate
only those 1-hour anti-backsliding
requirements that have been specifically
retained, and which are activated by a
finding of failure to attain. For the
reasons set forth at length elsewhere in
these responses, EPA is not acting
pursuant to section 179, and does not
believe that section’s provisions can be
invoked to require additional rounds of
planning for the revoked 1-hour
standard. EPA and the states are
implementing the one-hour standard,
which has been revoked, by means of
the specified one-hour anti-backsliding
requirements. While EPA agrees that it
must continue to make determinations
of attainment or failure to attain the one-
hour ozone standard by the applicable
attainment date, it is for the sole
purpose of ensuring implementation of
those one-hour ozone anti-backsliding
requirements (section 185 fees and
contingency measures) and not to trigger
new attainment demonstration plans or
reclassifications for the revoked one-
hour ozone standard. EPA’s reasoning is
elaborated further in its responses below
to the comments of Earthjustice.

SCAQMD Comment #5: SCAQMD
states that it has recently initiated the
2012 Air Quality Management Plan
(AQMP) development process.
SCAQMD anticipates that the 2012
AQMP will be submitted to EPA by the
end of 2012 and will include a
demonstration of attainment of the 24-
hour PM, s standard and an update to
the “black box” commitment under
CAA section 182(e)(5) for attainment of
the 1997 8-hour ozone standard.
SCAQMD asserts that this plan will

necessarily include all feasible measures
and believes that it is doubtful that
additional measures could be identified
solely for the purposes of addressing the
revoked one-hour ozone standard.
SCAQMD also asserts that the strategies
for emissions reductions would
essentially be the same for both the one
and eight-hour ozone standards.
SCAQMD argues that no separate
additional plan for the revoked one-
hour ozone standard should be required,
since the 2012 plan for the eight-hour
standard will evaluate future one-hour
ozone design values and, all feasible
measures are being taken, and the
additional resource needed to prepare
such a demonstration would divert
resources away from the effort to
demonstrate attainment with the current
NAAQS. Thus, SCAQMD believes that
requiring a new attainment
demonstration for the one-hour ozone
standard is not necessary and is overly
burdensome given the upcoming 2012
AQMP.

EPA Response to SCAQMD Comment
#5: As stated above, EPA believes that
the anti-backsliding requirements
applicable for the revoked 1-hour ozone
standard are limited to those specified
in EPA’s regulations and the South
Coast decision, and do not and should
not compel additional planning for the
one-hour standard here. We agree that
requiring a new attainment
demonstration for the one-hour ozone
standard for the South Coast is not
necessary or required by a final
determination today that the South
Coast failed to attain the one-hour ozone
standard by the applicable attainment
date. As set forth in our September 14,
2011 proposed rule and elsewhere in
this document, we are making today’s
determination pursuant to our authority
under CAA section 301(a) and also
under the relevant portion of section
181(b)(2), in order to ensure
implementation of only those measures
specifically identified as one-hour
ozone anti-backsliding requirements—in
this case—contingency measures and
section 185 fees.

SCAQMD Comment #6: SCAQMD
requests that EPA clarify that a final
determination of failure to attain does
not trigger any obligation to submit an
attainment demonstration for the
revoked one-hour ozone standard.

EPA Response to SCAQMD Comment
#6: In this final rule, EPA explains and
responds to comments concerning the
statutory basis and rationale set forth in
our September 14, 2011 proposed rule
for the determination of failure to attain
the one-hour ozone standard by the
applicable attainment date. EPA is
taking this action under its authority to
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ensure implementation of one-hour
ozone anti-backsliding requirements
under CAA section 301(a) and the
relevant portion of section 181(b)(2).
Thus, EPA is stating plainly that today’s
determination does not trigger any
requirement for the State of California to
prepare and submit a new attainment
demonstration for the one-hour ozone
standard under section 179(c) and (d)
for any of the three subject California
nonattainment areas. As EPA has stated
elsewhere, a new additional attainment
demonstration triggered by a failure to
attain the one-hour ozone standard by
the attainment date is not an
“applicable requirement” for the
purposes of anti-backsliding in 40 CFR
51.905 and 40 CFR 51.900(f).

SCAQMD Comment #7: The SCAQMD
requests that EPA separate the Coachella
Valley from the remainder of the
Southeast Desert Air Basin and
determine that the Coachella Valley has
attained the one-hour ozone standard.
SCAQMD acknowledges that the
Coachella Valley still exceeded the
revoked one-hour ozone standard in the
three-year period before 2007, but
believes that Coachella Valley can now
show it has attained the revoked one-
hour standard based on data from the
2008-2010 period.

EPA Response to SCAQMD Comment
#7: The air quality determinations that
are the subject of this rulemaking focus
solely on whether the areas attained the
one-hour ozone standard by the
applicable attainment dates. Whether an
area is currently attaining the standard
is not relevant to these determinations.
In the case of the South Coast and the
San Joaquin Valley, the applicable
attainment date was November 15, 2010,
and the determination of whether the
areas attained by the applicable
attainment date is based on data from
2008-2010. For the Southeast Desert,
the determination of whether the area
met its attainment date is based on data
for 2005—2007. As a Severe-17 area, the
area’s applicable attainment date for the
one-hour ozone standard was November
15, 2007.

In today’s rulemaking, EPA is not
addressing current attainment of the
one-hour ozone standard in these areas
or making a determination regarding
current attainment of any area. Should
the SCAQMD wish to seek a revision of
the boundary of the Southeast Desert
one-hour ozone nonattainment area in
order to establish a separate Coachella
Valley one-hour ozone nonattainment
area and a determination by EPA that
this area is currently attaining the one-
hour ozone standard, the SCAQMD
should work with CARB to prepare and
submit a request for a boundary

redesignation under CAA section
107(d)(3)(D) and for a related attainment
determination. EPA would then
consider such requests in a separate
rulemaking.

SCAQMD Comment #8: SCAQMD
states that it believes that, for the sake
of consistency and to avoid future
litigation, EPA should make
determinations similar to today’s
determinations for all areas in the
United States that failed to attain the
revoked ozone standard by their
applicable attainment dates.

EPA Response to SCAQMD Comment
#8: By mid-2012, EPA intends to make
a determination of attainment or failure
to attain the one-hour ozone standard
for approximately 20 areas throughout
the country, consisting of almost every
one-hour ozone nonattainment area that
was classified as Moderate or above on
June 15, 2005 (the date of revocation of
the one-hour ozone standard) and that is
currently designated as nonattainment
for the 1997 8-hour ozone standard. The
only two exceptions, Portsmouth-Dover-
Rochester, New Hampshire and
Providence, Rhode Island were
classified as ““Serious” for the one-hour
ozone standard, and thus not subject to
section 185 fee requirements, and EPA
has determined through rulemaking that
they are attaining the 1997 eight-hour
ozone standard. See 75 FR 64949
(October 21, 2010)(Providence, RI); and
76 FR 14805 (March 18, 2011)
(Portsmouth-Dover-Rochester, NH).

The areas for which EPA has made
determinations regarding attainment of
the one-hour ozone standard, or for
which EPA is committed to make
determinations, are: South Coast (CA);
San Joaquin Valley (CA); Southeast
Desert (CA); Chicago-Gary-Lake County
(IL-IN); Houston-Galveston (TX);
Milwaukee-Racine (WI); New York-N.
New Jersey-Long Island (NY-NJ-CT);
Baltimore (MD); Baton Rouge (LA);
Philadelphia-Wilmington-Trenton (PA-
NJ-DE-MD); Sacramento Metro (CA);
Ventura County (CA); Metropolitan
Washington (DG-MD-VA); Beaumont-
Port Arthur (TX); Boston-Lawrence-
Worcester (MA-NH); Dallas-Fort Worth
(TX); El Paso (TX); Greater Connecticut
(CT); Springfield (Western MA);
Atlantic City (NJ); and Poughkeepsie
(NY).

Earthjustice—Comments and Responses

Earthjustice Comment #1: Earthjustice
states that it assumes that EPA’s failure
to cite the relevant sections of the CAA
and fully explain the implications of a
failure to attain is an oversight because
it contends that the requirements in
CAA sections 179(c) and 181(b)(2)
plainly mandate EPA to determine

whether a nonattainment area attained
the standard by the applicable
attainment date.

EPA Response to Earthjustice
Comment #1: For a number of reasons,
EPA does not agree that it is compelled
to act under the authority of CAA
sections 179(c) and 181(b)(2) when
making determinations for the revoked
one-hour ozone standard. CAA section
179(c) requires, in relevant part, that
EPA determine, based on the area’s air
quality as of the attainment date,
whether the area attained the standard
by that date. CAA section 179(c) applies
to all of the NAAQS whereas CAA
section 181(b)(2), in relevant part,
largely mirrors section 179(c) and
applies specifically to the ozone
standard.

Both section 179(c) and 181(b)(2) refer
to the “standard,” which doubtless
applies to the NAAQS, but which does
not clearly apply to a revoked standard,
such as the one-hour ozone standard,
which was revoked after promulgation
of the 1997 eight-hour ozone standard,
one year after the effective date of
designations for the 1997 ozone
standard. See 40 CFR 50.9(b). Based on
an effective date of June 15, 2004 for
designations for the eight-hour ozone
standard (see 69 FR 23951, April 30,
2004), the date for revocation of the one-
hour ozone standard was June 15, 2005.
Because we are well past that date, the
revoked one-hour ozone NAAQS no
longer constitutes a ‘“‘standard” for the
purposes of sections 179(c) or 181(b)(2).

Moreover, not all CAA provisions that
applied prior to revocation of the one-
hour standard were preserved as anti-
backsliding requirements. Only
specified requirements were identified
and retained as applicable requirements.
While EPA’s identification of these
requirements was challenged in the
South Coast litigation, the DC Circuit’s
decisions in that case disposed of those
challenges and closed the door on the
issue of what constitutes an anti-
backsliding requirement. The provisions
of the rule indicating that EPA would
not be obligated to make determinations
under section 179(c) for purposes of
future planning or section 181(b)(2) for
purposes of reclassifications were not
challenged and stand as promulgated.
Even more significantly, the
consequences of determinations set
forth in portions of those provisions—
reclassification and additional one-hour
planning—were not retained as anti-
backsliding requirements. This aspect of
the anti-backsliding regime was not
challenged by litigants or addressed by
the South Coast Court. The court
vacated only those portions of EPA’s
implementation rule that it addressed in
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its South Coast decision. In accordance
with EPA’s Phase 1 Ozone
Implementation Rule, EPA is no longer
obligated, after revocation of the one-
hour ozone standard, to determine
pursuant to section 179(c) or section
181(b)(2) of the CAA whether an area
attained the one-hour ozone standard by
that area’s attainment date for the one-
hour ozone standard. See 40 CFR
51.905(e)(2). While EPA remains
obligated to ensure implementation of
those one-hour ozone anti-backsliding
measures that were retained as
applicable requirements, EPA is not
obligated to, and has elected not to
apply section 179(c) to make
determinations whether an area attained
the one-hour ozone standard by the
applicable attainment date. EPA is
undertaking these determinations
expressly and solely to give effect to the
anti-backsliding requirements for
contingency measures and section 185
fees that have been retained as
applicable requirements and which are
linked to such determinations, under
our authority under CAA section 301(a)
and the relevant portion of section
181(b)(2) consistent with the South
Coast decision. The only anti-
backsliding requirements related to
attainment planning for the one-hour
ozone standard are contained in EPA’s
regulation 40 CFR 51.905(a), which does
not include any obligations for
subsequent planning rounds under
section 179(d). Section 179(d) prescribes
consequences that were not retained for
purposes of anti-backsliding after
revocation of the one-hour ozone
standard.

Earthjustice Comment #2: Earthjustice
states its belief that the consequences of
a failure to attain are plainly
enumerated in the Act—a new plan
meeting the requirements of section 110
and 172 [see section 179(d)],
contingency measures approved under
section 172(c)(9) and section 185 fees.

EPA Response to Earthjustice
Comment #2: As stated on page 56700
of our September 14, 2011 proposed
rule, we agree that a final determination
that a Severe or Extreme area failed to
attain by its one-hour ozone NAAQS
attainment date triggers a State’s
obligation to implement one-hour
contingency measures for failure to
attain under section 172(c)(9) and fee
programs under sections 182(d)(3),
182(f), and 185. Because the South
Coast, San Joaquin Valley, and
Southeast Desert areas are classified as
Extreme (or Severe in the case of the
Southeast Desert) for the one-hour
ozone standard, today’s final
determinations of failure to attain by the
applicable attainment date trigger the

obligation to implement such one-hour
contingency measures and fee programs.

We do not agree, however, that these
determinations re-activate a requirement
to prepare and submit an additional
round of one-hour attainment planning
pursuant to CAA section 179(d). Section
179(d) was not retained as an anti-
backsliding requirement, and as
explained in Response to Comment #1,
above, EPA is not applying section 179
in order to make the determinations of
failure to attain for the three subject
California areas under section 179(c).
For these and other reasons set forth
elsewhere in this notice, the additional
plan requirements under section 179(d)
are not triggered.

Earthjustice Comment #3: Earthjustice
cites the decision by the Court of
Appeals for the DC Circuit in the South
Coast Air Quality Mgmt. Dist. v. EPA
case (472 F.3d 882, 903-904 (DC Cir.
2007) in asserting that EPA
unsuccessfully attempted to delete
certain statutory requirements (i.e., new
plan under section 179(d), contingency
measures under section 172(c), and
section 185 fees) in the Agency’s 2004
Phase 1 Rule.

EPA Response to Earthjustice
Comment #3: We agree that the South
Coast case, cited above, vacated the
provisions of EPA’s Phase 1 Rule that
excluded section 172(c)(9) contingency
measures and section 185 fees from the
list of applicable requirements for
purposes of anti-backsliding after
revocation of the one-hour ozone
standard. We disagree, however, that the
South Coast decision preserves EPA’s
obligations under CAA section 179(c) or
the related State obligations under CAA
section 179(d) after revocation of the
one-hour ozone standard. EPA’s
authority to revoke the one-hour ozone
standard was specifically challenged in
the South Coast case but upheld by the
DC Circuit. See South Coast, 472 F.3d
882, at 899 (‘““Therefore, EPA retains the
authority to revoke the one-hour
standard so long as adequate anti-
backsliding provisions are introduced.”)
As we have noted, the claim that all the
specific requirements of sections 179(c)
and (d) and 181(b)(2) should be retained
and imposed as anti-backsliding
measures was not raised in the South
Coast case and cannot be resurrected at
this time. Because the one-hour ozone
standard has been revoked, it is no
longer a “standard” for the purposes of
CAA section 179(c) and thus the
statutory requirements of section 179(d)
also no longer apply. While EPA is
obliged to make those determinations
necessary to effectuate the contingency
measure and fee anti-backsliding
requirements, there is nothing that

requires EPA to make those
determinations under section 179 or
181, or that dictates the imposition of
the consequences formerly imposed by
those sections before revocation, i.e.,
reclassification, second-round
attainment planning. These were not
retained as anti-backsliding
requirements and 40 CFR 51.905(e)(2)
made that explicit, was never
challenged, and was not vacated by the
South Coast decision. Commenters are
conflating EPA’s obligation to determine
whether an area attained by its one-hour
ozone attainment date with the terms of
section 179, which exceed the limits of,
and are not necessary for purposes of
anti-backsliding requirements.

Earthjustice Comment #4: Earthjustice
observes that EPA promulgated, as part
of the Agency’s Phase 1 Rule, a
provision that states in essence that,
after revocation, EPA is no longer
obliged to determine pursuant to section
179(c) or section 181(b)(2) whether an
area attained the one-hour ozone
standard by that area’s attainment date
for the one-hour ozone standard, but
asserts that EPA has never interpreted
the statute or EPA’s regulations as
allowing EPA to avoid making the
required determinations under sections
179(c) or 181(b)(2) when needed to
fulfill the obligations of the CAA. In
support of this contention, Earthjustice
points to the text found in EPA’s one-
hour ozone attainment determinations
for Washoe County [as citing both 179(c)
and 181(b)(2)], Philadelphia and District
of Columbia [as citing section 181(b)(2)],
Southern New Jersey [as citing section
181(b)(2)] and Milwaukee [as citing
section 181(b)(2)].

EPA Response to Earthjustice
Comment #4: First, the only example
that Earthjustice claims as evidence that
EPA has conceded that it remains
obligated after revocation of the one-
hour ozone standard to make attainment
determinations for the one-hour ozone
standard under section 179(c), is an
attainment determination that was made
before the one-hour ozone standard was
revoked. EPA’s one-hour ozone
attainment determination for Washoe
County, Nevada was published on May
3, 2005 (70 FR 22803), the one-hour
ozone standard was revoked on June 15,
2005. Therefore, EPA’s determination
for Washoe County proves nothing
about EPA’s obligation to make
attainment determinations under
section 179(c) of the Act after
revocation. To the contrary, 40 CFR
51.905(e)(2) clearly provides: “Upon
revocation of the 1-hour NAAQS for an
area, EPA is no longer obligated (A) To
determine pursuant to section 181(b)(2)
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or section 179(c) of the CAA whether an
area attained * * *.”

Second, although after revocation, on
a number of occasions, EPA has cited
section 181(b)(2)—but never section
179—when determining that areas
attained the one-hour ozone standard by
the applicable deadline, all of these
rulemakings were determinations of
attainment rather than determinations of
failure to attain. Because the areas met
their attainment deadlines, EPA was not
determining or imposing the
consequences of failure to attain.
Moreover, when EPA invoked section
181(b)(2) in determining that areas had
attained the one-hour ozone deadline,
EPA made clear in those actions that the
only portion of section 181(b)(2)
applicable for purposes of the one-hour
ozone anti-backsliding requirements
was the obligation to make the
determination itself, since the portions
of the section prescribing the
consequence of reclassification had not
been retained. 40 CFR 51.905(e).

For example, in one of the
determinations of attainment, EPA
noted that:

“EPA remains obligated under section
181(b)(2) to determine whether an area
attained the one-hour ozone NAAQS by its
attainment date. However, after the
revocation of the one-hour ozone NAAQS,
EPA is no longer obligated to reclassify an
area to a higher classification for the one-
hour NAAQS based upon a determination
that the area failed to attain the one-hour
NAAQS by the area’s attainment date for the
one-hour NAAQS. (40 CFR
51.905(e)(2)(i)(B).) Thus even if we make a
finding that an area has failed to attain the
one-hour ozone NAAQS by its attainment
date, the area would not be reclassified to a
higher classification.” 73 FR 42727, at 42728
(July 23, 2008).

As EPA has noted, after revocation,
the only possible anti-backsliding
requirements triggered by a failure to
attain the one-hour ozone attainment
deadline are the requirements of
sections 172(c)(9) (i.e., contingency
measures) and 185 (i.e., fees). Thus,
even if EPA were to invoke section
181(b)(2) as the statutory basis under
which EPA is obligated to make
determinations of attainment or failure
to attain the one-hour ozone standard in
the South Coast, San Joaquin Valley,
and Southeast Desert, no requirement
for new plans would be triggered for
these areas. None of EPA’s post-
revocation determinations regarding
one-hour attainment deadlines cite
section 179(c). All of the post-revocation
rulemakings determining attainment by
the attainment deadline that cite section
181(b)(2) do so only with respect to the
obligation to make the requisite air
quality determination for the sole

purpose of the applicable one-hour anti-
backsliding requirements linked to such
determinations, i.e., contingency
measures and section 185 fees. An
additional round of one-hour attainment
planning is not one of these “applicable
requirements.” See 40 CFR 51.900(f)
and 51.905(a)(1). One could also
conclude that the requirement and
corresponding obligation to adopt and
implement a new one-hour attainment
plan for failure to attain the one-hour
ozone standard by the applicable
attainment date, in contrast to the
obligation to adopt and implement
contingency measures and fees, could
not be an “applicable requirement” for
anti-backsliding purposes for the
purposes of 40 CFR 51.900(f) and
51.905(a)(1) in the South Coast, San
Joaquin Valley and Southeast Desert
because the only applicable attainment
dates that could trigger new planning
requirements for these areas were well
after June 15, 2004, the date of
designation for the eight-hour ozone
standard and the date that determines
which “applicable requirements’ apply
to any given eight-hour ozone
nonattainment area. As such, new
planning requirements triggered by a
failure to attain by the applicable
attainment date could not have been a
requirement on that date, and thus
could not be an “applicable
requirement” for the purposes of anti-
backsliding.

Earthjustice Comment #5: Earthjustice
contends that, between the plain
language of the CAA and EPA’s
consistent interpretation of these
provisions, there is no question that
section 179(c) or section 181(b)(2) is the
appropriate authority for making the
determinations that the South Coast,
San Joaquin Valley, and Southeast
Desert one-hour ozone nonattainment
areas have failed to attain the applicable
attainment dates but notes that EPA
cites neither one, but instead cites
section 301(a) as providing the authority
for EPA’s determination. Earthjustice
faults the September 14, 2011 proposed
rule for failing to explain how or why
section 301(a) provides the appropriate
authority for the action, what
regulations are being “prescribed”
under section 301(a), and why such
regulations are ‘“necessary” given the
statutory and regulatory commands.

EPA Response to Earthjustice
Comment #5: Section 301(a)(1) of the
CAA, in relevant part, provides that:
“The Administrator is authorized to
prescribe such regulations as are
necessary to carry out his functions
under this chapter.” Today’s final rule
is a regulation that included EPA review
and evaluation of air quality

information in relation to a standard
and that followed the procedural
requirements of the Administrative
Procedure Act, including publication of
a proposed rule and the consideration of
public comments.

EPA’s invocation of section 301(a) is
appropriate because the South Coast
Court required EPA to determine the
procedures necessary to enforce the
contingency measures and section 185
fees requirements, but did not specify
those procedures. In the words of the
South Coast court: “While EPA
maintains that it would be impractical
to enforce [section 185 fees] because
EPA will no longer make findings of
attainment * * *, section 172(e) does
not condition its strict distaste for
backsliding on EPA’s determinations of
expediency; EPA must determine its
procedures after it has identified what
findings must be made under the Act.”
South Coast, 472 F.3d 882, at 903. The
court’s decision in South Coast did not
compel EPA to make determinations for
the one-hour ozone standard under any
specific provision of the statute, much
less CAA sections 179(c) or 181(b)(2).
Nor did the Court’s decision vacate 40
CFR 51.905(e)(2), which relieves EPA of
the obligation to make determinations
under sections 181(b) and section 179.
The South Coast decision simply
required EPA to identify the procedures
to make the findings related to anti-
backsliding measures.

In response, EPA has identified a
determination of attainment or failure to
attain the one-hour ozone standard by
the applicable attainment date, made
through notice and comment
rulemaking, as the necessary and
appropriate procedure to be followed to
effectuate the specific one-hour ozone
anti-backsliding measures of sections
172(c)(9) and 185. EPA believes that
section 301(a) therefore provides
appropriate authority for EPA to
promulgate the necessary procedures to
fulfill the objective of ensuring
implementation of anti-backsliding
measures and be consistent with 40 CFR
51.905(e)(2). EPA also believes that it
would not bring about any different
result were EPA instead to invoke that
portion of section 181(b)(2) that
addresses such attainment
determinations. To this extent, EPA
agrees with the suggestion of the
commenter that it may also rely on
authority of section 181(b)(2) as a basis
for continuing to make determinations
for the limited purpose of effectuating
one-hour ozone contingency measures
and section 185 fees. After revocation,
the other portions of section 181(b)(2)
regarding consequences of these
determinations, including
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reclassifications, are no longer
applicable under 40 CFR 51.905(e)(2).
Conversely, there is no need or
justification for reliance on section
179(c), which has played no role with
respect to the one-hour standard since
revocation of the standard. For the
purpose of ensuring the contingency
measure and fee anti-backsliding
measures, it is not necessary for EPA to
trigger the obsolete planning
requirements of section 179(d) with
which section 179(c) was linked, nor is
EPA obligated to do so. In these
circumstances, section 179 should not
be used to revive an additional one-hour
planning obligation that has not been
preserved as an anti-backsliding
requirement.

We recognize that, subsequent to
revocation of the one-hour ozone
standard, we have cited section
181(b)(2) as preserving an obligation to
make determinations of attainment for
the one-hour ozone standard by the
applicable attainment date. As we have
observed, however, we have been
careful in every instance to sever the
attainment determination itself from
other portions of that section—notably,
the obligation to reclassify areas that fail
to attain the one-hour ozone standard by
the applicable attainment date. EPA
believes it is consistent with the statute,
the South Coast decision and EPA’s
Phase 1 Rule to proceed either under
section 301(a) or section 181(b)(2)’s
provision for making a determination,
for the limited purpose of ensuring
implementation of anti-backsliding
measures. In acting under either
provision, EPA is enforcing those
specific requirements that are applicable
for anti-backsliding. In no way do EPA’s
determinations act to revive the
additional one-hour requirements that
have not been retained for anti-
backsliding—one-hour planning
requirements under section 179(d) and
reclassification.

Earthjustice Comment #6: Earthjustice
questions whether the action to
determine that the three subject
California nonattainment areas failed to
attain the one-hour ozone standard by
the applicable attainment dates is an
authority that has been delegated to the
Regional Administrator from the EPA
Administrator.

EPA Response to Earthjustice
Comment #6: Section 301(a)(1) of the
CAA, in relevant part, provides that:
“The Administrator may delegate to any
officer or employee of the
Environmental Protection Agency such
of his powers and duties under this
chapter, except the making of
regulations subject to section 7607(d) of
this title, as he may deem necessary or

expedient.” This rulemaking is not one
of the regulations subject to section
7607(d) (i.e., section 307(d)).

Under the authority of CAA section
301(a)(1), the Administrator has
delegated numerous authorities under
the Clean Air Act. As noted above, EPA
believes that it may also rely on
authority of section 181(b)(2) as a basis
for continuing to make determinations
for the limited purpose of effectuating
one-hour ozone contingency measures
and section 185 fees, and with respect
to section 181(b)(2), Delegation 7-110 in
the Delegations Manual provides
authority for Regional Administrators to
make these determinations. Delegation
7-110 in relevant part delegates
authority to regional administrators:
“[t]lo determine, based on the number of
exceedances, whether an area attained
its ozone standard by the date required
(181(b)(2)).” Therefore, the EPA Region
IX Regional Administrator is duly
authorized to take the final action that
he does today through this document.

In addition, under Delegation 7-10 (in
Chapter 7 of EPA’s Delegations Manual),
the EPA Administrator has delegated
authority to propose or take final action
on any SIP under section 110 of the
CAA to the Regional Administrators.
Among the references cited in
Delegation 7—10 are section 110 and
section 301(a) of the CAA. EPA’s final
determinations of failure to attain the
one-hour ozone standard by the
applicable attainment dates for South
Coast, San Joaquin Valley, and
Southeast Desert are not SIP actions
themselves but are made herein under
CAA section 301(a) for the express
purpose of ensuring implementation of
one-hour ozone SIP requirements,
namely, contingency measures and
section 185 fees, that applied to these
areas as Severe or Extreme areas for the
revoked one-hour ozone standard at the
time of designation of these areas for the
eight-hour ozone standard. For these
reasons, EPA’s final determinations
made herein by the EPA Region IX
Regional Administrator are covered by
both Delegation 7—110 and 7-10.

Earthjustice Comment #7: Earthjustice
contends that EPA’s invocation of
section 301(a) is not adequate to
prescribe new regulatory requirements
revising the well-established
“obligations” to make findings under
sections 179(c) and 181(b)(2) to
implement the requirements of the
CAA. Earthjustice argues that EPA is
attempting to change its interpretation
of its statutory requirements, and asks
EPA to explain its reasoning for this
alleged change so as to allow
commenters to meaningfully comment
on the Agency’s rationale. Earthjustice

further states that such a change in the
ozone implementation rules must be
made through national rulemaking
signed by the Administrator.

EPA Response to Earthjustice
Comment #7: EPA disagrees with
Earthjustice’s characterization of EPA’s
actions here as somehow prescribing
new regulatory requirements. Rather, it
is Earthjustice that is seeking to use
EPA’s determinations here to impose
additional plan requirements that have
not been retained for one-hour anti-
backsliding. EPA here is simply making
the same air quality determinations and
applying the same notice and comment
rulemaking process that it used prior to
revocation. The only difference is that,
after revocation of the one-hour
standard, the purpose and consequences
of these determinations are no longer
“reclassification” (section 181(b)(2)) or
requiring additional rounds of SIP
revisions (section 179(d)). The purpose
is to ensure implementation of those
one-hour ozone requirements that EPA
and the South Coast Court have taken
pains to identify with specificity. EPA is
thus acting consistently with the 2004
Phase 1 Rule and with the directives of
the Court in the South Coast case.
Simply because EPA acknowledges it
now has an obligation to make these
determinations for purposes of
legitimate anti-backsliding requirements
does not mean that these determinations
call down all the consequences that had
been excluded from those identified by
EPA and the Court. See 40 CFR
51.905(e)(2). Earthjustice, not EPA, is
attempting to change the established
rules of anti-backsliding by reviving
moribund portions of sections 179
under the guise of enforcing EPA’s
obligation to make attainment
determinations for quite different
purposes. It is Earthjustice that seeks
improperly to add to the list of anti-
backsliding requirements by
representing new requirements as
merely a procedural mechanism to
enforce those that have been
legitimately recognized.

We strongly disagree with the
commenter’s claim that we are changing
our interpretation of the Agency’s
statutory obligations with respect to the
one-hour ozone standard. As explained
above, since revocation of the one-hour
ozone standard, we have never cited
section 179(c) as preserving an
obligation on our part to determine
whether an area attained the one-hour
ozone standard by the applicable
attainment date. We certainly have
never stated or implied, after revocation
of the one-hour standard that a
determination of failure to attain by the
one-hour attainment deadline would
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call for additional section 179(d)
planning requirements. As pointed out
above, since revocation we have cited
section 181(b)(2) only in the context of
making determinations of attainment
that do not result in any attendant
requirements relating to additional
planning or reclassifications, but rather
only to implement two specific anti-
backsliding measures.

Lastly, contrary to Earthjustice’s
contention, we believe that, the specific
language in 40 CFR 51.905(e)(2)
eliminating any compulsion for EPA to
make determinations under section
179(c) for the one-hour ozone standard
and the availability of other more
appropriate procedures to enforce anti-
backsliding requirements, refute any
argument for reliance on that section.
The only reason to involve section
179(c) would be the illegitimate one of
seeking, long after anti-backsliding
requirements have been debated and
established, to add section 179(d) plans
to the list. It is disingenuous to argue
the necessity of invoking the authority
of section 179(c) to enforce the only
anti-backsliding requirements in play,
which clearly do not include additional
one-hour attainment demonstration
plans under section 179(d). The South
Coast decision did not vacate 40 CFR
51.905(e)(2). It established only that,
notwithstanding that provision, EPA
must continue to make determinations
of attainment for purposes other than
those addressed by that regulation. EPA
today is complying with the directive of
the Court, and making through notice
and comment rulemaking the requisite
determinations to implement the
specific anti-backsliding measures of
contingency measures and section 185
fees.

Earthjustice Comment #8: By relying
on CAA section 301(a), Earthjustice is
concerned that EPA is attempting to
invent new procedures for determining
attainment in order to avoid the
obligation under section 179(d) to
prepare a new one-hour ozone plan.
Waiving the planning obligations
would, in Earthjustice’s view, violate
the statute.

EPA Response to Earthjustice
Comment #8: EPA is not waiving any
planning requirements under section
179(d), because they are not applicable
as one-hour anti-backsliding
requirements. In accordance with 40
CFR 51.905(e)(2), we are no longer
obligated to make attainment
determinations under section 179(c) and
there is nothing in the South Coast case
or in EPA’s past statements to the
contrary. In any event, there is no
provision for retaining further planning
under section 179(d) with respect to the

revoked one-hour ozone standard. See
also EPA Responses to Earthjustice
Comments elsewhere in this final rule.
Earthjustice Comment #9: Earthjustice
contends that spikes in one-hour ozone
concentrations over 0.12 ppm are
harmful to public health and that EPA’s
decision to adopt an eight-hour ozone
standard was not based on any
determination that these shorter-term
exposures were no longer of concern.
Earthjustice cites EPA’s 1997 final rule
establishing the eight-hour ozone
standard as describing new evidence
that EPA had found of an array of
adverse health effects associated with
short-term exposures (i.e., 1 to 3 hours)
above the standard level of 0.12 ppm.
EPA Response to Earthjustice
Comment #9: At root, Earthjustice
objects to EPA’s decision in 1997 to
replace the one-hour ozone standard
with the eight-hour ozone standard
rather than retaining both standards. 62
FR 38856 (July 18, 1997). This issue was
raised many years ago in the comments
on EPA’s proposal (61 FR 65716,
December 13, 1996) to revise the ozone
standard. A number of commenters on
EPA’s 1996 proposal urged EPA to
maintain standards based on both one-
hour and eight-hour averaging times to
provide protection from one- and eight-
hour exposures of concern. 62 FR
38856, at 38863 (column 1). These
commenters generally argued that an 8-
hour standard alone could still allow for
unhealthful high one-hour exposures.
While EPA acknowledged the
possibility that an eight-hour ozone
standard alone could allow for high one-
hour exposures of concern, at and above
0.12 ppm, EPA concluded for the
reasons set forth in the 1997 final rule
that replacing the one-hour ozone
standard with an eight-hour ozone
standard, considering the level and form
adopted, was appropriate to provide
adequate and more uniform protection
of public health from both short-term
(1-3 hours) and prolonged (6 to 8 hours)
exposure to ozone in the ambient air. 62
FR 38856, at 38863 (column 2). The
decision to retain only the new eight-
hour ozone standard included the result
that, apart from the specific
requirements of 40 CFR 51.905(a)
regarding one-hour ozone plans, an
attainment demonstration for the eight-
hour standard would provide requisite
protection against violations of both the
one- and the eight-hour standards.
EPA’s decision to replace the one-hour
ozone standard with an eight-hour
ozone standard has long been settled,
and EPA does not intend, and is not
required to re-open that issue in the
context of today’s determinations.

Earthjustice Comment #10: Citing
CAA section 181(a) and the South Coast
case, Earthjustice believes that Congress
clearly intended the most polluted
ozone areas to address the harms caused
by these peak concentrations within 20
years of the 1990 CAA Amendments,
and contends that it would not make
sense to decide that attainment of the
one-hour standard was no longer
needed when the one-hour ozone
problem is just as serious as Congress
believed it to be.

EPA Response to Earthjustice
Comment #10: This comment
essentially restates the objection to
EPA’s decision in 1997 to replace the
one-hour ozone standard with an eight-
hour ozone standard and EPA’s decision
in 2004 to revoke the one-hour ozone
standard for all areas of the country by
a fixed date, rather than by the date
when areas were found to have attained
the one-hour ozone standard. In
response to the proposed rule that
culminated in our 2004 Phase 1 Rule,
we received and considered comments
that EPA should retain the one-hour
ozone standard because it is necessary
to protect public health. Comments
submitted in that rulemaking included
the same assertion that the one-hour
ozone standard may be more protective
of public health than the eight-hour
ozone standard in several areas such as
the South Coast and Houston, and the
same assertion that revocation would be
contrary to the CAA and Congressional
intent. In our 2004 Phase 1 Rule, we
responded to these comments, pointing
out that the question whether the one-
hour ozone standard is necessary to
protect public health is a standard-
setting issue that was resolved in EPA’s
1997 final rule promulgating the eight-
hour ozone standard to replace the one-
hour ozone standard. See 69 FR 23951,
at 23970 (column 1) (April 30, 2004).

Earthjustice’s comment here regarding
Congressional intent is the same
argument that was made in the South
Coast case challenging EPA’s authority
to revoke the one-hour standard. There,
the environmental petitioners
contended that the one-hour ozone
standard cannot be withdrawn because
Congress “codified” the one-hour ozone
standard in subpart 2, but the court
recognized that, by establishing the
periodic NAAQS review process in
section 109(d)(1) of the CAA, Congress
clearly contemplated the possibility that
scientific advances would require
amendment of the national ambient air
quality standard, and upheld EPA’s
authority to revoke the one-hour ozone
standard so long as adequate anti-
backsliding provisions were applied.
South Coast, 472 F.3d 882, at 899.
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In our 2004 Phase 1 Rule, in response
to comments on the scope of its anti-
backsliding requirements, EPA
specifically addressed planning
requirements under the one-hour ozone
standard: “Where they are not required
by anti-backsliding provisions, EPA
does not believe that the additional
burden States would undertake in
planning to achieve both the 1-hour and
the 8-hour NAAQS is necessary to
protect public health.” 69 FR 23951, at
23971 (April 30, 2004). The South Coast
case also disposed of the specific
challenges raised as to the adequacy of
the anti-backsliding provisions in EPA’s
implementation rule, and established
specifically which measures were
required to be retained. As EPA has
explained elsewhere in responses to
comments, those provisions do not
include additional attainment plans
under section 179. The provisions of 40
CFR 51.905(e)(2) relating to section
179(c) were not challenged or vacated
by the South Coast court. Contrary to
commenter’s contention, today’s
determinations fully discharge EPA’s
responsibility to address the only one-
hour ozone anti-backsliding measures
(contingency measures and section 185
fees) activated by determinations of
failure to meet one-hour attainment
deadlines. EPA has struck the balance
between preserving old one-hour ozone
requirements and allowing current
planning and control requirements for
the newer standards to function on their
behalf. It is long past the time to
challenge this balance and dispute the
revocation of the one-hour ozone
standard and the established set of one-
hour anti-backsliding requirements,
which do not include additional rounds
of one-hour ozone planning. We also
note that California has submitted
attainment demonstration plans for all
three subject California nonattainment
areas for the 1997 eight-hour ozone
standard; such plans also serve to
promote attainment of the revoked one-
hour standard.

Earthjustice’s comment seeks to
remind EPA that the DC Circuit stated:
“The Act placed states onto a one-way
street whose only outlet is attainment.”
South Coast at 472 F.3d 882, at 900. In
making today’s determinations to ensure
implementation of one-hour ozone
contingency measures and section 185
fees, which the DC Circuit has resolved
are those required by anti-backsliding
upon failure to attain the revoked
standard, EPA is heeding the DC
Circuit’s admonition in South Coast and
fulfilling the requirements of the Act.

Earthjustice Comment #11:
Earthjustice contends that EPA cannot
reasonably conclude that the South

Coast, San Joaquin Valley and Southeast
Desert areas, now that they have failed
to attain and their attainment plans
appear inadequate, can be relieved of
this obligation to demonstrate
attainment. In support of this
contention, Earthjustice cites two Ninth
Circuit decisions, Association of
Irritated Residents v. EPA, 632 F.3d 584,
at 594 (9th Cir. 2011) (herein referred to
as the AIR case), and Hall v. EPA, 273
F.3d 1146, at 1159 (9th Cir. 2001)
(herein referred to as the Hall case).

EPA Response to Earthjustice
Comment #11: As explained elsewhere
in these responses, EPA evaluates the
adequacy of a plan containing a
demonstration of attainment, and
whether it meets all applicable
requirements, when EPA acts to approve
or disapprove the plan and not after the
applicable attainment date. In the case
of the three subject California
nonattainment areas, EPA approved the
one-hour ozone plans prior to the
applicable attainment dates and thus,
the determinations that the areas did not
actually attain the one-hour ozone
standard by the applicable attainment
dates was not an issue under
consideration at that time and does not
undermine the validity of EPA’s prior
approvals of the plans at the time they
were taken.

The anti-backsliding requirements for
one-hour ozone attainment
demonstrations are set forth in 40 CFR
51.900(f)(13) and 51.905(a)(1)(i). For the
purposes of anti-backsliding, an eight-
hour ozone nonattainment area is
obligated to have a fully-approved
attainment demonstration plan for the
one-hour ozone standard based on the
area’s ozone classification that the area
had at the time of designation for the
eight-hour ozone standard. Thus, the
State of California is obligated to have
a fully-approved “Extreme” area
attainment demonstration plan for the
South Coast and the San Joaquin Valley
and a fully-approved “Severe-17"’ area
attainment demonstration plan for the
Southeast Desert. EPA approved the
relevant South Coast plan in April 2000
(65 FR 18903, April 10, 2000), the
relevant San Joaquin Valley plan in
March 2010 (75 FR 10420, March 8,
2010),11 and the relevant Southeast
Desert plan in January 1997 (62 FR
1150, January 8, 1997).

EPA did disapprove a revision to the
attainment demonstration plan for the
South Coast in March 2009 (74 FR
10176, March 10, 2009) because the

11 EPA’s approval of the San Joaquin Valley
“Extreme”” area one-hour ozone plan is the subject
of ongoing litigation in the Ninth Circuit Court of
Appeals. Sierra Club v. EPA (Nos. 10-71457, 10—
71458).

measures upon which the revised
attainment demonstration relied had
been withdrawn, but such disapproval
does not necessarily undermine EPA’s
prior approval of the attainment
demonstration plan for the South Coast.
This will depend on the final decision
in the AIR case, once all appeals have
been resolved. It is possible that EPA
will need to consider requiring
California to prepare and submit a new
one-hour ozone attainment
demonstration plan for the South Coast,
but if EPA were to do so, the Agency
would be acting pursuant to a decision
that the State had not complied with the
anti-backsliding requirement for a one-
hour ozone attainment demonstration
under 40 CFR 51.905(a)(1) for the South
Coast, and not because the area had
failed to attain the one-hour ozone
standard by the applicable attainment
date.

Earthjustice cites the AIR case and
Hall in support of its contention that it
is unreasonable for EPA to conclude
that, in light of the failure of the three
subject California nonattainment areas
to attain the one-hour ozone standard by
the applicable attainment dates, the
areas can be relieved of the obligation to
demonstrate attainment of the one-hour
ozone standard. This argument
erroneously assumes that there is an
additional obligation to submit a revised
one-hour attainment plan even after
valid approval of the State’s plan as
required under 40 CFR 51.905(a). These
two cases stand for the principle that,
under section 110(1) of the CAA, when
EPA reviews a SIP revision, EPA must
evaluate the existing SIP and make a
determination as to whether the existing
SIP, as modified by the SIP revision at
hand, would provide for attainment of
the national ambient air quality
standards. In AIR, the specific SIP
revision at issue was a revised
attainment demonstration plan for the
one-hour ozone standard for the South
Coast. In Hall, the specific SIP revision
at issue was a set of revised new source
review rules for Clark County, Nevada.

Section 110(l) of the CAA applies to
SIP revisions, and, unlike the case in
AIR, EPA is not acting today on any SIP
revision and thus section 110 and both
the Hall and AIR cases are not relevant
to this action. After revocation of the
one-hour standard, a State’s obligation
with respect to attainment
demonstration plans for the one-hour
ozone standard is defined in 40 CFR
51.905(a)(1)(i). As stated above, because
California has submitted and EPA has
approved the one-hour ozone plans for
San Joaquin Valley and the Southeast
Desert, the State has addressed its one-
hour ozone attainment plan obligations
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for these areas. For the South Coast, as
explained above, whether the State has
satisfied this obligation may depend on
the final resolution and mandate by the
Court in the AIR case, but does not
depend on today’s determination. For
all three subject areas, today’s
determinations serve to ensure the
implementation of one-hour ozone
contingency measures and section 185
fees, which, unlike further one-hour
attainment planning, are the measures
required by the Court-approved anti-
backsliding provisions.

Earthjustice Comment #12:
Earthjustice demands that, in the final
rule, EPA clearly communicate that, for
the South Coast, San Joaquin Valley and
Southeast Desert areas, new one-hour
ozone plans complying with the
requirements of section 179(d) must be
submitted to EPA within one year of the
date EPA publishes the final
determinations.

EPA Response to Earthjustice
Comment #12: For the reasons set forth
elsewhere in EPA’s response to
comments, we disagree that the
determinations that we make in this
document trigger a requirement under
CAA section 179(d) on the State of
California to prepare and submit SIP
revisions including new demonstrations
of attainment for the one-hour ozone
standard for the three subject California
nonattainment areas. A new section
179(d) ozone plan, triggered by section
179(c) is not an applicable anti-
backsliding requirement.

With respect to anti-backsliding
requirements, the South Coast Court
vacated the Phase 1 Rule only with
respect to the measures addressed. Here,
the only pertinent anti-backsliding
measures triggered by a determination
of failure to meet the one-hour deadline
are one-hour contingency measures for
failure to attain and section 185 fees. In
the South Coast decision reviewing
EPA’s implementation rule, neither
51.905(e)’s provisions regarding sections
179 and 181, nor the exclusion of
section 179(d) from one-hour anti-
backsliding requirements was
challenged by the parties or addressed
by the Court. Challenges regarding anti-
backsliding specifically addressed
sections 172(c)(9) and 185 and two other
anti-backsliding provisions not relevant
here (NSR and conformity). To
effectuate section 172(c)(9) and section
185 anti-backsliding provisions, EPA is
determining that these three areas failed
to attain by their one-hour attainment
dates. But EPA has explained at length
why these determinations do not
reinstate the additional planning
requirements of section 179(d) that were

not retained as anti-backsliding
measures.

Earthjustice Comment #13:
Earthjustice contends that the South
Coast, San Joaquin Valley, and
Southeast Desert continue to exceed the
0.12 ppm one-hour ozone standard on a
regular basis, that these spikes have
consequences. Earthjustice asserts that,
after more than 20 years, the residents
of these areas have not been afforded the
protections needed and required by the
Clean Air Act to meet even this
standard.

EPA Response to Earthjustice
Comment #13: EPA recognizes that
exceedances of the one-hour ozone
standard in the three subject California
nonattainment areas have occurred, and
is making final determinations that the
three areas have failed to attain the one-
hour ozone standard by their applicable
attainment dates. However, EPA also
recognizes that significant progress has
been made in lowering peak hourly
concentrations, frequency of
exceedances, and the geographic extent
of exceedances in these areas. Since
passage of the CAA Amendments of
1990, one-hour ozone concentrations in
these areas have decreased, despite
significant increases in population and
vehicle miles traveled. For example,
CARB data indicates that the number of
days on which concentrations exceeded
the one-hour ozone standard have
dropped from 131 in 1990 to only 9 in
2010 in the South Coast, from 45 in
1990 to only 7 in 2010 in San Joaquin
Valley, and from 76 in 1990 to only 3
in the Mojave Desert portion of the
Southeast Desert. Moreover, a
comparison of CARB’s one-hour ozone
data from the three-year period prior to
revocation (2002-2004) with
corresponding data from the three-year
period following revocation (2006—
2008) shows a decrease in the annual
number of days on which the one-hour
standard was exceeded from 46 to 27 in
the South Coast, from 26 to 13 in San
Joaquin Valley, and from 11 to 4 in the
Mojave Desert portion of the Southeast
Desert. While we acknowledge that even
this significant progress has not yet
resulted in attainment, it does not bear
the hallmark of backsliding.

We disagree that the residents of these
areas are not afforded the protections
needed and required by the Clean Air
Act. Through today’s determinations, all
applicable anti-backsliding
requirements for the revoked one-hour
ozone standard must be implemented.
One-hour anti-backsliding measures,
moreover, do not operate in a vacuum.
State planning efforts for attainment of
the current, more protective eight-hour
ozone standard, and adoption and

implementation of control measures
actively continue.12 These provide an
ongoing regimen for reducing ozone
concentrations in terms of both the one-
and the eight-hour ozone standards.
Thus, EPA believes that the residents of
these areas are being afforded the
protections that are required in
accordance with EPA regulations and
the CAA.

II1. Final Action

After revocation of the one-hour
ozone standard, EPA must continue to
provide a mechanism to give effect to
the one-hour anti-backsliding
requirements, see South Coast, 47 F.3d
882, at 903. Thus, pursuant to EPA’s
obligation and authority under section
301(a) and the relevant portion of
section 181(b)(2) to ensure
implementation of one-hour ozone anti-
backsliding requirements, and for the
reasons given above and in our
September 14, 2011 proposed rule, EPA
is taking final action to determine that
the South Coast, the San Joaquin Valley,
and the Southeast Desert failed to attain
the one-hour ozone standard by the
applicable attainment dates. For South
Coast and San Joaquin Valley, quality-
assured and certified data collected
during 2008—-2010 show that these two
“Extreme” one-hour ozone
nonattainment areas failed to attain the
standard by November 15, 2010. For
Southeast Desert, a “Severe-17"’ one-
hour ozone nonattainment area, quality-
assured and certified data for 2005-2007
show that the area failed to attain the
standard by November 15, 2007.

These determinations bear on the
areas’ obligations with respect to the
one-hour ozone standard anti-
backsliding requirements whose
implementation is triggered by a failure
to attain by the applicable attainment
date: section 172(c)(9) contingency
measures for failure to attain and
sections 182(d)(3) and 185 major
stationary source fee programs.

IV. Statutory and Executive Order
Reviews

These actions make determinations
that certain areas did not attain the
applicable standard based on air quality,
and do not impose any requirements
beyond those required by statute and
regulation. For that reason, these
actions:

e Are not a “significant regulatory
action” subject to review by the Office
of Management and Budget under

120n December 15, 2011, EPA took final actions
to approve SIP revisions for the South Coast and
San Joaquin Valley as meeting, among other
requirements, the requirement to demonstrate
attainment of the 1997 eight-hour ozone standard.
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Executive Order 12866 (58 FR 51735,
October 4, 1993);

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

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

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

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

e Are not economically significant
regulatory actions based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Are not significant regulatory
actions subject to Executive Order
13211 (66 FR 28355, May 22, 2001);

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

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

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

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this 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. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.

This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).
Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by February 28,
2012. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this rule for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Oxides of nitrogen, Ozone, Reporting
and recordkeeping requirements,
Volatile organic compounds.

Dated: December 16, 2011.
Jared Blumenfeld,
Regional Administrator, Region IX.

Part 52, chapter I, title 40 of the Code
of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

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

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

Subpart F—California

m 2. Section 52.282 is amended by
adding paragraph (d) to read as follows:

§52.282 Control strategy and regulations:
Ozone.
* * * * *

(d) Determinations that Certain Areas
Did Not Attain the 1-Hour Ozone
NAAQS. EPA has determined that the
Los Angeles-South Coast Air Basin Area
and the San Joaquin Valley Area
extreme 1-hour ozone nonattainment
areas did not attain the 1-hour ozone
NAAQS by the applicable attainment
date of November 15, 2010 and that the
Southeast Desert Modified Air Quality
Maintenance Area severe-17 1-hour
ozone nonattainment area did not attain
the 1-hour ozone NAAQS by the
applicable attainment date of November
15, 2007. These determinations bear on
the areas’ obligations with respect to the
one-hour ozone standard anti-
backsliding requirements whose
implementation is triggered by a
determination of failure to attain by the
applicable attainment date: section

172(c)(9) contingency measures for
failure to attain and sections 182(d)(3)
and 185 major stationary source fee
programs.

[FR Doc. 2011-33475 Filed 12-29-11; 8:45 am|]
BILLING CODE P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2010-0865; FRL—9330-2]
Tepraloxydim; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of tepraloxydim
in or on the imported commodities ‘“Pea
and bean, dried shelled, except soybean,
subgroup 6C” and “Sunflower subgroup
20B”. BASF Corporation requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA). This
regulation also removes established
tolerances for residues of tepraloxydim
on “Lentil, seed” and “Pea, dry, seed,”
as residues on these commodities will
be covered by the new tolerance on the
pea and bean subgroup (6C).

DATES: This regulation is effective
December 30, 2011. Objections and
requests for hearings must be received
on or before February 28, 2012, 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: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2010-0865. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.
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FOR FURTHER INFORMATION CONTACT:
Susan Stanton, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001; telephone number:
(703) 305-5218; email address:
stanton.susan@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

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

You may access a frequently updated
electronic version of 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. To access the
harmonized test guidelines referenced
in this document electronically, please
go http://www.epa.gov/ocspp and select
“Test Methods and Guidelines.”

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

Under FFDCA section 408(g), 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-

OPP-2010-0865 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 28, 2012. 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 that does not
contain any 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 a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-OPP-2010-0865, by one of
the following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001.

o Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Summary of Petitioned-For
Tolerance

In the Federal Register of December
15, 2010 (75 FR 78240) (FRL-8853-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 0E7788) by BASF
Corporation, P.O. Box 13528, Research
Triangle Park, NC 27709. The petition
requested that 40 CFR 180.573 be
amended by establishing tolerances for
residues of the herbicide tepraloxydim,
2-[1-[[[(2E)-3-chloro-2-propen-1-
ylloxylimino]propyl]-3-hydroxy-5-
(tetrahydro-2H-pyran-4-yl)-2-
cyclohexen-1-one and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on Pea and bean,
dried shelled, except soybean, subgroup
6C and Sunflower subgroup 20B at 0.10
parts per million (ppm) and 0.25 ppm,

respectively. That notice referenced a
summary of the petition prepared by
BASF 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
reduced the proposed tolerance for
Sunflower subgroup 20B from 0.25 ppm
to 0.20 ppm. The reason for this change
is 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 section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, 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 tepraloxydim
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with tepraloxydim 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.

Tepraloxydim has low acute toxicity
via the oral, dermal, and inhalation
routes of exposure. It produces minimal


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.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/ocspp
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eye irritation, is a slight dermal irritant,
and is not a dermal sensitizer.

In subchronic and chronic toxicity
studies, the main target organs for
tepraloxydim toxicity were the liver, the
spleen/hematopoietic system and
reproductive system. Liver findings
were reported in all subchronic and
chronic toxicity/carcinogenicity feeding
studies and included increased
incidences of hepatocellular foci,
abnormal liver function parameters,
increased relative liver weight,
hepatocyte hypertrophy, and increased
hepatocellular neoplasms in the mouse
and rat carcinogenicity studies.
Tepraloxydim also affected the
hematopoietic system. In dogs,
hemolytic anemia was demonstrated by
depressed hematocrit, hemoglobin, and
red blood cells (RBCs). These changes
were accompanied by compensatory
responses, including splenic
hematopoiesis, femoral and sternal bone
marrow hyperplasia, increased
erythroid precursors and hemosiderin-
laden macrophages, and splenic
hemosiderosis. The reproductive system
was affected by tepraloxydim at
relatively high doses (in excess of
LOAELs (lowest observed adverse effect
levels) established in repeat-dose
mouse, rat and dog studies).
Reproductive effects included
morphological microscopic changes
indicative of reduced secretory activity
in the seminal vesicles and preputial
glands in male mice; increased uterine
sclerosis, decreased corpora lutea, and
decreased follicles in female mice;
increased incidences of focal
calcification of the testes in the high
dose group in the rat carcinogenicity
feeding study; and effects on male sex
organs at high doses in dogs.

In the rat developmental toxicity
study, fetal effects (reduced fetal body
weights, delayed ossification and the
occurrence of hydroureter) were seen at
a dose threefold lower than the dose
resulting in maternal toxicity (reduced
body weight and body weight gain).
Additional developmental anomalies or
malformations (dilatation of both heart
ventricles and filiform tails that were
observed externally and corresponded
to absent caudal and sacral vertebrae)
were observed at the maternal LOAEL in
the study. The results indicate potential
increased quantitative and qualitative
susceptibility of fetuses to tepraloxydim
exposure. In contrast, no developmental
effects were seen in the rabbit
developmental toxicity study up to the
highest tested dose, the LOAEL for

maternal toxicity (reduced body weight
and food consumption). In the multi-
generation rat reproduction study, there
were no effects on any of the measured
reproductive parameters up to and
including the highest tested dose and no
evidence of quantitative or qualitative
susceptibility of the offspring.

In both the acute and subchronic rat
neurotoxicity studies, there were mild
changes in motor activity and grip
strength indices. On day 0 of the acute
oral neurotoxicity study in rats, motor
activity was decreased in all treated
female groups, while forelimb grip
strength was slightly increased in all
treated females. In the rat subchronic
neurotoxicity study, motor activity was
increased in the high dose females at
day 50 and in both sexes on day 85 at
the highest dose tested. None of the
studies, including both neurotoxicity
studies, reported treatment-related
effects on brain weight or gross/
microscopic lesions in the tissues of the
nervous system.

In cancer studies conducted in rats
and mice, there was weak and/or
conflicting evidence of carcinogenicity.
In rats, there was some evidence of
carcinogenicity in the females based on
an increased incidence of liver tumors
at the high dose only in the
carcinogenicity phase of the study, but
this finding was not supported by the
results of the chronic phase in the same
strain and sex of rats. In mice, liver
tumors were seen in females at an
excessively toxic dose. EPA’s concern
for carcinogenicity is low, and the
Agency has determined that the chronic
population-adjusted dose (cPAD) of 0.05
milligrams/kilogram/day (mg/kg/day)
will adequately account for all chronic
effects, including carcinogenicity, likely
to result from exposure to tepraloxydim.
This determination is based on the
following considerations:

e The liver tumors in female rats were
seen only at the high dose (i.e., lack of
dose response);

e The incidences of these tumors
were within the ranges for the historical
controls;

o The rat liver tumors observed in
one study were not seen in a parallel
study conducted at the same dose and
duration (i.e., tumorogenic potential not
replicated);

¢ In mice, liver tumors were seen
only at excessive doses (i.e., greater than
the Limit Dose of 1,000 mg/kg/day)
which may have resulted in indirect
effects that may not occur at lower
doses;

e The liver tumors did not result in
reduced latency in either species;

e There is no concern for
mutagenicity/genotoxicity; and

e The NOAEL (no observed adverse
effect level) of 5 mg/kg/day used for
deriving the chronic reference dose
(cRfD) is approximately 55-fold lower
than the lowest dose (272 mg/kg/day)
that induced liver tumors in rats.

Specific information on the studies
received and the nature of the adverse
effects caused by tepraloxydim as well
as the NOAEL and the lowest-observed-
adverse-effect-level LOAEL from the
toxicity studies can be found at http://
www.regulations.gov in the document
“Amended: Tepraloxydim: Human
Health Risk Assessment for New
Tolerances on Imported Dry Bean and
Dry Pea Subgroup 6C and Sunflower
Subgroup 20B” at page 31 in docket ID
number EPA-HQ-OPP-2010-0865.

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
point of departure (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 PAD or a 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 tepraloxydim used for
human risk assessment is shown in the
following Table .


http://www.epa.gov/pesticides/factsheets/riskassess.htm
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TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR TEPRALOXYDIM FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/scenario

Point of departure and
uncertainty/safety factors

RfD, PAD, LOC for risk
asssessment

Study and toxicological effects

Acute dietary (General pop-
ulation including infants
and children).

Acute dietary ........ccccoeceeenne
(Females 13—49 years of

age).

Chronic dietary (All popu-
lations).

LOAEL = 500 (mg/kg/day)

UFA = 10x

UF]—[ = 10x

FQPA SF retained as UF.
= 10x.

NOAEL = 40 mg/kg/day

UFA = 10x

UFy = 10x

FQPA SF = 1x

NOAEL = 5 mg/kg/day

UFA = 10x

Acute RfD = 0.5 mg/kg/day
aPAD = 0.5 mg/kg/day

Chronic RfD = 0.4 mg/kg/
day.
cPAD = 0.4 mg/kg/day

Chronic RfD = 0.05 mg/kg/
day.

Acute neurotoxicity screening battery LOAEL = 500
mg/kg/day based on decreased motor activity in fe-
males. (The NOAEL is not identified.)

Rat developmental toxicity LOAEL = 120 mg/kg/day
based on findings of reduced ossification indicative
of delayed maturation, and the occurrence of

hydroureter.
Rat carcinogenicity study LOAEL = 30 mg/kg/day
based on male liver microscopic lesions

UFu = 10x
FQPA SF = 1x

cPAD = 0.05 mg/kg/day

(eosinophilic foci).

CaNCEer ..vveeeeeeeecieeeeeeeeeeins
(Oral, dermal, inhalation)

Weak and/or conflicting evidence of carcinogenicity in the rat and mouse; the chronic population-adjusted dose of
0.05 mg/kg/day will adequately account for all chronic effects, including carcinogenicity.

UFA = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members of the human population
(intraspecies). UF.. = use of a LOAEL to extrapolate a NOAEL. UFs = use of a short-term study for long-term risk assessment. FQPA SF = Food
Quality Protection Act Safety Factor. PAD = population adjusted dose (a = acute, ¢ = chronic). RfD = reference dose. LOC = level of concern.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to tepraloxydim, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing tepraloxydim tolerances in 40
CFR 180.573. EPA assessed dietary
exposures from tepraloxydim 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 tepraloxydim. As shown in the Table
above, EPA identified different points of
departure for assessing acute dietary
exposure for the general population
(including infants and children) and
women of childbearing age (13 to 49).

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
19941996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA assumed that residues are
present in all commodities at the
tolerance level and that 100% of
commodities are treated with
tepraloxydim.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
assumed that residues are present in all
commodities at the tolerance level and

that 100% of commodities are treated
with tepraloxydim.

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

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for tepraloxydim in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
tepraloxydim. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefedi1/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
tepraloxydim for acute exposures are
estimated to be 1.4 parts per billion
(ppb) for surface water and 0.002 ppb
for ground water. EDWCs for chronic
exposures for non-cancer assessments
are estimated to be 0.7 ppb for surface
water and 0.002 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 1.4 ppb was used
to assess the contribution to drinking
water. For chronic dietary risk
assessment, the water concentration of
value 0.7 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).
Tepraloxydim is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” EPA has not
found tepraloxydim to share a common
mechanism of toxicity with any other
substances, and tepraloxydim does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that
tepraloxydim 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


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

2. Prenatal and postnatal sensitivity.
As discussed in Unit III.A, there was
evidence of increased qualitative and
quantitative susceptibility of fetuses in
the rat developmental toxicity study.
There was no evidence of increased
susceptibility seen in the rabbit
developmental toxicity study or multi-
generation rat reproduction study. The
degree of concern is low for the
increased susceptibility seen in the
developmental study in rats (prenatal
exposure), since a clear NOAEL/LOAEL
was established for developmental
toxicity and the endpoints of concern
are used to assess exposure for the most
sensitive population of concern (i.e.,
Females 13to 49). There is no residual
uncertainty for prenatal and/or
postnatal toxicity.

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 for all exposure
scenarios, except acute dietary exposure
of the general population.

A 10x FQPA Safety Factor in the form
of a UFy is retained for assessing acute
dietary risk for the general population,
including infants and children, to
account for the uncertainty resulting
from using a LOAEL, rather than a
NOAEL, as the POD (i.e., a NOAEL was
not identified in the critical study). The
critical effect (decreased motor activity
in females) observed at the LOAEL of
500 mg/kg/day in the acute
neurotoxicity study was neither severe
nor irreversible; and the dose-
responsive decrease in motor activity
was observed in females on Day 0 in the
absence of any other treatment-related
clinical signs (including functional
observation battery) or
neurohistopathological effects. The
dose-response relationship of
tepraloxydim indicates that an
uncertainty factor of 10x is sufficiently
protective against the critical effect and
any other adverse effects at the aRfD.

The decision to reduce the FQPA SF
to 1x for all other exposure scenarios is
based on the following findings:

i. The toxicity database is complete
except for immunotoxicity testing
(OPPTS Guideline 870.7800). Recent
changes to 40 CFR part 158 make this
testing required for pesticide
registration. In the absence of specific
immunotoxicity studies, EPA has
evaluated the available tepraloxydim
toxicity database to determine whether
an additional database uncertainty
factor is needed to account for potential
immunotoxicity. No evidence of
immunotoxicity was found. Treatment-
related effects seen in the spleen
(splenic hematopoiesis) and bone
marrow (hyperplasia) are compensatory
responses to tepraloxydim-induced
hemolytic anemia.

Considering the lack of evidence of
immunotoxicity in the database for
tepraloxydim, EPA does not believe that
conducting an immunotoxicity study
will result in a NOAEL less than that (5
mg/kg/day) used to derive the current
cRID. Consequently, the EPA believes
the existing data are sufficient for
endpoint selection for exposure/risk
assessment purposes and for evaluation
of the requirements under the FQPA,
and an additional database uncertainty
factor is unnecessary.

ii. In both the acute and subchronic
rat neurotoxicity studies, there were
mild changes in motor activity and grip
strength indices. However, EPA has
concluded that there is no need for a
developmental neurotoxicity (DNT)
study or additional UFs to account for
neurotoxicity, based on the following
considerations:

o Neurotoxic effects were seen at high
doses of 500 mg/kg (%4 of the limit
dose), 1,000 mg/kg, and 2,000 mg/kg
following bolus (gavage) dosing in the
acute neurotoxicity study and at 428
mg/kg/day in males and 513 mg/kg/day
in females following dietary
administration in the subchronic
neurotoxicity study.

¢ In the two-generation reproduction
study, no clinical signs indicative of
neurotoxicity were seen in the parental
animals or offspring; nor was there
evidence for increased susceptibility of
offspring.

¢ Because a DNT study would
necessarily be conducted at high doses
in order to elicit neurotoxicity, it would
not yield a POD lower than those
currently used for acute (40 mg/kg
[aPAD = 0.40 mg/kg] and 500 mg/kg
[cPAD = 0.5 mg/kg]) and chronic (5 mg/
kg/day) risk assessments.

iii. Although there was evidence of
increased qualitative and quantitative
susceptibility of fetuses in the rat
developmental toxicity study, the
concern for the increased susceptibility
is low, and EPA did not identify any

residual uncertainties after establishing
toxicity endpoints and traditional UFs
to be used in the risk assessment of
tepraloxydim.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100% crop
treated (CT) and tolerance-level
residues. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to tepraloxydim in
drinking water. These assessments will
not underestimate the exposure and
risks posed by tepraloxydim.

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 aPAD and 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
tepraloxydim will occupy 2.2% of the
aPAD for children, 1 to 2 years old, the
population group receiving the greatest
exposure. The acute dietary exposure
from food and water to tepraloxydim
will occupy 1.0% or less of the aPAD for
all other population subgroups,
including females 13 to 49 years old.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to tepraloxydim
from food and water will utilize 9.6% of
the cPAD for children, 1 to 2 years old,
the population group receiving the
greatest exposure. There are no
residential uses for tepraloxydim.

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,
tepraloxydim 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
chronic dietary exposure has already
been assessed under the appropriately
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protective cPAD (which is at least as
protective as the POD used to assess
short-term risk), no further assessment
of short-term risk is necessary, and EPA
relies on the chronic dietary risk
assessment for evaluating short-term
risk for tepraloxydim.

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

5. Aggregate cancer risk for U.S.
population. Based on the results of two
adequate rodent carcinogenicity studies
and the explanation given in Unit IIL.A,
tepraloxydim 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
tepraloxydim residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography/mass spectrometry
(GC/MS) BASF Analytical Method
D9701/1) 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 U.N.
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 tepraloxydim.

C. Revisions to Petitioned-For
Tolerances

EPA has reduced the proposed
tolerance for Sunflower subgroup 20B
from 0.25 ppm to 0.20 ppm to
harmonize with the established MRL in
Canada. Since the highest average field
trial residue and maximum field trial
residue for sunflower seed were 0.14
ppm and 0.18 ppm, respectively, EPA
has determined that the Canadian level
is adequate to cover expected residues
on commodities in subgroup 20B.

EPA is also revising the introductory
text of § 180.573(a)(1), (a)(2) and (c),
which contain the tolerance expression
for the existing and new tolerances, to
clarify the chemical moieties that are
covered by the tolerances and specify
how compliance with the tolerances is
to be determined. Tolerances for plant
commodities are currently expressed in
terms of the combined residues
tepraloxydim, 2-[1-[[[(2E)-3-chloro-2-
propen-1-ylJoxylimino]propyl]-3-
hydroxy-5-(tetrahydro-2H-pyran-4-yl)-2-
cyclohexen-1-one, and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim. Livestock tolerances are
currently expressed in terms of the
combined residues of tepraloxydim and
its metabolites convertible to GP, OH-
GP, and GL (3-(2-oyotetrahydropyran-4-
yl)-1,5-dioic acid), calculated as
tepraloxydim. The tolerance expression
for plants is being revised to make clear
that the tolerances cover residues of
tepraloxydim, including its metabolites
and degradates, but that compliance
with the tolerances is to be determined
by measuring only the combined
residues of tepraloxydim and its
metabolites convertible to GP and OH—
GP, calculated as tepraloxydim.
Similarly, the tolerance expression for
livestock commodities is being revised
to clarify that the tolerances cover
residues of tepraloxydim, including its

metabolites and degradates, but that
compliance with the tolerance levels
will be determined by measuring only
the combined residues of tepraloxydim
and its metabolites convertible to GP,
OH-GP, and GL, calculated as
tepraloxydim. EPA has determined that
it is reasonable to make these changes
final without prior proposal and
opportunity for comment, because
public comment is not necessary, in that
the changes have no substantive effect
on the tolerances, but rather are merely
intended to clarify the existing tolerance
expressions.

Finally, EPA is removing established
tolerances for residues of tepraloxydim
on “Lentil, seed” and ‘Pea, dry, seed”
because residues on these commodities
are covered by the new tolerances for
residues of tepraloxydim on the pea and
bean subgroup 6C.

V. Conclusion

Therefore, the established tolerances
for residues of tepraloxydim on “Lentil,
seed” and “Pea, dry, seed” are removed,
and new tolerances are established for
residues of tepraloxydim, including its
metabolites and degradates, in or on
“Pea and bean, dried shelled, except
soybean, subgroup 6C”’ and “Sunflower
subgroup 20B” as set forth in the
regulatory text.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA 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
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under section 408(d) of FFDCA, such as
the tolerances in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. 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) (Pub. L. 104-4).

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), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. 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 this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

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

Dated: December 14, 2011.
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. Amend § 180.573 as follows:
m a. Revise the introductory text in
paragraphs (a)(1), (a)(2), and (c);
m b. Remove the commodities ‘“‘Lentil,
seed” and “‘Pea, dry, seed” from the
table in paragraph (a)(1);
m c. Add alphabetically the
commodities “Pea and bean, dried
shelled, except soybean, subgroup 6C”
and “‘Sunflower subgroup 20B” and add
footnote 1 to the table in paragraph
(a)(1).

The revised and added text read as
follows:

§180.573 Tepraloxydim; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of
tepraloxydim, including its metabolites
and degradates, in or on the
commodities in the table below.
Compliance with the tolerance levels
specified below is to be determined by
measuring only the combined residues
of tepraloxydim, (2-[1-[[[(2E)-3-chloro-2-
propen-1-yljoxylimino]propyl]-3-
hydroxy-5-(tetrahydro-2 H-pyran-4-yl)-2-
cyclohexen-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on the commodities.

Parts per

Commodity million

* * * *

Pea and bean, dried shelled, ex-

cept soybean, subgroup 6C1 .... 0.10
Sunflower subgroup 20B1 ............ 0.20

1There are no U.S. registrations for com-
modities in this subgroup.

(2) Tolerances are established for
residues of tepraloxydim, including its
metabolites and degradates, in or on the
commodities in the table below.
Compliance with the tolerance levels

specified below is to be determined by
measuring only the combined residues
of tepraloxydim (2-[1-[[[(2E)-3-chloro-2-
propen-1-ylloxylimino]propyll-3-
hydroxy-5-(tetrahydro-2 H-pyran-4-yl)-2-
cyclohexen-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), OH-GP (3-
hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), and GL (3-(2-
oxotetrahydropyran-4-yl)-1,5-dioic
acid), calculated as tepraloxydim, in or

on the commodities.
* * * * *

(c) Tolerances with regional
registrations. A tolerance with regional
registration, as defined in § 180.1(1), is
established for residues of
tepraloxydim, including its metabolites
and degradates, in or on the
commodities in the table below.
Compliance with the tolerance levels
specified below is to be determined by
measuring only the combined residues
of tepraloxydim (2-[1-[[[(2E)-3-chloro-2-
propen-1-yl]oxylimino]propyll-3-
hydroxy-5-(tetrahydro-2 H-pyran-4-yl)-2-
cyclohexen-1-one) and its metabolites
convertible to GP (3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid) and OH-GP
(3-hydroxy-3-(tetrahydropyran-4-
yl)pentane-1,5-dioic acid), calculated as
tepraloxydim, in or on the commodities.
[FR Doc. 201133477 Filed 12-29-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2011-0283; FRL-9330-1]
Cyhalofop-butyl; Pesticide Tolerances

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

SUMMARY: This regulation amends
tolerances for residues of cyhalofop-
butyl in or on rice, grain and rice, wild,
grain. Dow AgroSciences, LLC requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective
December 30, 2011. Objections and
requests for hearings must be received
on or before February 28, 2012, 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: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2011-0283. All documents in the
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docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Kathryn V. Montague, Registration
Division (7505P), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave, NW.,
Washington, DC 20460-0001; telephone
number: (703) 305—1243; email address:
montague.kathryn@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this action apply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

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

You may access a frequently updated
electronic version of 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-2011-0283 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before February 28, 2012. 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 that does not
contain any 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 a copy of
your non-CBI objection or hearing
request, identified by docket ID number
EPA-HQ-0OPP-2011-0283, by one of
the following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave. NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Faci