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Presidential Documents

Title 3—

The President

[FR Doc. 2010-23557
Filed 9-17-10; 8:45 am]
Billing code 3195-W0-P

Notice of September 16, 2010

Continuation of the National Emergency With Respect to Per-
sons Who Commit, Threaten to Commit, or Support Ter-
rorism

On September 23, 2001, by Executive Order 13224, the President declared
a national emergency with respect to persons who commit, threaten to
commit, or support terrorism, pursuant to the International Emergency Eco-
nomic Powers Act (50 U.S.C. 1701-1706). The President took this action
to deal with the unusual and extraordinary threat to the national security,
foreign policy, and economy of the United States constituted by the grave
acts of terrorism and threats of terrorism committed by foreign terrorists,
including the terrorist attacks on September 11, 2001, in New York and
Pennsylvania, and against the Pentagon, and the continuing and immediate
threat of further attacks against United States nationals or the United States.
Because the actions of persons who commit, threaten to commit, or support
terrorism continue to pose an unusual and extraordinary threat to the national
security, foreign policy, and economy of the United States, the national
emergency declared on September 23, 2001, and the measures adopted on
that date to deal with that emergency, must continue in effect beyond
September 23, 2010. Therefore, in accordance with section 202(d) of the
National Emergencies Act (50 U.S.C. 1622(d)), I am continuing for 1 year
the national emergency with respect to persons who commit, threaten to
commit, or support terrorism.

This notice shall be published in the Federal Register and transmitted to
the Congress.

THE WHITE HOUSE,
September 16, 2010.
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 930

[Doc. No. AMS-FV-10-0029; FV10-930-2
FR]

Tart Cherries Grown in the States of
Michigan, et al.; Increased Assessment
Rate for the 2010-2011 Crop Year for
Tart Cherries

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This rule increases the
assessment rate established for the
Cherry Industry Administrative Board
(Board) for the 2010-2011 fiscal period
from $0.0066 to $0.0075 per pound of
assessable tart cherries. The Board
locally administers the marketing order
which regulates the handling of tart
cherries grown in Michigan, New York,
Oregon, Pennsylvania, Utah,
Washington, and Wisconsin.
Assessments upon tart cherry handlers
are used by the Board to fund
reasonable and necessary expenses of
the program. The 2010-2011 fiscal
period year begins October 1, 2010. The
assessment rate will remain in effect
indefinitely unless modified,
suspended, or terminated.

DATES: Effective Date: September 21,
2010.

FOR FURTHER INFORMATION CONTACT:
Kenneth G. Johnson, DC Marketing
Field Office, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA;
Telephone: (301) 734-5243, Fax: (301)
734-5275; E-mail:
Kenneth.Johnson@ams.usda.gov.
Small businesses may request
information on complying with this
regulation by contacting Antoinette
Carter, Marketing Order Administration

Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW., STOP 0237, Washington,
DC 20250-0237; Telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Antoinette.Carter@ams.usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
and Order No. 930 (7 CFR part 930),
regulating the handling of tart cherries
produced in the States of Michigan,
New York, Pennsylvania, Oregon, Utah,
Washington, and Wisconsin, hereinafter
referred to as the “order.” The order is
effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), hereinafter
referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order
provisions now in effect, tart cherry
handlers are subject to assessments.
Funds to administer the order are
derived from such assessments. It is
intended that the assessment rate as
issued herein will be applicable to all
assessable tart cherries beginning
October 1, 2010, and continue until
amended, suspended, or terminated.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempt therefrom. Such handler
is afforded the opportunity for a hearing
on the petition. After the hearing, USDA
would rule on the petition. The Act
provides that the district court of the
United States in any district in which
the handler is an inhabitant, or has his
or her principal place of business, has
jurisdiction to review USDA’s ruling on
the petition, provided an action is filed
not later than 20 days after the date of
the entry of the ruling.

This rule increases the assessment
rate established for the Board for the
2010-2011 and subsequent fiscal
periods from $0.0066 to $0.0075 per
pound of assessable tart cherries. The
2010-2011 fiscal period begins on

October 1, 2010, and ends on September
30, 2011.

The tart cherry marketing order
provides authority for the Board, with
the approval of USDA, to formulate an
annual budget of expenses and collect
assessments from handlers to administer
the program. The members of the Board
are producers and handlers of tart
cherries. They are familiar with the
Board’s needs and with the costs for
goods and services in their local area
and are thus in a position to formulate
an appropriate budget and assessment
rate. The assessment rate is formulated
and discussed in a public meeting.
Thus, all directly affected persons have
an opportunity to participate and
provide input.

Authority to fix the rate of assessment
to be paid by each handler and for the
Board to collect such assessments
appears in § 930.41 of the order. That
section also provides that each part of
an assessment rate intended to cover
administrative costs and research and
promotional costs be identified. Section
930.48 of the order provides that the
Board, with the approval of the USDA,
may establish or provide for the
establishment of production research,
market research and development, and/
or promotional activities designed to
assist, improve, or promote the
marketing, distribution, consumption,
or efficient production of cherries. The
expense of such projects is paid from
funds collected pursuant to § 930.41
(Assessments), or from such other funds
as approved by the USDA.

For the 2006-2007 fiscal year, the
Board recommended, and USDA
approved, an assessment rate of $0.0066
per pound of tart cherries handled that
would continue in effect from fiscal
period to fiscal period unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Board or other
information available to USDA.

The Board met on January 26, 2010,
and recommended 2010-2011
expenditures of $1,665,000 and an
assessment rate of $0.0075 per pound of
tart cherries. The Board’s
recommendation was unanimous. In
comparison, last year’s budgeted
expenses were $1,558,900. The Board
recommended that the assessment rate
be increased to cover increases in
administrative expenses. The
assessment rate has not been increased
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in four years. The current assessment
rate to cover administrative costs is
$0.0016. The increase will raise the
assessment rate for administrative
expenses to $0.0025. In addition, a
portion of the assessment rate ($0.005
per pound of cherries) will continue to
fund the Board’s research and
promotion program. The total
assessment rate for 2010-2011 and
beyond will be $0.0075, an increase of
approximately 14 percent over the
current rate of $0.0066.

The major expenditures
recommended by the Board for the
2010-2011 year include $1,150,000 for
promotion, $213,000 for personnel,
$109,000 for compliance, $102,000 for
office expenses, $86,000 for Board
meetings, and $5,000 for industry
educational efforts. Budgeted expenses
for major items in 2009-2010 were
$1,150,000 for promotion, $175,900 for
personnel, $92,800 for Board meetings,
$44,200 for compliance, $58,400 for
office expenses, and $2,500 for industry
educational efforts, respectively.

In deriving the recommended
assessment rate, the Board estimated
assessable tart cherry production for the
fiscal period at 230 million pounds.
Therefore, total assessment income for
2010-2011 is estimated at $1,725,000
(230 million pounds x $0.0075). This
will be adequate to cover budgeted
expenses. Any excess funds will be
placed in the financial reserve, which is
estimated to be $267,000, well within
the approximately six months’ operating
expenses as required by § 930.42(a).

The assessment rate established in
this rule will continue in effect
indefinitely unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Board or other
available information.

Although the assessment rate will be
effective for an indefinite period, the
Board will continue to meet prior to or
during each fiscal period to recommend
a budget of expenses and consider
recommendations for modification of
the assessment rate. The dates and times
of Board meetings are available from the
Board or the USDA. Board meetings are
open to the public and interested
persons may express their views at these
meetings. USDA will evaluate Board
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking will be
undertaken as necessary. The Board’s
2010-2011 budget and those for
subsequent fiscal periods will be
reviewed and, as appropriate, approved
by the USDA.

Final Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) (5
U.S.C. 601-612), the Agricultural
Marketing Service (AMS) has
considered the economic impact of this
action on small entities. Accordingly,
AMS has prepared this final regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf.

There are approximately 40 handlers
of tart cherries who are subject to
regulation under the tart cherry
marketing order and approximately 600
producers of tart cherries in the
regulated area. Small agricultural
service firms, which includes handlers,
have been defined by the Small
Business Administration (SBA) (13 CFR
121.201) as those having annual receipts
of less than $7,000,000, and small
agricultural producers are defined as
those having annual receipts of less than
$750,000. A majority of the producers
and handlers are considered small
entities under SBA’s standards.

The principal demand for tart cherries
is in the form of processed products.
Tart cherries are dried, frozen, canned,
juiced, and pureed. During the period
1997/98 through 2008/09,
approximately 96 percent of the U.S.
tart cherry crop, or 244.4 million
pounds, was processed annually. Of the
244.4 million pounds of tart cherries
processed, 61 percent was frozen, 27
percent was canned, and 12 percent was
utilized for juice and other products.

Based on National Agricultural
Statistics Service data, acreage in the
United States devoted to tart cherry
production has been trending
downward. Bearing acreage has
declined from a high of 50,050 acres in
1987/88 to 34,650 acres in 2008/09. This
represents a 31 percent decrease in total
bearing acres. Michigan leads the nation
in tart cherry acreage with 70 percent of
the total and produces about 75 percent
of the U.S. tart cherry crop each year.

This rule increases the assessment
rate established for the Board for the
2010-2011 and subsequent fiscal
periods from $0.0066 to $0.0075 per
pound of assessable tart cherries. The
2010-2011 fiscal period begins on
October 1, 2010, and ends on September
30, 2011.

The Board discussed continuing the
existing assessment rate, but concluded
that the rate needed to be increased in
order to meet recommended expenses.
The assessment rate has not been
increased for four years.

A review of preliminary information
pertaining to the upcoming fiscal period
indicates that the grower price for tart
cherries for the 2010-2011 season could
range between $0.15 and $0.20 per
pound. Therefore, the estimated
assessment revenue for the 2010-2011
fiscal period is expected to range
between 3.75 and 5 percent of grower
revenue.

This action increases the assessment
obligation imposed on handlers. While
assessments impose some additional
costs on handlers, the costs are minimal
and uniform on all handlers. Some of
the additional costs may be passed on
to producers. However, these costs will
be offset by the benefits derived by the
operation of the marketing order. In
addition, the Board’s meeting was
widely publicized throughout the tart
cherry industry and all interested
persons were invited to attend the
meeting and participate in Board
deliberations on all issues. Like all
Board meetings, all entities, both large
and small, were able to express views
on this issue. Finally, interested persons
are invited to submit information on the
regulatory and informational impacts of
this action on small businesses.

This rule will impose no additional
reporting or recordkeeping requirements
on either small or large tart cherry
handlers. As with all Federal marketing
order programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies. As noted in the initial
regulatory flexibility analysis, USDA
has not identified any relevant Federal
rules that duplicate, overlap, or conflict
with this final rule.

AMS 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.

A proposed rule concerning this
action was published in the Federal
Register on May 27, 2010 (75 FR 29684).
Copies of the proposed rule were also
mailed or sent via facsimile to all tart
cherry handlers. Finally, the proposal
was made available through the Internet
by USDA and the Office of the Federal
Register. A 60-day comment period
ending July 26, 2010, was provided for
interested persons to respond to the
proposal. No comments were received.
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A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
AMSv1.0/ams.fetchTemplate
Data.do?template=TemplateN&page=
MarketingOrdersSmallBusinessGuide.
Any questions about the compliance
guide should be sent to Antoinette
Carter at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Board and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because the 2010-2011 fiscal period
begins October 1, 2010, and the
marketing order requires that the rate of
assessment for each fiscal period apply
to all assessable tart cherries handled
during such fiscal period and the Board
incurs expenses on a continuing basis.
Further, handlers are aware of this
action which was unanimously
recommended by the Board at a public
meeting. Also, a 60-day comment period
was provided for the proposed rule.

List of Subjects in 7 CFR Part 930

Marketing agreements, Reporting and
recordkeeping requirements, Tart
cherries.

For the reasons set forth in the
preamble, 7 CFR part 930 is amended as
follows:

PART 930—TART CHERRIES GROWN
IN THE STATES OF MICHIGAN, NEW
YORK, PENNSYLVANIA, OREGON,
UTAH, WASHINGTON, AND
WISCONSIN

m 1. The authority citation for 7 CFR
part 930 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2. Section 930.200 is revised to read
as follows:

§930.200 Assessment rate.

On and after October 1, 2010, the
assessment rate imposed on handlers
shall be $0.0075 per pound of tart
cherries grown in the production area
and utilized in the production of tart
cherry products. Included in this rate is
$0.005 per pound of cherries to cover
the cost of the research and promotion
program and $0.0025 per pound of

cherries to cover administrative
expenses.

Dated: September 13, 2010.
David R. Shipman,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 2010-23336 Filed 9-17-10; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1 and 602
[Docket No. TD-9497]

RIN 1545-BI97

Guidance Regarding Deferred
Discharge of Indebtedness Income of
Corporations and Deferred Original
Issue Discount Deductions

Correction

In rule document 2010-20060
beginning on page 49394 in the issue of
Friday, August 13, 2010 make the
following corrections:

1. On page 49397, in the third
column, the heading should read “2.
Exception for Distributions and
Charitable Contributions Consistent
with Historical Practice —In General”.

2. On page 49400, in the third
column, in the second full paragraph, in
line six “occurring prior to August 11,
2010 by taking a return position
consistent with these provisions” should
read “occurring prior to August 11,
2010, by taking a return position
consistent with these provisions”.

§1.108(i)-0T [Corrected]

3. On page 49402, in the second
column, (b)(2)(i), on the fifth line, “2010
However, an electing corporation ”
should read “2010. However, an electing
corporation”.

§1.108(i)-1T [Corrected]

4. On page 49403, in the first column,
(b)(2)(B)(iv), in line six “deemed
dividend all the earnings and” should
read “deemed dividend the all earnings
and”.

[FR Doc. C1-2010-20060 Filed 9-17-10; 8:45 am]
BILLING CODE 1505-01-D

OFFICE OF THE DIRECTOR OF
NATIONAL INTELLIGENCE

32 CFR Part 1701

Privacy Act Systems of Records

AGENCY: Office of the Director of
National Intelligence.
ACTION: Final rule.

SUMMARY: The Office of the Director of
National Intelligence (ODNI) is issuing a
final rule exempting fourteen (14) new
systems of records from subsections
(c)(3); (d)(1), (2), (3), (4); (e)(1) and
(e)(4)(G), (H), (I); and (f) of the Privacy
Act, pursuant to 5 U.S.C. 552a(k). The
ODNI published a notice and a
proposed rule implementing these
exemptions on April 2, 2010. The
enumerated exemptions will be invoked
on a case-by-case basis, as necessary to
preclude interference with
investigatory, intelligence and
counterterrorism functions and
responsibilities of the ODNI. This
document addresses comments received
regarding the proposed rule as applied
to the fourteen new systems of records.
DATES: This final rule is effective
September 20, 2010.

FOR FURTHER INFORMATION CONTACT: MTr.
John F. Hackett, Director, Information
Management, 703—-275-2215.
SUPPLEMENTARY INFORMATION:

Background

On April 2, 2010, the Office of the
Director of National Intelligence (ODNI)
published notice of fourteen new
Privacy Act systems of records:
Manuscript, Presentation and Resume
Review Records (ODNI-01), Executive
Secretary Action Management System
Records (ODNI-02), Public Affairs
Office Records (ODNI-03), Office of
Legislative Affairs Records (ODNI-04),
ODNI Guest Speaker Records (ODNI-
05), Office of General Counsel Records
(ODNI-06), Analytic Resources Catalog
(ODNI-07), Intelligence Community
Customer Registry Records, (ODNI-09),
EEO and Diversity Office Records
(ODNI-10), Office of Protocol Records
(ODNI-11), IC Security Clearance and
Access Approval Repository (ODNI-12),
Security Clearance Reform Research
Records (ODNI-13), Civil Liberties and
Privacy Office Complaint Records
(ODNI-14), National Intelligence
Council Consultation Records (ODNI-
15). These systems of records contain
records that range from Unclassified to
Top Secret. Accordingly, in conjunction
with publication of these systems
notices, the ODNI initiated a rulemaking
to exempt the systems, in relevant part,
from various provisions of the Privacy
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Act (enumerated above), pursuant to
exemption authority afforded the head
of the agency by subsection (j) of the
Privacy Act. The systems notices and
proposed exemption rule are published
at 75 FR 16853 and 16698.

Public Comments

The ODNI received comments on its
proposed rule and notice of fourteen
systems of records from the Electronic
Privacy Information Center (EPIC).
EPIC’s concerns and ODNI’s responses
are set forth below. The full text of
EPIC’s comments are posted at that
organization’s Web site, http://
www.EPIC.org. In general, EPIC
questions the appropriateness of the
ODNTI’s proposal on national security
grounds to exempt these systems of
records from various provisions of the
Privacy Act that embody fundamental
tenets of information privacy.

In light of EPIC’s comments, the ODNI
re-examined the systems notices, the
nature of the records maintained, and
the exemptions proposed. ODNI is
sensitive to EPIC’s view that the
fourteen new system notices on their
face do not obviously implicate
intelligence equities, including the
counterterrorism mission of one of
ODNTI’s major components, the National
Counterterrorism Center (NCTC).
However we conclude that EPIC has not
considered the possible inclusion of
classified records in these systems,
which the exemptions invoked are
intended to protect.

ODNI has determined that the
comments received do not warrant
changing the proposed exemptions or
systems notices prior to
implementation. Read in conjunction
with the ODNI’s Exemption Policies, as
set forth in section 1701.20 of the
ODNTI’s Privacy Act Regulations,
published at 32 CFR part 1701, the
fourteen new systems notices reflect
that ODNI seeks to serve, whenever
feasible, the dual imperatives of
maximizing individual record subjects’
participation in maintenance of the
records and of protecting important
intelligence equities.

Detailed Response

EPIC’s comments reflect concern
about ODNTI’s action to exempt the new
systems of records from the accounting,
access, amendment, redress and
accuracy provisions of the Privacy Act,
as well as from the requirements to
establish and make public the
procedures by which individuals may
seek access to records about themselves.
EPIC observes that the referenced
provisions of the Privacy Act fulfill the
important objective of promoting

accountability, responsibility, oversight
and openness with respect to the federal
government’s maintenance of personal
information. The ODNI also supports
fair information principles and, as a
matter of published policy, honors these
principles to the full extent
circumstances permit.

ODNI maintains that its proposed rule
is consistent with privacy principles for
the following reasons:

1. ODNI policy is to apply exemptions
narrowly.

EPIC’s main concern is that ODNI will
rely on the stated exemptions to exempt
apparently non-sensitive records on a
blanket basis, thus denying record
subjects important provisions of the
Privacy Act.

On initial review, and as confirmed
on re-examination, we have determined
that these systems of records may
contain sensitive records. Therefore, in
practice, claiming the exemption is a
prophylactic measure enabling the
ODNI to protect intelligence equities
(e.g., sources, methods, subjects of
intelligence interest) when national
security considerations dictate.
However, record subjects will still be
able to obtain access to non-sensitive
records. Each published system notice
expansively describes notification
procedures, record access procedures,
contesting record procedures and record
source categories. In addition, each
systems notice references the ODNI
Privacy Act Regulation, which also fully
describes these procedures. 32 CFR Part
1701.

Published ODNI policy on exercising
exemptions provides that an asserted
exemption applies only to records that
meet the exemption criteria, and that,
even then, discretion is retained to
supersede the exemption where
complying with a request for access
would not interfere with or adversely
affect a counterterrorism or law
enforcement interest, or otherwise
violate applicable law.1

The ODNI Office of Information
Management (IM) conducts access/
disclosure reviews under the Privacy
Act and the Freedom of Information
Act, as well as pre-publication review
pursuant to IC elements’ secrecy

1See §1701.20 of ODNI’s Privacy Act Regulation
(32 CFR).

Additionally, in its Notice to Establish Systems
of Records (75 FR 16853, April 2, 2010), ODNI
indicated in the Supplementary Information section
of the Notice that it would apply the exemption
only as specifically necessary, and not as a blanket
exclusion: “To protect classified and sensitive
personnel or law enforcement information
contained in these systems, the Director of National
Intelligence is proposing to exempt these systems
of records from certain portions of the Privacy Act
where necessary, as permitted by law.”

agreements. IM personnel are trained
classification specialists who conduct
detailed reviews to ensure record
subject/requester access to information
in accordance with this policy and fair
information principles, to include an
accounting of disclosures under
subsection (c)(3).

The systems notices, read in
conjunction with the Privacy Act
regulation, show that ODNI intends to
provide record subjects access to
records about them to the extent feasible
on a case-by-case basis, and not to rely
on a blanket assertion of an exemption
to preclude access.

2. Material may be classified for
national security reasons pursuant to
Executive Order.

As noted, the fourteen new system
notices potentially include records
specifically authorized under criteria
established by an Executive order to be
kept secret in the interest of national
defense or foreign policy or that are in
fact properly classified pursuant to such
Executive order. Such records are
exempt from the operation of Section
552 of Title 5 of the United States Code,
see 5 U.S.C. 552(b)(1), and subsection
(k)(1) of the Privacy Act specifically
contemplates exemption under this
circumstance.

EPIC cites the Public Affairs Office
Records, the Executive Secretary Action
Management System Records and the
Civil Liberties and Privacy Office
Complaint Records as examples of
ODNTI’s excessive use of exemption
authority. Our review has determined
that each of these systems of records, as
well as the other eleven, could contain
classified records retrieved by a record
subject’s name or unique identifier.

The exemption permits ODNI to
protect access to the classified material
and thereby prevent compromise of
sensitive national security-related
information. ODNI policy would be to
provide the record subject access to the
entirety of non-classified records
(subject to the “mosaic” analysis),? as
well as to portions of classified records
that, upon line-by-line review, have
been determined not to implicate
national security interests.

3. No per se exclusion from redress.

EPIC comments that ODNI
inappropriately seeks to bar record
subjects from challenging denial of an
access request. The Privacy Act,
subsection (g)(1)(B), does not permit
agencies to exempt themselves from
access challenges; ODNI agrees that

2Non-classified data points that, taken together,
create a mosaic disclosing a matter properly
classifiable under an Executive Order would be
withheld from access.
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precluding individuals from challenging
the basis of a denial to a request for
access to information would violate
information fairness principles.
Subsection (g)(3)(A) of the Privacy Act
provides for de novo review of such
denial, including in camera examination
of records to ensure consistency with
the claimed basis for exemption from
access, i.e., that the records reflect a
national security interest subject to
classification under Executive order, or
that access would disclose to the subject
the identity of a confidential source of
information in the record (judgments
contemplated by subsections (k)(1), (2)
and (5) of the Act). ODNI does not seek
to deny record subjects the basic right

to challenge access determinations.

However, EPIC’s position that ODNI
should afford redress for all amendment
denials demands the impractical result
of requiring the agency to permit
“correction” of records to which it
properly has denied the subject access
based on expert judgments regarding
national security or witness/source
identification. This practice would
afford individuals “back-door” access to
records via amendment challenges.
Accordingly, ODNI will narrowly
construe the proposed exemption from
redress to apply only to denials to
amend exempt records (i.e., records that
are classified, or determined to be not
disclosable under other provisions of
subsection (k)).

4. ODNI does not use these systems of
records for decision-making about
record subjects.

EPIC articulates a concern that
subjects’ inability to access and amend
exempt records undermines the
fundamental principle (under
subsection (e)(5) of the Privacy Act) that
records used in making agency
determinations about record subjects
must be sufficiently accurate, relevant,
timely and complete to ensure fairness
to the individual.

ODNI does not in fact propose to
exempt its fourteen new SORNs from
the (e)(5) requirement. Indeed,
subsection (k) of the Privacy Act does
not permit exemption from subsection
(e)(5).3 Additionally, records
maintained in these systems are not
used in personalized agency
determinations of the kind for which
access and amendment rights are
intended to ensure data accuracy and
relevance. With the possible exception
of the Civil Liberties and Privacy Office
Complaint Records, the Equal

3 Subsection (k) states that the head of any agency
may promulgate rules to exempt any system of
records with the agency from subsection (c)(3). (d).
(e)(1), (e)(4)(G)(H), and (I) and (f) of that section.

Employment Opportunity and Diversity
Office Records and the Office of General
Counsel records, the recently published
notices reflect agency internal
administrative functions, but not
activities “affecting the rights, benefits,
entitlements or opportunities (including
employment) of the individual).” ¢ By
and large, the systems at issue permit
the agency to track communications and
external relations using the record
subjects’ name as an easy “handle.”
They are record-keeping files, not
decision-making files. Where claims are
involved (civil liberties/privacy,
disability accommodations, or actions
against the agency), it is the record
subject who determines what facts to
report in the first instance, obviating
his/her need for a check on accuracy.
Nonetheless, the claimant/litigant
would receive all official administrative
or court filings, and obtain access to
other non-exempt records in the
pertinent system.

5. “Necessary and relevant” is a fluid
standard, properly subject to exemption.

The provision from which ODNI does
seek exemption is (e)(1): “Maintain [in
agency] records only such information
about an individual as is relevant and
necessary to accomplish a purpose of
the agency required to be accomplished
by statute or by executive order of the
President.” The purposes which these
systems serve are authorized by the
National Security Act of 1947 as
amended by the Intelligence Reform and
Terrorism Prevention Act of 2004, and
generally reflect routine agency
functions. Because of the transactional
nature of most of these systems,
relevance is a function of happenstance,
i.e., whatever communication is
received or transmitted, and can not be
determined once and for all time. The
information collected will not likely be
the same for every individual who is the
subject of a record in the system. With
respect to claims requiring investigation
(e.g., Givil Liberties/Privacy complaints)
relevance often can not be determined
until all materials have been collected
and analyzed. Moreover, because these
systems of records generally are house-
keeping-type files, and not likely to be
disclosed outside the agency or serve for
decision-making purposes, the
importance of “relevance” as a data
quality criterion is diminished.

6. Exemptions do not curtail subjects’
access to complaint status or
disposition.

4 Office of Management and Budget, Privacy Act
Implementation, Guidelines and Responsibilities,
Standards of Accuracy, Subsection (e)(5), 40 FR
28948, 28964 (July 9, 1975).

EPIC is especially troubled by ODNI’s
proposal to exempt the Civil Liberties
and Privacy Office Complaint Records
(alleging violations of civil liberties or
privacy arising from an ODNI or IC
program or activity), and argues that:

[A]n individual who submitted a
complaint would not be able to view any
records pertaining to his complaint, such as
records of review, investigation, or
acknowledgement or disposition of
allegations received. A complainant would
be left without any means to inquire about
the status of his complaint or to help
facilitate the resolution of his complaint.

EPIC posits that, by virtue merely of
their being maintained in the exempt
system, all records would be shielded
from the subject’s access, including the
agency’s acknowledgment of receipt of
the complaint and any disposition of the
complaint. However, complainants
routinely receive acknowledgement of
receipt of their complaints, a copy of
which is maintained as part of the
complainants’ official records in the
noticed Privacy Act system of records.
Similarly, complainants receive notice
of resolution or disposition of their
cases, with as much specificity as is
feasible under the circumstances. The
Civil Liberties and Privacy Office
articulates in writing why the allegation
is, or is not, sustained by the facts as
presented by the complainant and as
investigated by the agency, and what the
ODNTI’s follow-on action may be (for
example, remedying a flaw or gap in
agency process that the complaint has
brought to light). The written
disposition is also maintained as part of
the official record in the noticed Privacy
Act system of records. ODNI would
provide access to these
acknowledgement and disposition
records at the complainant’s request.
The complainant would obtain access to
other portions of the complaint file as
well, to the extent they do not implicate
national security interests, and do not
reveal the identity of individuals
providing statements or information to
the investigation pursuant to assurances
of confidentiality.

ODNI believes that current policies
address EPIC’s concern that “the
complainant is left without any means
to inquire about the status of his
complaint.” Complainants may at any
time amend their statements, provide
additional facts or seek explanation
about the operative law, regulation or
policy allegedly violated. Indeed, the
exemption framework does not preclude
a complainant from inquiring about, or
learning of, the status of his complaint.
Nor does it preclude the ODNI from
seeking additional input from claimants.
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Final Rule: Implementation of
Exemption Rule and Systems Notices

After consideration of the public
comments, the ODNI has determined to
issue the proposed exemption rule in
final form and to implement the
fourteen new systems of records without
change. The exemptions proposed for
the fourteen noticed systems of records
are necessary and appropriate to protect
intelligence equities undergirding
ODNI’s mission and functions and
narrowly applied, they do so consistent
with privacy principles. By restrictively
construing the exemptions to apply only
to records that satisfy thresholds
articulated in subsection (k), ODNI
achieves the goal of balancing
intelligence-related equities with fair
information principles and values.

Regulatory Flexibility Act

This rule affects only the manner in
which ODNI collects and maintains
information about individuals. ODNI
certifies that this rulemaking does not
impact small entities and that analysis
under the Regulatory flexibility Act, 5
U.S.C. 601-612, is not required.

Small Entity Inquiries

The Small Business Regulatory
enforcement Fairness Act (SBREFA) of
1996 requires the ODNI to comply with
small entity requests for information
and advice about compliance with
statutes and regulations within the
ODNI jurisdiction. Any small entity that
has a question regarding this document
may address it to the information
contact listed above. Further
information regarding SBREFA is
available on the Small Business
Administration’s web page at http://
www.sba.gov/advo/laws/law-lib.html.

Paperwork Reduction Act

The Paperwork Reduction Act of 1995
944 U.S.C. 3507(d)) requires that the
ODNI consider the impact of paperwork
and other burdens imposed on the
public associated with the collection of
information. There are no information
collection requirements associated with
this rule and therefore no analysis of
burden is required.

Executive Order 12866, Regulatory
Planning and Review

This rule is not a “significant
regulatory action,” within the meaning
of Executive Order 12866. This rule will
not adversely affect the economy or a
sector of the economy in a material way;
will not create inconsistency with or
interfere with other agency action; will
not materially alter the budgetary
impact of entitlements, grants, fees or
loans or the right and obligations of

recipients thereof; or raise legal or
policy issues arising out of legal
mandates, the President’s priorities or
the principles set forth in the Executive
Order. Accordingly, further regulatory
evaluation is not required.

Unfunded Mandates

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, 109 Stat. 48 (Mar. 22, 1995),
requires Federal agencies to assess the
effects of certain regulatory actions on
State, local and tribal governments, and
the private sector. This rule imposes no
Federal mandate on any State, local or
tribal government or on the private
sector. Accordingly, no UMRA analysis
of economic and regulatory alternatives
is required.

Executive Order 13132, Federalism

Executive Order 13132 requires
agencies to examine the implications for
the distribution of power and
responsibilities among the various
levels of government resulting from
their rules. ODNI concludes that this
rule does not affect the rights, roles and
responsibilities of the States, involves
no preemption of State law and does not
limit state policymaking discretion. This
rule has no federalism implications as
defined by the Executive Order.

Environmental Impact

This rulemaking will not have a
significant effect on the human
environment under the provisions of the
National Environmental Policy Act of
1969 (NEPA), 42 U.S.C. 4321-4347.

Energy Impact

This rulemaking is not a major
regulatory action under the provisions
of the Energy Policy and Conservation
Act (EPCA), Public Law 94-163) as
amended, 42 U.S.C. 6362.

List of Subjects in 32 CFR Part 1701

Records and Privacy Act.

m For the reasons set forth above, ODNI
amends 32 CFR part 1701 as follows:

PART 1701—ADMINISTRATION OF
RECORDS UNDER THE PRIVACY ACT
OF 1974

m 1. The authority citation for part 1701
continues to read as follows:

Authority: 50 U.S.C. 401-442; 5 U.S.C.
552a.

Subpart B—[AMENDED]

m 2. Add § 1701.24 to subpart B to read
as follows:

§1701.24 Exemption of Office of the
Director of National Intelligence (ODNI)
systems of records.

(a) The ODNI exempts the following
systems of records from the
requirements of subsections (c)(3);
(d)(1),(2),(3) and (4); (e)(1);
(e)(4)(G),H),(D); and (f) of the Privacy
Act to the extent that information in the
system is subject to exemption pursuant
subsections (k)(1), (k)(2) or (k)(5) of the
Act as noted in the individual systems
notices:

(1) Manuscript, Presentation and
Resume Review Records (ODNI-01).

(2) Executive Secretary Action
Management System Records (ODNI-
02).

(3) Public Affairs Office Records
(ODNI-03).

(4) Office of Legislative Affairs
Records (ODNI-04).

(5) ODNI Guest Speaker Records
(ODNI-05).

(6) Office of General Counsel Records
(ODNI-06).

(7) Analytic Resources Catalog
(ODNI-07).

(8) Intelligence Community Customer
Registry (ODNI-09).

(9) EEO and Diversity Office Records
(ODNI-10).

(10) Office of Protocol Records
(ODNI-11).

(11) IC Security Clearance and Access
Approval Repository (ODNI-12).

(12) Security Clearance Reform
Research Records (ODNI-13).

(13) Civil Liberties and Privacy Office
Complaint Records (ODNI-14).

(14) National Intelligence Council
Records (ODNI-15).

(b) Exemption of records in theses
systems from any or all of the
enumerated requirements may be
necessary for the following reasons:

(1) From subsection (c)(3) (accounting
of disclosures) because an accounting of
disclosures from records concerning the
record subject would specifically reveal
an intelligence or investigative interest
on the part of the ODNI or recipient
agency and could result in release of
properly classified national security or
foreign policy information.

(2) From subsections (d)(1), (2), (3)
and (4) (record subject’s right to access
and amend records) because affording
access and amendment rights could
alert the record subject to the
investigative interest of intelligence or
law enforcement agencies or
compromise sensitive information
classified in the interest of national
security. In the absence of a national
security basis for exemption, records in
this system may be exempted from
access and amendment to the extent
necessary to honor promises of
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confidentiality to persons providing
information concerning a candidate for
position. Inability to maintain such
confidentiality would restrict the free
flow of information vital to a
determination of a candidate’s
qualifications and suitability.

(3) From subsection (e)(1) (maintain
only relevant and necessary records)
because it is not always possible to
establish relevance and necessity before
all information is considered and
evaluated in relation to an intelligence
concern. In the absence of a national
security basis for exemption under
subsection (k)(1), records in this system
may be exempted from the relevance
requirement pursuant to subsection
(k)(5) because it is not possible to
determine in advance what exact
information may assist in determining
the qualifications and suitability of a
candidate for position. Seemingly
irrelevant details, when combined with
other data, can provide a useful
composite for determining whether a
candidate should be appointed.

(4) From subsections (e)(4)(G) and (H)
(publication of procedures for notifying
subjects of the existence of records
about them and how they may access
records and contest contents) because
the system is exempted from subsection
(d) provisions regarding access and
amendment, and from the subsection (f)
requirement to promulgate agency rules.
Nevertheless, the ODNI has published
notice concerning notification, access,
and contest procedures because it may
in certain circumstances determine it
appropriate to provide subjects access to
all or a portion of the records about
them in a system of records.

(5) From subsection (e)(4)(I)
(identifying sources of records in the
system of records) because identifying
sources could result in disclosure of
properly classified national defense or
foreign policy information, intelligence
sources and methods, and investigatory
techniques and procedures.
Notwithstanding its proposed
exemption from this requirement, ODNI
identifies record sources in broad
categories sufficient to provide general
notice of the origins of the information
it maintains in its systems of records.

(6) From subsection (f) (agency rules
for notifying subjects to the existence of
records about them, for accessing and
amending records, and for assessing
fees) because the system is exempt from
subsection (d) provisions regarding
access and amendment of records by
record subjects. Nevertheless, the ODNI
has published agency rules concerning
notification of a subject in response to
his request if any system of records
named by the subject contains a record

pertaining to him and procedures by
which the subject may access or amend
the records. Notwithstanding
exemption, the ODNI may determine it
appropriate to satisfy a record subject’s
access request.

Dated: September 10, 2010.
John F. Kimmons,

Lieutenant General, USA, Director of the
Intelligence Staff.

[FR Doc. 2010-23320 Filed 9-17-10; 8:45 am]
BILLING CODE P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2010-0842]

RIN 1625-AA00

Safety Zone; CLS Fall Championship

Hydroplane Race, Lake Sammamish,
WA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the waters of Lake Sammamish, WA for
the Composite Laminate Specialties
(CLS) Fall Championship Hydroplane
Race. This action is necessary to ensure
public safety from the intrinsic dangers
associated with high-speed races while
ensuring unencumbered access for
rescue personnel in the event of an
emergency. During the enforcement
period, no person or vessel will be
allowed to enter the safety zone without
the permission of the Captain of the Port
or Designated Representative.

DATES: This rule is effective from 9 a.m.
on October 1, 2010, through 7 p.m. on
October 3, 2010.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2010-
0842 and are available online by going
to http://www.regulations.gov, inserting
USCG—-2010-0842 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M—30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail LT]G Ashley M.
Wanzer, Sector Puget Sound Waterways

Management Division, Coast Guard;
telephone 206-217-6175, e-mail
SectorSeattleWWM®@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because to do
so would be impracticable since the
Hydroplane Races would be over by the
time the notice could be published and
comments taken.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. In addition to the reasons
stated above, this rule is intended to
ensure the safety of the event
participants, spectators and other
waterway users; thus any delay in the
rule’s effective date would cause a
safety hazard to the public.

Basis and Purpose

This temporary safety zone is
necessary to ensure the safety of
participants, vessels and spectators from
hazards associated with high-speed
hydroplane races. Hydroplane races
have the potential to result in serious
injuries or fatalities. This rule is
intended to restrict vessels, vessel
operators, and swimmers from entering
the designated hydroplane race area
during times of enforcement of this
zone.

Discussion of Rule

Hydroplane races pose significant
risks to participants, spectators and the
boating public because of the large
number of spectators, and vessel
congestion occurring in the vicinity of
the hydroplane race course. This rule
establishes a safety zone on Lake
Sammamish, WA encompassed by all
waters south to land from a line starting
at 47° 33.810" N. 122° 04.810" W. then
east to 47° 33.810" N. 122° 03.674" W.
This temporary safety zone is necessary
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to ensure the safety of participants,
spectators and vessels from hazards
associated with high-speed hydroplane
races. The rule will be enforced from 9
a.m. through 7 p.m. on each day from
October 1 through October 4, 2010.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. This rule is not a significant
regulatory action because it is short in
duration and minimal in size.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit the affected
portion of Lake Sammamish during
times of enforcement of this safety zone.
This rule will not have a significant
effect or economic impact on those
small entities because this safety zone is
located in a remote area with low vessel
traffic, is short in duration and limited
in size.

Assistance for Small Entities

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

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine

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

Collection of Information

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

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not

an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

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

Energy Effects

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

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

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

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
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(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves the establishment of a
temporary safety zone. An
environmental analysis checklist and a
categorical exclusion determination are
available in the docket where indicated
under ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04—6, 160.5; Pub. L.
107—-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1

m 2. Add §165.T13-162 to read as
follows:

§165.T13-162 Safety Zone; Composite
Laminate Specialties Fall Championship
Hydroplane Race, Lake Sammamish, WA

(a) Location. All waters encompassed
on the waters of Lake Sammamish, WA,
south to land from a line starting at 47°
33.810" N 122° 04.810" W then east to
47°33.810" N 122° 03.674" W.

(b) Regulations. In accordance with
the general regulations in 33 CFR Part
165, Subpart C, no vessel operator may
enter or remain in the safety zone
without the permission of the Captain of
the Port or Designated Representative.
The Captain of the Port may be assisted
by other federal, state, or local agencies
with the enforcement of the safety zone.

(c) Authorization. All vessel operators
who desire to enter the safety zone must
obtain permission from the Captain of
the Port or Designated Representative by
contacting the on-scene patrol craft.
Vessel operators granted permission to
enter the zone will be escorted by the
on-scene patrol craft until they are
outside of the safety zone.

(d) Enforcement Period. This rule is
effective from 9 a.m. to 7 p.m. on
October 1 through October 3, 2010,
unless canceled sooner by the Captain
of the Port, Puget Sound.

Dated: September 2, 2010.
S.]J. Ferguson,

Captain, U.S. Coast Guard, Captain of the
Port, Puget Sound.

[FR Doc. 2010-23358 Filed 9-17-10; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 9 and 721
[EPA-HQ-OPPT-2009-922; FRL-8839-7]
RIN 2070-AB27

Significant New Use Rules on Certain
Chemical Substances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is promulgating
significant new use rules (SNURs) under
section 5(a)(2) of the Toxic Substances
Control Act (TSCA) for 25 chemical
substances which were the subject of
premanufacture notices (PMNs). One of
these chemical substances is subject to
a TSCA section 5(e) consent order
issued by EPA. This action requires
persons who intend to manufacture,
import, or process any of these 25
chemical substances for an activity that
is designated as a significant new use by
this rule to notify EPA at least 90 days
before commencing that activity. The
required notification will provide EPA
with the opportunity to evaluate the
intended use and, if necessary, to
prohibit or limit that activity before it
occurs.

DATES: This rule is effective on
November 19, 2010. For purposes of
judicial review, this rule shall be
promulgated at 1 p.m. (e.s.t.) on October
4, 2010.

Written adverse or critical comments,
or notice of intent to submit adverse or
critical comments, on one or more of
these SNURs must be received on or
before October 20, 2010 (see Unit VI. of
the SUPPLEMENTARY INFORMATION).

For additional information on related
reporting requirement dates, see Units
I.A., VI, and VIL of the SUPPLEMENTARY
INFORMATION.

ADDRESSES: Submit your comments,
identified by docket identification (ID)
number EPA-HQ-OPPT-2009-922, by
one of the following methods:

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

e Mail: Document Control Office
(7407M), Office of Pollution Prevention
and Toxics (OPPT), Environmental

Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

e Hand Delivery: OPPT Document
Control Office (DCO), EPA East, Rm.
6428, 1201 Constitution Ave., NW.,
Washington, DC. Attention: Docket ID
Number EPA-HQ-OPPT-2009-922. The
DCO is open from 8 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
DCO is (202) 564—8930. Such deliveries
are only accepted during the DCO’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information.

Instructions: Direct your comments to
docket ID number EPA-HQ-OPPT—
2009-922. EPA’s policy is that all
comments received will be included in
the docket without change and may be
made available on-line at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through regulations.gov or e-
mail. The regulations.gov website is an
“anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through
regulations.gov, your e-mail address
will be automatically captured and
included as part of the comment that is
placed in the docket and made available
on the Internet. If you submit an
electronic comment, EPA recommends
that you include your name and other
contact information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: 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., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available electronically at
http://www.regulations.gov, or, if only
available in hard copy, at the OPPT
Docket. The OPPT Docket is located in
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the EPA Docket Center (EPA/DC) at Rm.
3334, EPA West Bldg., 1301
Constitution Ave., NW., Washington,
DC. The EPA/DC Public Reading Room
hours of operation are 8:30 a.m. to 4:30
p-m., Monday through Friday, excluding
legal holidays. The telephone number of
the EPA/DC Public Reading Room is
(202) 566—1744, and the telephone
number for the OPPT Docket is (202)
566—0280. Docket visitors are required
to show photographic identification,
pass through a metal detector, and sign
the EPA visitor log. All visitor bags are
processed through an X-ray machine
and subject to search. Visitors will be
provided an EPA/DC badge that must be
visible at all times in the building and
returned upon departure.

FOR FURTHER INFORMATION CONTACT: For
technical information contact: Kenneth
Moss, Chemical Control Division
(7405M), Office of Pollution Prevention
and Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001; telephone
number: (202) 564—-9232; e-mail address:
moss.kenneth@epa.gov.

For general information contact: The
TSCA-Hotline, ABVI-Goodwill, 422
South Clinton Ave., Rochester, NY
14620; telephone number: (202) 554—
1404; e-mail address: TSCA-
Hotline@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you manufacture, import,
process, or use the chemical substances
contained in this rule. Potentially
affected entities may include, but are
not limited to:

e Manufacturers, importers, or
processors of one or more subject
chemical substances (NAICS codes 325
and 324110), e.g., chemical
manufacturing and petroleum refineries.

This listing is not intended to be
exhaustive, but rather provides 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. To determine whether
you or your business may be affected by
this action, you should carefully
examine the applicability provisions in
§721.5. If you have any questions
regarding the applicability of this action
to a particular entity, consult the
technical person listed under FOR
FURTHER INFORMATION CONTACT.

This action may also affect certain
entities through pre-existing import
certification and export notification
rules under TSCA. Chemical importers
are subject to the TSCA section 13 (15
U.S.C. 2612) import certification
requirements promulgated at 19 CFR
12.118 through 12.127; see also 19 CFR
127.28. Chemical importers must certify
that the shipment of the chemical
substance complies with all applicable
rules and orders under TSCA. Importers
of chemicals subject to these SNURs
must certify their compliance with the
SNUR requirements. The EPA policy in
support of import certification appears
at 40 CFR part 707, subpart B. In
addition, any persons who export or
intend to export a chemical substance
that is the subject of this rule on or after
October 20, 2010 are subject to the
export notification provisions of TSCA
section 12(b) (15 U.S.C. 2611(b)) (see
§721.20), and must comply with the
export notification requirements in 40
CFR part 707, subpart D.

B. What Should I Consider as I Prepare
My Comments for EPA?

1. Submitting CBI. Do not submit this
information to EPA through
regulations.gov or e-mail. Clearly mark
the part or all of the information that
you claim to be CBI. For CBI
information in a disk or CD-ROM that
you mail to EPA, mark the outside of the
disk or CD-ROM as CBI and then
identify electronically within the disk or
CD-ROM the specific information that is
claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for preparing your comments.
When submitting comments, remember
to:

i. Identify the document by docket ID
number and other identifying
information (subject heading, Federal
Register date and page number).

ii. Follow directions. The Agency may
ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

iii. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

iv. Describe any assumptions and
provide any technical information and/
or data that you used.

v. If you estimate potential costs or
burdens, explain how you arrived at

your estimate in sufficient detail to
allow for it to be reproduced.

vi. Provide specific examples to
illustrate your concerns and suggest
alternatives.

vii. Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

viii. Make sure to submit your
comments by the comment period
deadline identified.

II. Background
A. What Action is the Agency Taking?

EPA is promulgating these SNURs
using direct final procedures. These
SNURs will require persons to notify
EPA at least 90 days before commencing
the manufacture, import, or processing
of a chemical substance for any activity
designated by these SNURs as a
significant new use. Receipt of such
notices allows EPA to assess risks that
may be presented by the intended uses
and, if appropriate, to regulate the
proposed use before it occurs.
Additional rationale and background to
these rules are more fully set out in the
preamble to EPA’s first direct final
SNUR published in the Federal Register
of April 24, 1990 (55 FR 17376). Consult
that preamble for further information on
the objectives, rationale, and procedures
for SNURs and on the basis for
significant new use designations,
including provisions for developing test
data.

B. What is the Agency’s Authority for
Taking this Action?

Section 5(a)(2) of TSCA (15 U.S.C.
2604(a)(2)) authorizes EPA to determine
that a use of a chemical substance is a
“significant new use.” EPA must make
this determination by rule after
considering all relevant factors,
including those listed in TSCA section
5(a)(2) (see Unit III.). Once EPA
determines that a use of a chemical
substance is a significant new use,
TSCA section 5(a)(1)(B) requires persons
to submit a significant new use notice
(SNUN) to EPA at least 90 days before
they manufacture, import, or process the
chemical substance for that use. The
mechanism for reporting under this
requirement is established under
§721.5.

C. Applicability of General Provisions

General provisions for SNURs appear
in 40 CFR part 721, subpart A. These
provisions describe persons subject to
the rule, recordkeeping requirements,
exemptions to reporting requirements,
and applicability of the rule to uses
occurring before the effective date of the
rule. Provisions relating to user fees
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appear at 40 CFR part 700. According to
§721.1(c), persons subject to these
SNURs must comply with the same
notice requirements and EPA regulatory
procedures as submitters of PMNs under
TSCA section 5(a)(1)(A). In particular,
these requirements include the
information submission requirements of
TSCA section 5(b) and 5(d)(1), the
exemptions authorized by TSCA section
5(h)(1), (h)(2), (h)(3), and (h)(5), and the
regulations at 40 CFR part 720. Once
EPA receives a SNUN, EPA may take
regulatory action under TSCA section
5(e), 5(f), 6, or 7 to control the activities
for which it has received the SNUN. If
EPA does not take action, EPA is
required under TSCA section 5(g) to
explain in the Federal Register its
reasons for not taking action.

Chemical importers are subject to the
TSCA section 13 (15 U.S.C. 2612)
import certification requirements
promulgated at 19 CFR 12.118 through
12.127; see also 19 CFR 127.28.
Chemical importers must certify that the
shipment of the chemical substance
complies with all applicable rules and
orders under TSCA. Importers of
chemicals subject to these SNURs must
certify their compliance with the SNUR
requirements. The EPA policy in
support of import certification appears
at 40 CFR part 707, subpart B. In
addition, any persons who export or
intend to export a chemical substance
identified in a proposed or final SNUR
are subject to the export notification
provisions of TSCA section 12(b) (15
U.S.C. 2611 (b)) (see § 721.20), and must
comply with the export notification
requirements in 40 CFR part 707,
subpart D.

III. Significant New Use Determination

Section 5(a)(2) of TSCA states that
EPA’s determination that a use of a
chemical substance is a significant new
use must be made after consideration of
all relevant factors, including:

¢ The projected volume of
manufacturing and processing of a
chemical substance.

¢ The extent to which a use changes
the type or form of exposure of human
beings or the environment to a chemical
substance.

e The extent to which a use increases
the magnitude and duration of exposure
of human beings or the environment to
a chemical substance.

e The reasonably anticipated manner
and methods of manufacturing,
processing, distribution in commerce,
and disposal of a chemical substance.

In addition to these factors
enumerated in TSCA section 5(a)(2), the
statute authorized EPA to consider any
other relevant factors.

To determine what would constitute a
significant new use for the 25 chemical
substances that are the subject of these
SNURs, EPA considered relevant
information about the toxicity of the
chemical substances, likely human
exposures and environmental releases
associated with possible uses, and the
four bulleted TSCA section 5(a)(2)
factors listed in this unit.

IV. Substances Subject to this Rule

EPA is establishing significant new
use and recordkeeping requirements for
25 chemical substances in 40 CFR part
721, subpart E. In this unit, EPA
provides the following information for
each chemical substance:

¢ PMN number.

e Chemical name (generic name, if
the specific name is claimed as CBI).

o CAS number (if assigned for non-
confidential chemical identities).

e Basis for the TSCA section 5(e)
consent order or, for non-section 5(e)
SNURSs, the basis for the SNUR (i.e.,
SNURs without TSCA section 5(e)
consent orders).

e Toxicity concerns.

e Tests recommended by EPA to
provide sufficient information to
evaluate the chemical substance (see
Unit VIII. for more information).

¢ CFR citation assigned in the
regulatory text section of this rule.

The regulatory text section of this rule
specifies the activities designated as
significant new uses. Certain new uses,
including production volume limits
(i.e., limits on manufacture and
importation volume) and other uses
designated in this rule, may be claimed
as CBI. Unit IX. discusses a procedure
companies may use to ascertain whether
a proposed use constitutes a significant
new use.

This rule includes one PMN
substance (P—04—-269) that is subject to
a “risk-based” consent order under
TSCA section 5(e)(1)(A)(ii)(I) where EPA
determined that activities associated
with the PMN substance may present
unreasonable risk to human health and
the environment. The consent order
requires protective measures to limit
exposures or otherwise mitigate the
potential unreasonable risk. The so-
called “5(e) SNUR” on this PMN
substance is promulgated pursuant to
§721.160, and is based on and
consistent with the provisions in the
underlying consent order. The 5(e)
SNUR designates as a “significant new
use” the absence of the protective
measures required in the corresponding
consent order.

Where EPA determined that the PMN
substance may present an unreasonable
risk of injury to human health via

inhalation exposure, the underlying
TSCA section 5(e) consent order usually
requires, among other things, that
potentially exposed employees wear
specified respirators unless actual
measurements of the workplace air
show that air-borne concentrations of
the PMN substance are below a New
Chemical Exposure Limit (NCEL) that is
established by EPA to provide adequate
protection to human health. In addition
to the actual NCEL concentration, the
comprehensive NCELs provisions in
TSCA section 5(e) consent orders,
which are modeled after Occupational
Safety and Health Administration
(OSHA) Permissible Exposure Limits
(PELSs) provisions, include requirements
addressing performance criteria for
sampling and analytical methods,
periodic monitoring, respiratory
protection, and recordkeeping.
However, no comparable NCEL
provisions currently exist in 40 CFR
part 721, subpart B, for SNURs.
Therefore, for these cases, the
individual SNURs in 40 CFR part 721,
subpart E, will state that persons subject
to the SNUR who wish to pursue NCELs
as an alternative to the § 721.63
respirator requirements may request to
do so under § 721.30. EPA expects that
persons whose § 721.30 requests to use
the NCELs approach for SNURs are
approved by EPA will be required to
comply with NCELs provisions that are
comparable to those contained in the
corresponding TSCA section 5(e)
consent order for the same chemical
substance.

This rule also includes SNURs on 24
PMN substances that are not subject to
consent orders under TSCA section 5(e).
In these cases, for a variety of reasons,
EPA did not find that the use scenario
described in the PMN triggered the
determinations set forth under TSCA
section 5(e). However, EPA does believe
that certain changes from the use
scenario described in the PMN could
result in increased exposures, thereby
constituting a “significant new use.”
These so-called “non-5(e) SNURs” are
promulgated pursuant to § 721.170. EPA
has determined that every activity
designated as a “significant new use” in
all non-5(e) SNURs issued under
§721.170 satisfies the two requirements
stipulated in § 721.170(c)(2), i.e., these
significant new use activities, “(i) are
different from those described in the
premanufacture notice for the
substance, including any amendments,
deletions, and additions of activities to
the premanufacture notice, and (ii) may
be accompanied by changes in exposure
or release levels that are significant in
relation to the health or environmental
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concerns identified” for the PMN
substance.

PMN Number P-04-269

Chemical name: Cobalt lithium
manganese nickel oxide.

CAS number: 182442-95-1.

Effective date of TSCA section 5(¢e)
consent order: May 12, 2009.

Basis for TSCA section 5(e) consent
order: The PMN states that the
substance will be used as a battery
cathode material. The order was issued
under sections 5(e)(1)(A)(i) and
5(e)(1)(A)(ii)(I) of TSCA based on
findings that this substance may present
an unreasonable risk of injury to human
health and the environment. To protect
against these risks, the consent order
requires use of dermal personal
protective equipment, including gloves
demonstrated to be impervious, use of
respiratory personal protective
equipment, including a National
Institute of Occupational Safety and
Health (NIOSH)-approved respirator
with an assigned protection factor (APF)
of at least 150 or compliance with a
NCEL of 0.1 mg/m? as an 8-hour time-
weighted average, establishment of a
hazard communication program, and
prohibits releases to water. The SNUR
designates as a “significant new use” the
absence of these protective measures.
Toxicity concern: Based on test data on
nickel, lithium and cobalt, EPA has
concerns for developmental toxicity,
mutagenicity, oncogenicity, pulmonary
oncogenicity, and lung overload for
workers with inhalation and dermal
exposure to the PMN substance. EPA set
the NCEL at 0.1 mg/m?3 as an 8-hour
time-weighted average. In addition,
based on test data on analogous nickel
containing compounds, EPA predicts
toxicity to aquatic organisms may occur
at concentrations that exceed 1 part per
billion (ppb) of the PMN substance in
surface waters.

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the human health and environmental
effects of the PMN substance: A 90—day
inhalation toxicity test (OPPTS Test
Guideline 870.3465); a fish acute
toxicity test, freshwater and marine
(OPPTS Test Guideline 850.1075); an
aquatic invertebrate acute toxicity test,
freshwater daphnids (OPPTS Test
Guideline 850.1010); and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400). All aquatic
toxicity testing should be performed
using the static method with measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results. The

order does not require submission of the
aforementioned information at any
specified time or production volume.
However, the order’s restrictions on
manufacturing, import, processing,
distribution in commerce, use, and
disposal of the PMN substance will
remain in effect until the order is
modified or revoked by EPA based on
submission of that or other relevant
information.

CFR citation: 40 CFR 721.10201.

PMN Number P-08-701

Chemical name: Benzoic acid, 4-chloro-
2- [(substituted)azo]-, strontium salt
(1:1) (generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a pigment for
plastics. Based on test data on analogous
substances, EPA has concerns for
oncogenicity, developmental toxicity,
and blood and spleen effects from
exposure to the azo reduction products
of the PMN substance via inhalation.
Since significant worker exposure is
unlikely for the uses described in the
PMN, EPA has not determined that the
proposed manufacturing, processing, or
use of the substance may present an
unreasonable risk. EPA has determined,
however, that use of the substance other
than as described in the PMN may cause
serious health effects. Based on this
information, the PMN substance meets
the concern criteria at § 721.170
(b)(1)(H)(C) and (b)(3)(ii).

Recommended testing: EPA has
determined that results from the
following tests would help characterize
the human health effects of the PMN
substance: A bacterial reverse mutation
test (OPPTS Test Guideline 870.5100)
with prival modification, and an
unscheduled DNA synthesis in
mammalian cells in culture test (OPPTS
Test Guideline 870.5550) for the azo
reduction product of the PMN
substance. Test reports should include
protocols approved by EPA, certificate
of analysis for the test substance, raw
data, and results.

CFR citation: 40 CFR 721.10202.

PMN Number P-08-742

Chemical name: Phosphonium,
tetrabutyl-, hydroxide (1:1).

CAS number: 14518-69-5.

Basis for action: The PMN states that the
substance will be used as a chemical
intermediate for manufacturing
tetrabutylphosphonium salt, as an
export for industrial use, and additional
confidential chemical intermediate uses.
Based on test data on the PMN
substance, EPA predicts toxicity to
aquatic organisms may occur at
concentrations that exceed 1 ppb of the

PMN substance in surface waters. As
described in the PMN, the substance is
not released to surface waters.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in release to
surface waters may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(1).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish early-life stage toxicity
test (OPPTS Test Guideline 850.1400); a
daphnid chronic toxicity test (OPPTS
Test Guideline 850.1300); and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400). Fish and daphnid
testing should be performed using the
flow-through method with measured
concentrations. Algal testing should be
performed using the static method with
measured concentrations. Test reports
should include protocols approved by
EPA, certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10203.

PMN Number P-08-754

Chemical name: Aryloxyacrylate
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a monomer. Based
on ecological structural activity
relationship (EcoSAR) analysis of test
data on analogous acrylates, EPA
predicts toxicity to aquatic organisms
may occur at concentrations that exceed
3 ppb of the PMN substance in surface
waters. As described in the PMN,
releases of the PMN substance are not
expected to result in surface water
concentrations that exceed 3 ppb.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in surface water
concentrations exceeding 3 ppb may
cause significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that results of the following
tests would help characterize the
environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075) using the flow-
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through method with measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with measured
concentrations; and an algal toxicity
test, tiers I and II (OPPTS Test Guideline
850.5400) using the static method with
measured concentrations. Test reports
should include protocols approved by
EPA, certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10204.

PMN Number P-09-4

Chemical name: Formaldehyde,
polymer with 1,3-benzenediol and 1,1’-
methylenebis[isocyanatobenzene].

CAS number: 1067881—45-1.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a rubber additive.
Based on EcoSAR analysis of test data
on analogous esters and polyphenols,
EPA predicts toxicity to aquatic
organisms may occur at concentrations
that exceed 1 ppb of the PMN substance
in surface waters. As described in the
PMN, the substance will not be released
to surface waters. Therefore, EPA has
not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any use of the substance resulting in
release to surface waters may cause
significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that results of the following
tests would help characterize the
environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075) using the flow-
through method with mean measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10205.

PMN Number P-09-19

Chemical name: 4-Cyclohexene-1,2-
dicarboxylic acid, 1,2-bis(2-
oxiranylmethyl) ester.

CAS number: 21544—03-6.

Basis for action: The PMN states that the
substance will be used as an epoxy resin
for filament winding and electrical

encapsulation of motors and generators.
Based on test data on analogous esters
and epoxides, EPA identified concerns
for lung and dermal sensitization,
mutagenicity, oncogenicity, male
reproductive toxicity, liver and kidney
toxicity, and eye corrosion to workers
exposed to the PMN substance. As
described in the PMN, worker
inhalation exposure is expected to be
negligible and dermal exposure is
expected to be minimal due to the use
of adequate personal protective
equipment. Therefore, EPA has not
determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
use of the substance without the use of
dermal protection where there is
potential for dermal exposure, or
without the appropriate hazard
communication may result in serious
health effects. Based on this
information, the PMN substance meets
the concern criteria at § 721.170
(b)(1)(i)(C) and (b)(3)(ii).

Recommended testing: EPA has
determined that results of the following
tests would help characterize the human
health effects of the PMN substance: A
90—day dermal toxicity study (OPPTS
Test Guideline 870.3250) with attention
to the pathology of the reproductive
organs and a carcinogenicity study
(OPPTS Test Guideline 870.4200). Test
reports should include protocols
approved by EPA, certificate of analysis
for the test substance, raw data, and
results.

CFR citation: 40 CFR 721.10206.

PMN Number P-09-38

Chemical name: 1,3-
Cyclohexanedimethanamine, N1,N3-
bis(2-methylpropylidene)-.

CAS number: 173904-11-5.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a curing agent for
polyurethane systems. Based on
EcoSAR analysis of test data on
analogous Schiff bases and aliphatic
amines, EPA predicts toxicity to aquatic
organisms may occur at concentrations
that exceed 1 ppb of the PMN substance
in surface waters. As described in the
PMN, the substance is not expected to
be released to surface waters. Therefore,
EPA has not determined that the
proposed manufacturing, processing, or
use of the substance may present an
unreasonable risk. EPA has determined,
however, that any use of the substance
resulting in release to surface waters
may cause significant adverse
environmental effects. Based on this
information, the PMN substance meets
the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that results of the following
tests would help characterize the
environmental effects of the PMN
substance: A water solubility: column
elution method; shake flask method
(OPPTS Test Guideline 830.7840); a fish
acute toxicity test, freshwater and
marine (OPPTS Test Guideline
850.1075) using the flow-through
method with mean measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method and mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10207.

PMN Number P-09-71

Chemical name: Amines, di-C11-14-
isoalkyl, C13-rich.

CAS number: 1005516—89—1.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a chemical
intermediate. Based on ECoSAR analysis
of test data on analogous aliphatic
amines, EPA predicts that toxicity to
aquatic organisms may occur at
concentrations that exceed 2 ppb of the
PMN substance in surface waters. As
described in the PMN, releases of the
PMN substance are not expected to
result in surface water concentrations
that exceed 2 ppb. Therefore, EPA has
not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any use of the substance resulting in
surface water concentrations exceeding
2 ppb may cause significant adverse
environmental effects. Based on this
information, the PMN substance meets
the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that results of the following
tests would help characterize the
environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075) using the flow-
through method with mean measured
concentrations or a fish acute toxicity
mitigated by humic acid (OPPTS Test
Guideline 850.1085) using the flow-
through method with measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
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measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10208.

PMN Number P-09-120

Chemical name: Epoxy terminated,
hydrolyzed trialkoxysilane and glycidyl
ether of phenol-formaldehyde resin
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
substance will be used as a
polymerizable component of adhesive
formulations. Based on EcoSAR analysis
of test data on analogous alkoxysilanes
and polyepoxides, EPA predicts toxicity
to aquatic organisms may occur at
concentrations that exceed 81 ppb of the
PMN substance in surface waters. As
described in the PMN, the substance is
not expected to be released to surface
waters. Therefore, EPA has not
determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any use of the substance resulting in
release to surface waters may cause
significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075) using the flow-
through method with mean measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10209.

PMN Number P-09-130

Chemical name: Soybean oil,
epoxidized, reaction products with
diethanolamine.

CAS number: 1002761-12-7.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a polyol for flexible
and rigid polyurethane foam
applications. Based on EcoSAR analysis

of test data on analogous aliphatic
amines, EPA predicts toxicity to aquatic
organisms may occur at concentrations
that exceed 6 ppb of the PMN substance
in surface waters. As described in the
PMN, the substance will not be released
to surface waters. Therefore, EPA has
not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any use of the substance resulting in
release to surface waters may cause
significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A ready biodegradability test
(OPPTS Test Guideline 835.3110); a fish
acute toxicity test, freshwater and
marine (OPPTS Test Guideline
850.1075) using the flow-through
method with mean measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10210.

PMN Number P-09-172

Chemical name: Octadecanoic acid,
reaction products with
diethylenetriamine and urea, acetates.
CAS number: 84962—05—0.

Basis for action: The PMN states that the
substance will be used as a softener
padded on cotton fabrics. Based on
EcoSAR analysis of test data on
analogous aliphatic amines, EPA
predicts toxicity to aquatic organisms
may occur at concentrations that exceed
1 ppb of the PMN substance in surface
waters. For the annual manufacture and
import volume described in the PMN,
the substance is not expected to be
released to water. Therefore, EPA has
not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
exceedance of the annual maximum
manufacture and import limit of 10,000
kilograms, could result in releases to
water, which may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that the results of the
followings tests would help characterize
the environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075); an aquatic
invertebrate acute toxicity test,
freshwater daphnids (OPPTS Test
Guideline 850.1010); and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400). Fish and daphnid
testing should be performed using the
flow-through method with mean
measured concentrations. Algal testing
should be formed using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10211.

PMN Number P-09-241

Chemical name: 1,2-Ethanediol,
reaction products with epichlorohydrin.
CAS number: 705265-31-2.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as an industrial
reactant. Based on test data on
analogous epoxides, EPA identified the
following toxicity concerns from
exposure to the PMN substance:
Irritation and sensitization to eyes, skin,
and lungs; mutagenicity; oncogenicity;
and developmental, liver, kidney, and
male reproductive toxicity. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(3)(ii). At the production
volume stated in the PMN, worker
exposure and general population
exposure are limited. Therefore, EPA
has not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk under TSCA section 5(e). However,
EPA has determined in accordance with
TSCA section 5(a)(2)(A) and (C) and 40
CFR 721.170(a), that exceedance of the
annual maximum manufacture and
import limit of 100,000 kilograms may
result in significant human exposures or
environmental release.

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the human health effects of the PMN
substance: Aerobic mineralization in
surface water - simulation
biodegradation test (Organisation for
Economic Co-operation and
Development (OECD) 309 test guideline)
using the receiving water where the
discharge will occur; an acute oral
toxicity test (OPPTS Test Guideline
870.1100 or OECD 425 test guideline); a
bacterial reverse mutation test (OPPTS
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Test Guideline 870.5100); a mammalian
erythrocyte micronucleus test (OPPTS
Test Guideline 870.5395) using the
intraperitoneal route; and a repeated
dose 28—day oral toxicity test (OPPTS
Test Guideline 870.3050 or OECD 407
test guideline) in rodents. The 28—day
oral study should include, for all test
doses, a neurotoxicity functional
observational battery (FOB), as
described in neurotoxicity screening
battery (OPPTS Test Guideline
870.6200). Test reports should include
protocols approved by EPA, certificate
of analysis for the test substance, raw
data, and results.

CFR citation: 40 CFR 721.10212.

PMN Number P-09-253

Chemical name: Polyether polyester
copolymer phosphate (generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as an additive for
molding compounds. Based on EcoSAR
analysis of test data on analogous
organic phosphates, EPA predicts
toxicity to aquatic organisms may occur
at concentrations that exceed 22 ppb of
the PMN substance in surface waters. As
described in the PMN, the substance
will not be released to surface waters.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in release to
surface waters may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that results of the following
tests would help characterize the
environmental effects of the PMN
substance: Ready biodegradability test
(OPPTS Test Guideline 835.3110); a fish
acute toxicity test, freshwater and
marine (OPPTS Test Guideline
850.1075) using the flow-through
method with mean measured
concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and I (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10213.

PMN Number P-09-286

Chemical name: Poly(oxyalkylenediyl),
.alpha.-substituted carbomonocycle-

.omega.-substituted carbomonocycle
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a coatings resin.
Based on EcoSAR analysis of test data
on analogous esters, EPA predicts
toxicity to aquatic organisms may occur
at concentrations that exceed 1 ppb of
the PMN substance in surface waters. As
described in the PMN, the substance is
not released to surface waters.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in release to
surface waters may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A ready biodegradability -
CO: in sealed vessels (headspace test)
(OECD 310 test guideline); a fish early-
life stage toxicity test (OPPTS Test
Guideline 850.1400) using the flow-
through method with measured
concentrations; a daphnid chronic
toxicity test (OPPTS Test Guideline
850.1300) using the flow-through
method with measured concentrations;
and an algal toxicity test, tiers I and II
(OPPTS Test Guideline 850.5400) using
the static method with measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10214.

PMN Number P-09-385

Chemical name: Benzenepropanol,
.beta.-methyl-.

CAS number: 7384—80-7.

Basis for action: The PMN states that the
substance will be used as a raw material
to manufacture another chemical. Based
on test data on the PMN substance, EPA
identified possible skin sensitization
concerns from dermal exposure to the
PMN substance. Based on test data on
analogous substances, the Agency
identified concerns for liver toxicity,
kidney toxicity, neurotoxicity, and
possible developmental toxicity to
workers exposed dermally to the PMN
substance. For the uses described in the
PMN, worker inhalation exposure is not
expected and EPA does not expect
significant dermal exposure due to the
use of impervious gloves. Therefore,
EPA has not determined that the

proposed manufacturing, processing, or
use of the substance may present an
unreasonable risk. EPA has determined,
however, that any use of the substance
other than as an intermediate, or
without the use of impervious gloves
where there is potential for dermal
exposure, may cause serious health
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170 (b)(3)(i) and
(b)(3)(ii).

Recommended testing: EPA has
determined that the results of a 90—-day
oral toxicity test (OPPTS Test Guideline
870.3100) in rodents would help
characterize the human health effects of
the PMN substance. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10215.

PMN Number P-09-411

Chemical name: 2-Propenoic acid, 3-
(5,5,6-trimethylbicyclo[2.2.1]hept-2-
yl)cyclohexyl ester.

CAS number: 903876—45-9.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a thermoset
adhesive component. EPA has identified
health and environmental concerns
because the substance may be a
persistent, bio-accumulative, and toxic
(PBT) chemical, based on physical/
chemical properties of the PMN
substance, as described in the New
Chemical Program’s PBT category (64
FR 60194; November 4, 1999) (FRL—-
6097-7). EPA estimates that the PMN
substance will persist in the
environment more than two months and
estimates a bioaccumulation factor of
greater than or equal to 5,000. Also,
based on test data on analogous
acrylates, EPA believes exposure to the
PMN substance may cause systemic
human health effects and predicts
toxicity to aquatic organisms. As
described in the PMN, significant
worker exposure is unlikely, and the
substance is neither released to surface
waters nor landfilled. Therefore, EPA
has not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any predictable or purposeful release
containing the PMN substance into the
waters of the United States or any
disposal of the manufacturing, process,
or use stream of the PMN substance
other than by incineration may cause
serious health effects and significant
adverse environmental effects, since the
PMN substance has been characterized
by EPA as a PBT substance that can
migrate to ground water. Based on this
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information, the PMN substance meets
the concern criteria at § 721.170
(b)(3)(ii), (b)(4)(ii), and (b)(4)(iii).
Recommended testing: EPA has
determined that the results of the tiered
testing described in the New Chemicals
Program’s PBT Category would help
characterize the PBT attributes of the
PMN substance. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10216.

PMN Number P-09-426

Chemical name: Branched and linear
alcohols (generic).

CAS number: Not available.

Basis for action: The PMN states that the
substance will be used as a site-limited
raw material. Based on structure activity
relationship analysis of test data on
analogous neutral organic chemicals,
EPA predicts toxicity to aquatic
organisms may occur at concentrations
that exceed 1 ppb of the PMN substance
in surface waters. As described in the
PMN, releases of the substance are not
expected to result in surface water
concentrations that exceed 1 ppb.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in surface water
concentrations exceeding 1 ppb may
cause significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: Based on the results of the
potential solubility pretest either a
water solubility: column elution
method; shake flask method test (OPPTS
Test Guideline 830.7840) or a water
solubility: generator column method test
(OPPTS Test Guideline 830.7860) and
an algal toxicity test, tiers I and II
(OPPTS Test Guideline 850.5400) using
static method and mean measured
concentrations. Based on the results of
these tests, a fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075), and an aquatic
invertebrate acute toxicity test,
freshwater daphnids (OPPTS Test
Guideline 850.1010) may also be
recommended. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10217.

PMN Number P-09-436

Chemical name: 2-Propenoic acid, 2-
methyl-, C12-15-branched and linear

alkyl esters, telomers with alkyl 2-
[[(alkylthio)thioxomethyl]thio]-2-
alkanoate, aminoalkyl methacrylate and
alkyl methacrylate, tert-Bu 2-
ethylhexanoperoxoate-initiated
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a lubricant
additive. Based on EcoSAR analysis of
test data on analogous polycationic
polymers, EPA predicts toxicity to
aquatic organisms may occur at
concentrations that exceed 410 ppb of
the PMN substance in surface waters. As
described in the PMN, during
manufacturing the substance will not be
released to surface waters. During
processing and use, releases of the
substance are not expected to result in
surface water concentrations that exceed
410 ppb. Therefore, EPA has not
determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
any predictable or purposeful release to
surface waters of a manufacturing
stream associated with any use of the
substance may cause significant adverse
environmental effects. Based on this
information, the PMN substance meets
the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075); a fish acute
toxicity test mitigated by humic acid
(OPPTS Test Guideline 850.1085); an
aquatic invertebrate acute toxicity test,
freshwater daphnids (OPPTS Test
Guideline 850.1010); and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400). Fish and daphnid
tests should be performed using the
flow-through method with mean
measured concentrations. Algal testing
should be performed using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10218.

PMN Number P-09-451

Chemical name: Butanamide,N-
[substituted phenyl]-
[(alkoxynitrophenyl)diazenyl]-3-oxo-
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a dispersion

additive. Based on test data on the PMN
substance, EPA predicts toxicity to
aquatic organisms may occur at
concentrations that exceed 1 ppb of the
PMN substance in surface waters. As
described in the PMN, the substance
will not be released to surface waters.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in release to
surface waters may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(i).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish early-life stage toxicity
test (OPPTS Test Guideline 850.1400)
and a daphnid chronic toxicity test
(OPPTS Test Guideline 850.1300). Both
tests should be performed using the
flow-through method with mean
measured concentrations. Test reports
should include protocols approved by
EPA, certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10219.

PMN Number P-09-478

Chemical name: Phosphoric acid,
polymer with cycloaliphatic diglycidyl
ether, alkylethers (generic).

CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a component of a
coating. Based on EcoSAR analysis of
test data on analogous polynonionic
phosphate polymers, EPA predicts
toxicity to aquatic organisms may occur
at concentrations that exceed 8 ppb of
the PMN substance in surface waters. As
described in the PMN, the substance
will not be released to surface waters.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in release to
surface waters may cause significant
adverse environmental effects. Based on
this information, the PMN substance
meets the concern criteria at
§721.170(b)(4)(ii).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075) using the flow-
through method with mean measured
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concentrations; an aquatic invertebrate
acute toxicity test, freshwater daphnids
(OPPTS Test Guideline 850.1010) using
the flow-through method with mean
measured concentrations; and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400) using the static
method with mean measured
concentrations. EPA also recommends
that the special considerations for
conducting aquatic laboratory studies
(OPPTS Test Guideline 850.1000) be
followed to facilitate solubility in the
test media, because of the PMN’s low
water solubility. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10220.

PMN Number P-09-542

Chemical name: 3-Nonen-1-ol, 1-
acetate, (37)-.

CAS number: 13049-88-2.

Basis for action: The PMN states that the
substance will be used as a fragrance in
the manufacture of scented consumer
products. Based on EcoSAR analysis of
test data on analogous esters, EPA
predicts toxicity to aquatic organisms
may occur at concentrations that exceed
9 ppb of the PMN substance in surface
waters. As described in the PMN,
releases of the substance are not
expected to result in surface water
concentrations that exceed 9 ppb.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that any use of
the substance resulting in surface water
concentrations exceeding 9 ppb may
cause significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170(b)(4)(ii).
Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the environmental effects of the PMN
substance: A fish acute toxicity test,
freshwater and marine (OPPTS Test
Guideline 850.1075); an aquatic
invertebrate acute toxicity test,
freshwater daphnids (OPPTS Test
Guideline 850.1010); and an algal
toxicity test, tiers I and II (OPPTS Test
Guideline 850.5400). Fish and daphnid
testing should be performed using the
flow-through method with mean
measured concentrations. Algal testing
should be performed using the static
method with mean measured
concentrations. Test reports should
include protocols approved by EPA,
certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10221.

PMN Number P-09-581

Chemical name: Styrenyl surface treated
manganese ferrite (generic).

CAS number: Not available.

Basis for action: The PMN states that the
substance will be used as a raw material
intermediate used in the manufacture of
polymerized pigments. Based on test
data on analogous respirable, poorly
soluble particles, subcategory titanium
dioxide, EPA identified concerns for
lung toxicity from lung overload if
workers inhale the PMN substance. As
described in the PMN, worker
inhalation exposure will be minimal
due to the use of adequate personal
protective equipment. Therefore, EPA
has not determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
serious health effects may result from
use of the substance without a NIOSH-
approved respirator with an APF of at
least 10 where there is potential
inhalation exposure or use of the
substance other than as a raw material
intermediate used in the manufacture of
polymerized pigments. Based on this
information, the PMN substance meets
the concern criteria at
§721.170(b)(3)(ii).

Recommended testing: EPA has
determined that the results of a 90—day
inhalation toxicity test (OPPTS Test
Guideline 870.3465) with a 60—day
holding period would help characterize
the human health effects of the PMN
substance. A carcinogenicity test
(OPPTS Test Guideline 870.4200)
conducted via inhalation may be
recommended, if the 90—day inhalation
toxicity test indicates carcinogenic
potential. Test reports should include
protocols approved by EPA, certificate
of analysis for the test substance, raw
data, and results.

CFR citation: 40 CFR 721.10222.

PMN Number P-09-582

Chemical name: Styrenyl surface treated
manganese ferrite with acrylic ester
polymer (generic).

CAS number: Not available.

Basis for action: The PMN states that the
substance will be used as a polymerized
pigment used in the manufacture of
electronic inks. Based on test data on
analogous respirable, poorly soluble
particles, subcategory titanium dioxide,
EPA identified concerns for lung
toxicity from lung overload if workers
inhale the PMN substance. As described
in the PMN, worker inhalation exposure
will be minimal due to the use of
adequate personal protective
equipment. Therefore, EPA has not
determined that the proposed
manufacturing, processing, or use of the

substance may present an unreasonable
risk. EPA has determined, however, that
serious health effects may result from
use of the substance without a NIOSH-
approved respirator with an APF of at
least 10 where there is potential
inhalation exposure or use of the
substance other than as a polymerized
pigment used in the manufacture of
electronic inks may result in serious
health effects. Based on this
information, the PMN substance meets
the concern criteria at
§721.170(b)(3)(ii).

Recommended testing: EPA has
determined that the results of a 90—-day
inhalation toxicity test (OPPTS Test
Guideline 870.3465) with a 60—-day
holding period would help characterize
the health effects of the PMN substance.
A carcinogenicity test (OPPTS Test
Guideline 870.4200) conducted via
inhalation may be recommended, if the
90—day inhalation toxicity test indicates
carcinogenic potential. Test reports
should include protocols approved by
EPA, certificate of analysis for the test
substance, raw data, and results.

CFR citation: 40 CFR 721.10223.

PMN Number P-10-9

Chemical name: Diglycidylaniline
(generic).

CAS number: Not available.

Basis for action: The PMN states that the
substance will be used as a reactive
epoxide for use in producing reinforced
composites (open/non-dispersive use).
Based on test data on the PMN
substance, EPA identified concerns for
mutagenicity. Based on test data on
analogous epoxides, EPA identified
concerns for oncogenicity, mutagenicity,
developmental toxicity, reproductive
toxicity, liver and kidney toxicity, and
skin and lung sensitization. As
described in the PMN, worker
inhalation exposure is not expected and
dermal exposure will be minimal due to
the use of adequate personal protective
equipment. Additionally, based on test
data on the PMN substance, EPA
predicts toxicity to aquatic organisms
may occur at concentrations that exceed
5 ppb of the PMN substance in surface
waters. As described in the PMN, the
substance will not be released to surface
waters. Therefore, EPA has not
determined that the proposed
manufacturing, processing, or use of the
substance may present an unreasonable
risk. EPA has determined, however, that
1) any use of the substance without the
use of impervious gloves where there is
potential for dermal exposure may cause
serious health effects, 2) manufacture,
processing, or use of the substance in a
powder form may cause serious health
effects, and 3) any use of the substance
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resulting in release to surface waters
may cause serious health effects and
significant adverse environmental
effects. Based on this information, the
PMN substance meets the concern
criteria at § 721.170 (b)(1)(1)(C), (b)(3)(i),
(b)(3)(ii), and (b)(4)(1).

Recommended testing: EPA has
determined that the results of the
following tests would help characterize
the human health and environmental
effects of the PMN substance: A
carcinogenicity test (OPPTS Test
Guideline 870.4200); a 90—day dermal
toxicity test (OPPTS Test Guideline
870.3250) in rats, with attention to
pathology of the reproductive organs; a
fish early-life stage toxicity test (OPPTS
Test Guideline 850.1400); and a
daphnid chronic toxicity test (OPPTS
Test Guideline 850.1300). All aquatic
toxicity testing should be performed
using the flow-through method with
mean measured concentrations. Test
reports should include protocols
approved by EPA, certificate of analysis
for the test substance, raw data, and
results.

CFR citation: 40 CFR 721.10224.

PMN Number P-10-14

Chemical name: Quino[2,3-b] acridine-
7,14-dione, 2,9-dichloro-5,12-dihydro
[4-[[2-(sulfooxy) ethyl] substituted]
phenyl]-, sodium salt (1:1) (generic).
CAS number: Not available.

Basis for action: The PMN states that the
generic (non-confidential) use of the
substance will be as a colorant raw
material. Based on test data on
analogous respirable, poorly soluble
particulates, EPA identified concerns for
lung effects from inhalation exposure to
the PMN substance. Based on physical
properties of the PMN substance, EPA
identified concerns for potential
systemic effects from dermal exposure
to the PMN substance. For the use
described in the PMN, dermal and
inhalation exposures are not expected.
Therefore, EPA has not determined that
the proposed manufacturing,
processing, or use of the substance may
present an unreasonable risk. EPA has
determined, however, that use of the
substance by workers not wearing
impervious gloves and eye protection,
use of the substance other than as
described in the PMN, or use of the
substance in powder form may cause
serious health effects. Based on this
information, the PMN substances meets
the concern criteria at
§721.170(b)(3)(ii).

Recommended testing: EPA has
determined that the results of a 90-day
inhalation toxicity test (OPPTS Test
Guideline 870.3465) would help
characterize the human health effects of

the PMN substance. The test should be
modified to add a post-exposure
observation period of up to 3 months. In
addition to the standard requirements in
the test guideline, evaluation should
include markers of damage, oxidant
stress, cell proliferation, the degree/
intensity and duration of pulmonary
inflammation, cytotoxic effects and
histopathology of pulmonary tissues.
Test reports should include protocols
approved by EPA, certificate of analysis
for the test substance, raw data, and
results.

CFR citation: 40 CFR 721.10225.

V. Rationale and Objectives of the Rule
A. Rationale

During review of the PMNs submitted
for the chemical substances that are
subject to these SNURs, EPA concluded
that for one of the 25 chemical
substances, regulation was warranted
under TSCA section 5(e), pending the
development of information sufficient to
make reasoned evaluations of the health
or environmental effects of the chemical
substance. The basis for such findings is
outlined in Unit IV. Based on these
findings, a TSCA section 5(e) consent
order requiring the use of appropriate
exposure controls was negotiated with
the PMN submitter. The SNUR
provisions for this chemical substance
are consistent with the provisions of the
TSCA section 5(e) consent order. This
SNUR is promulgated pursuant to
§721.160.

In the other 24 cases, where the uses
are not regulated under a TSCA section
5(e) consent order, EPA determined that
one or more of the criteria of concern
established at § 721.170 were met, as
discussed in Unit IV.

B. Objectives

EPA is issuing these SNURs for
specific chemical substances which
have undergone premanufacture review
because the Agency wants to achieve
the following objectives with regard to
the significant new uses designated in
this rule:

e EPA will receive notice of any
person’s intent to manufacture, import,
or process a listed chemical substance
for the described significant new use
before that activity begins.

¢ EPA will have an opportunity to
review and evaluate data submitted in a
SNUN before the notice submitter
begins manufacturing, importing, or
processing a listed chemical substance
for the described significant new use.

o EPA will be able to regulate
prospective manufacturers, importers,
or processors of a listed chemical
substance before the described

significant new use of that chemical
substance occurs, provided that
regulation is warranted pursuant to
TSCA sections 5(e), 5(f), 6, or 7.

¢ EPA will ensure that all
manufacturers, importers, and
processors of the same chemical
substance that is subject to a TSCA
section 5(e) consent order are subject to
similar requirements.

Issuance of a SNUR for a chemical
substance does not signify that the
chemical substance is listed on the
TSCA Inventory. Guidance on how to
determine if a chemical substance is on
the TSCA Inventory is available on the
Internet at http://www.epa.gov/opptintr/
newchems/pubs/invntory.htm.

VI. Direct Final Procedures

EPA is issuing these SNURs as a
direct final rule, as described in
§721.160(c)(3) and § 721.170(d)(4). In
accordance with §721.160(c)(3)(ii) and
§721.170(d)(4)(1)(B), the effective date
of this rule is November 19, 2010
without further notice, unless EPA
receives written adverse or critical
comments, or notice of intent to submit
adverse or critical comments before
October 20, 2010.

If EPA receives written adverse or
critical comments, or notice of intent to
submit adverse or critical comments, on
one or more of these SNURs before
October 20, 2010, EPA will withdraw
the relevant sections of this direct final
rule before its effective date. EPA will
then issue a proposed SNUR for the
chemical substance(s) on which adverse
or critical comments were received,
providing a 30—day period for public
comment.

This rule establishes SNURs for a
number of chemical substances. Any
person who submits adverse or critical
comments, or notice of intent to submit
adverse or critical comments, must
identify the chemical substance and the
new use to which it applies. EPA will
not withdraw a SNUR for a chemical
substance not identified in the
comment.

VII. Applicability of Rule to Uses
Occurring Before Effective Date of the
Rule

Significant new use designations for a
chemical substance are legally
established as of the date of publication
of this direct final rule September 20,
2010.

To establish a significant “new” use,
EPA must determine that the use is not
ongoing. The chemical substances
subject to this rule have undergone
premanufacture review. A TSCA section
5(e) consent order has been issued for
one chemical substance and the PMN


http://www.epa.gov/opptintr/newchems/pubs/invntory.htm
http://www.epa.gov/opptintr/newchems/pubs/invntory.htm

Federal Register/Vol. 75,

No. 181/Monday, September 20, 2010/Rules and Regulations

57179

submitters are prohibited by the TSCA
section 5(e) consent order from
undertaking activities which EPA is
designating as significant new uses. In
cases where EPA has not received a
notice of commencement (NOC) and the
chemical substance has not been added
to the TSCA Inventory, no other person
may commence such activities without
first submitting a PMN. For chemical
substances for which an NOC has not
been submitted at this time, EPA
concludes that the uses are not ongoing.
However, EPA recognizes that prior to
the effective date of the rule, when
chemical substances identified in this
SNUR are added to the TSCA Inventory,
other persons may engage in a
significant new use as defined in this
rule before the effective date of the rule.
However, 13 of the 25 chemical
substances contained in this rule have
CBI chemical identities, and since EPA
has received a limited number of post-
PMN bona fide submissions (per
§§720.25 and 721.11), the Agency
believes that it is highly unlikely that
any of the significant new uses
described in the regulatory text of this
rule are ongoing.

As discussed in the Federal Register
of April 24, 1990, EPA has decided that
the intent of TSCA section 5(a)(1)(B) is
best served by designating a use as a
significant new use as of the date of
publication of this direct final rule
rather than as of the effective date of the
rule. If uses begun after publication
were considered ongoing rather than
new, it would be difficult for EPA to
establish SNUR notice requirements
because a person could defeat the SNUR
by initiating the significant new use
before the rule became effective, and
then argue that the use was ongoing
before the effective date of the rule.
Thus, persons who begin commercial
manufacture, import, or processing of
the chemical substances regulated
through this SNUR will have to cease
any such activity before the effective
date of this rule. To resume their
activities, these persons would have to
comply with all applicable SNUR notice
requirements and wait until the notice
review period, including all extensions,
expires (see Unit II1.).

EPA has promulgated provisions to
allow persons to comply with this
SNUR before the effective date. If a
person meets the conditions of advance
compliance under § 721.45(h), the
person is considered exempt from the
requirements of the SNUR.

VIII. Test Data and Other Information

EPA recognizes that TSCA section 5
does not require the development of any
particular test data before submission of

a SNUN. There are two exceptions: 1)
development of test data is required,
where the chemical substance subject to
the SNUR is also subject to a test rule
under TSCA section 4 (see TSCA
section 5(b)(1)); and 2) development of
test data may be necessary where the
chemical substance has been listed
under TSCA section 5(b)(4) (see TSCA
section 5(b)(2)). In the absence of a
section 4 test rule or a section 5(b)(4)
listing covering the chemical substance,
persons are required only to submit test
data in their possession or control and
to describe any other data known to or
reasonably ascertainable by them (see 40
CFR 720.50).

However, upon review of PMNs and
SNUN:Ss, the Agency has the authority to
require appropriate testing. In cases
where EPA issued a TSCA section 5(e)
consent order that requires or
recommends certain testing, Unit IV.
lists those tests. Unit IV. also lists
recommended testing for non-5(e)
SNURs. Descriptions of tests are
provided for informational purposes.
EPA strongly encourages persons, before
performing any testing, to consult with
the Agency pertaining to protocol
selection. To access the harmonized test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/ocspp and select “Test
Methods and Guidelines.” The
Organisation for Economic Co-operation
and Development (OECD) test
guidelines are available from the OECD
Bookshop at http://
www.oecdbookshop.org or SourceOECD
at http://www.sourceoecd.org.

In the TSCA section 5(e) consent
order for one of the chemical substances
regulated under this rule, EPA has
established restrictions in view of the
lack of data on the potential health and
environmental risks that may be posed
by the significant new use or increased
exposure to the chemical substance.
These restrictions cannot be removed
unless the PMN submitter first submits
the results of toxicity tests that would
permit a reasoned evaluation of the
potential risks posed by this chemical
substance. A listing of the tests specified
in the TSCA section 5(e) consent order
is included in Unit IV. The SNUR
contains the same restrictions as the
TSCA section 5(e) consent order.
Persons who intend to begin non-
exempt commercial manufacture,
import, or processing for any of the
restricted activities must notify the
Agency by submitting a SNUN at least
90 days in advance of commencement of
that activity.

The recommended tests may not be
the only means of addressing the
potential risks of the chemical

substance. However, SNUN submitting
for significant new use without any test
data may increase the likelihood that
EPA will take action under TSCA
section 5(e), particularly if satisfactory
test results have not been obtained from
a prior PMN or SNUN submitter. EPA
recommends that potential SNUN
submitters contact EPA early enough so
that they will be able to conduct the
appropriate tests.

SNUN submitters should be aware
that EPA will be better able to evaluate
SNUNSs which provide detailed
information on the following:

e Human exposure and
environmental release that may result
from the significant new use of the
chemical substances.

¢ Potential benefits of the chemical
substances.

¢ Information on risks posed by the
chemical substances compared to risks
posed by potential substitutes.

IX. Procedural Determinations

By this rule, EPA is establishing
certain significant new uses which have
been claimed as CBI subject to Agency
confidentiality regulations at 40 CFR
part 2 and 40 CFR part 720, subpart E.
Absent a final determination or other
disposition of the confidentiality claim
under 40 CFR part 2 procedures, EPA is
required to keep this information
confidential. EPA promulgated a
procedure to deal with the situation
where a specific significant new use is
CBLI. This rule cross-references
§721.1725(b)(1) and is similar to that in
§721.11 for situations where the
chemical identity of the chemical
substance subject to a SNUR is CBI. This
procedure is cross-referenced in each
SNUR that includes specific significant
new uses that are CBL

Under these procedures a
manufacturer, importer, or processor
may request EPA to determine whether
a proposed use would be a significant
new use under the rule. The
manufacturer, importer, or processor
must show that it has a bona fide intent
to manufacture, import, or process the
chemical substance and must identify
the specific use for which it intends to
manufacture, import, or process the
chemical substance. If EPA concludes
that the person has shown a bona fide
intent to manufacture, import, or
process the chemical substance, EPA
will tell the person whether the use
identified in the bona fide submission
would be a significant new use under
the rule. Since most of the chemical
identities of the chemical substances
subject to these SNURSs are also CBI,
manufacturers, importers, and
processors can combine the bona fide
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submission under the procedure in
§721.1725(b)(1) with that under
§721.11 into a single step.

If EPA determines that the use
identified in the bona fide submission
would not be a significant new use, i.e.,
the use does not meet the criteria
specified in the rule for a significant
new use, that person can manufacture,
import, or process the chemical
substance so long as the significant new
use trigger is not met. In the case of a
production volume trigger, this means
that the aggregate annual production
volume does not exceed that identified
in the bona fide submission to EPA.
Because of confidentiality concerns,
EPA does not typically disclose the
actual production volume that
constitutes the use trigger. Thus, if the
person later intends to exceed that
volume, a new bona fide submission
would be necessary to determine
whether that higher volume would be a
significant new use.

X. SNUN Submissions

As stated in Unit II.C., according to
§ 721.1(c), persons submitting a SNUN
must comply with the same notice
requirements and EPA regulatory
procedures as persons submitting a
PMN, including submission of test data
on health and environmental effects as
described in § 720.50. SNUNs must be
submitted to EPA, on EPA Form No.
7710-25 in accordance with the
procedures set forth in §§721.25 and
720.40. This form is available from the
Environmental Assistance Division
(7408M), 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. Forms
and information are also available
electronically at http://www.epa.gov/
opptintr/newchems.

XI. Economic Analysis

EPA has evaluated the potential costs
of establishing SNUN requirements for
potential manufacturers, importers, and
processors of the chemical substances
subject to this rule. EPA’s complete
economic analysis is available in the
docket.

XII. Statutory and Executive Order
Reviews

A. Executive Order 12866

This rule establishes SNURs for
several new chemical substances that
were the subject of PMNs, or TSCA
section 5(e) consent orders. 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).

B. Paperwork Reduction Act

According to the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., an Agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
that requires OMB approval under the
PRA, unless it has been approved by
OMB and displays a currently valid
OMB control number. The OMB control
numbers for EPA’s regulations in title 40
of the CFR, after appearing in the
Federal Register, are listed in 40 CFR
part 9, and included on the related
collection instrument or form, if
applicable. EPA is amending the table in
40 CFR part 9 to list the OMB approval
number for the information collection
requirements contained in this rule.
This listing of the OMB control numbers
and their subsequent codification in the
CFR satisfies the display requirements
of PRA and OMB’s implementing
regulations at 5 CFR part 1320. This
Information Collection Request (ICR)
was previously subject to public notice
and comment prior to OMB approval,
and given the technical nature of the
table, EPA finds that further notice and
comment to amend it is unnecessary. As
a result, EPA finds that there is “good
cause” under section 553(b)(3)(B) of the
Administrative Procedure Act, 5 U.S.C.
553(b)(3)(B), to amend this table without
further notice and comment.

The information collection
requirements related to this action have
already been approved by OMB
pursuant to PRA under OMB control
number 2070-0012 (EPA ICR No. 574).
This action does not impose any burden
requiring additional OMB approval. If
an entity were to submit a SNUN to the
Agency, the annual burden is estimated
to average between 30 and 170 hours
per response. This burden estimate
includes the time needed to review
instructions, search existing data
sources, gather and maintain the data
needed, and complete, review, and
submit the required SNUN.

Send any comments about the
accuracy of the burden estimate, and
any suggested methods for minimizing
respondent burden, including through
the use of automated collection
techniques, to the Director, Collection
Strategies Division, Office of
Environmental Information (2822T),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. Please remember to
include the OMB control number in any
correspondence, but do not submit any
completed forms to this address.

C. Regulatory Flexibility Act

Pursuant to section 605(b) of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), the Agency hereby
certifies that promulgation of these
SNURs will not have a significant
adverse economic impact on a
substantial number of small entities.
The rationale supporting this
conclusion is discussed in this unit. The
requirement to submit a SNUN applies
to any person (including small or large
entities) who intends to engage in any
activity described in the rule as a
“significant new use.” Because these
uses are “new,” based on all information
currently available to EPA, it appears
that no small or large entities presently
engage in such activities. A SNUR
requires that any person who intends to
engage in such activity in the future
must first notify EPA by submitting a
SNUN. Although some small entities
may decide to pursue a significant new
use in the future, EPA cannot presently
determine how many, if any, there may
be. However, EPA’s experience to date
is that, in response to the promulgation
of over 1,400 SNURs, the Agency
receives on average only 5 notices per
year. Of those SNUNs submitted from
2006-2008, only one appears to be from
a small entity. In addition, the estimated
reporting cost for submission of a SNUN
(see Unit XII.) is minimal regardless of
the size of the firm. Therefore, EPA
believes that the potential economic
impacts of complying with these SNURs
are not expected to be significant or
adversely impact a substantial number
of small entities. In a SNUR that
published in the Federal Register of
June 2, 1997 (62 FR 29684) (FRL-5597—
1), the Agency presented its general
determination that final SNURs are not
expected to have a significant economic
impact on a substantial number of small
entities, which was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

D. Unfunded Mandates Reform Act

Based on EPA’s experience with
proposing and finalizing SNURs, State,
local, and Tribal governments have not
been impacted by these rulemakings,
and EPA does not have any reasons to
believe that any State, local, or Tribal
government will be impacted by this
rule. As such, EPA has determined that
this rule does not impose any
enforceable duty, contain any unfunded
mandate, or otherwise have any affect
on small governments subject to the
requirements of sections 202, 203, 204,
or 205 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4).
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E. Executive Order 13132

This action will not have a substantial
direct effect on 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, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999).

F. Executive Order 13175

This rule does not have Tribal
implications because it is not expected
to have substantial direct effects on
Indian Tribes. This does not
significantly or uniquely affect the
communities of Indian Tribal
governments, nor does it involve or
impose any requirements that affect
Indian Tribes. Accordingly, the
requirements of Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000), do not apply
to this rule.

G. Executive Order 13045

This action is not subject to Executive
Order 13045, entitled Protection of
Children from Environmental Health
Risks and Safety Risks (62 FR 19885,
April 23, 1997), because this is not an
economically significant regulatory
action as defined by Executive Order
12866, and this action does not address
environmental health or safety risks
disproportionately affecting children.

H. Executive Order 13211

This action is not subject to Executive
Order 13211, entitled Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001), because this action is not
expected to affect energy supply,
distribution, or use and because this
action is not a significant regulatory
action under Executive Order 12866.

I. National Technology Transfer and
Advancement Act

In addition, since this action does not
involve any technical standards, 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), does not
apply to this action.

J. Executive Order 12898

This action does not entail special
considerations of environmental justice
related issues as delineated by
Executive Order 12898, entitled Federal
Actions to Address Environmental
Justice in Minority Populations and

Low-Income Populations (59 FR 7629,
February 16, 1994).

XIII. 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, 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. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects

40 CFR Part 9

Environmental protection, Reporting
and recordkeeping requirements.
40 CFR Part 721

Environmental protection, Chemicals,
Hazardous substances, Reporting and
recordkeeping requirements.

Dated: September 10, 2010.
Wendy C. Hamnett,

Director, Office of Pollution Prevention and
Toxics.

m Therefore, 40 CFR parts 9 and 721 are
amended as follows:

PART 9—[AMENDED]

m 1. The authority citation for part 9
continues to read as follows:

Authority: 7 U.S.C. 135 et seq., 136—136y;
15 U.S.C. 2001, 2003, 2005, 2006, 2601-2671;
21 U.S.C. 331j, 346a, 348; 31 U.S.C. 9701; 33
U.S.C. 1251 et seq., 1311, 1313d, 1314, 1318,
1321, 1326, 1330, 1342, 1344, 1345 (d) and
(e), 1361; E.O. 11735, 38 FR 21243, 3 CFR,
1971-1975 Comp. p. 973; 42 U.S.C. 241,
242b, 243, 246, 300f, 300g, 300g—1, 300g-2,
300g-3, 300g—4, 300g-5, 300g—6, 300j—1,
300j—2, 300j—3, 300j—4, 300j—9, 1857 et seq.,
6901-6992k, 7401-7671q, 7542, 9601-9657,
11023, 11048.

m 2. The table in § 9.1 is amended by
adding the following sections in
numerical order under the undesignated
center heading “Significant New Uses of
Chemical Substances” to read as
follows:

§9.1 OMB approvals under the Paperwork
Reduction Act.

* * * * *

40 CFR citation OMB control No.

* * * * *

40 CFR citation OMB control No.

Significant New Uses of Chemical

Substances

721.10201 ... 2070-0012
721.10202 ... 2070-0012
721.10208 ... 2070-0012
721.10204 ... 2070-0012
721.10205 ... 2070-0012
721.10206 ... 2070-0012
721.10207 ... 2070-0012
721.10208 ... 2070-0012
721.10209 ... 2070-0012
721.10210 ... 2070-0012
721.10211 ... 2070-0012
721.10212 ... 2070-0012
721.10213 ... 2070-0012
721.10214 ... 2070-0012
721.10215 ... 2070-0012
721.10216 ... 2070-0012
721.10217 ... 2070-0012
721.10218 ... 2070-0012
721.10219 ... 2070-0012
721.10220 ... 2070-0012
721.10221 ... 2070-0012
721.10222 ... 2070-0012
721.10223 ... 2070-0012
721.10224 ... 2070-0012
721.10225 2070-0012
* * * * *

PART 721—[AMENDED]

m 3. The authority citation for part 721
continues to read as follows:

Authority: 15 U.S.C. 2604, 2607, and
2625(c).

m 4. Add § 721.10201 to subpart E to
read as follows:

§721.10201
nickel oxide.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
cobalt lithium manganese nickel oxide
(PMN P-04-269; CAS No. 182442-95-1)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section. The
requirements of this section do not
apply to quantities of the PMN
substance after it has been completely
reacted (cured).

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(1), (a)(2)(), (a)(3), (a)(4), (a)(5), (a)(6),
(b) (concentration set at 0.1 percent),
and (c). Respirators must provide a
National Institute for Occupational
Safety and Health (NIOSH) assigned
protection factor (APF) of at least 150.
The following NIOSH-approved
respirators meet the requirements of
§721.63(a)(4): Supplied-air respirator

Cobalt lithium manganese
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operated in pressure demand or other
positive pressure mode and equipped
with a tight-fitting full facepiece. As an
alternative to the respirator
requirements listed here, a
manufacturer, importer, or processor
may choose to follow the New Chemical
Exposure Limit (NCEL) provisions listed
in the Toxic Substances Control Act
(TSCA) section 5(e) consent order for
this substance. The NCEL is 0.1 mg/m3
as an 8-hour time-weighted average.
Persons who wish to pursue NCELs as
an alternative to the § 721.63 respirator
may request to do so under § 721.30.
Persons whose § 721.30 requests to use
the NCELs approach are approved by
EPA will receive NCELs provisions
comparable to those listed in the
corresponding section 5(e) consent
order.

(ii) Hazard communication program.
Requirements as specified in § 721.72
(a), (b), (c), (d), (e) (concentration set at
0.1 percent), (f), (g)(1)(1), (g)(1)(ii),
(@)(1)(vii),(@M)(X), (@)2), ()(3),
(@)(4)iii), and ()(5).

(iii) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(2).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (d), (e), (1), (g), (h), and (k)
are applicable to manufacturers,
importers, and processors of this
substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 5. Add § 721.10202 to subpart E to
read as follows:

§721.10202 Benzoic acid, 4-chloro-2-
[(substituted)azo]-, strontium salt (1:1)
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as benzoic acid, 4-chloro-2-
[(substituted)azo]-, strontium salt (1:1)
(PMN P-08-701) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(j).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (i) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to this section.
m 6. Add §721.10203 to subpart E to
read as follows:

§721.10203 Phosphonium, tetrabutyl-,
hydroxide (1:1).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
phosphonium, tetrabutyl-, hydroxide
(1:1) (PMN P-08-742; CAS No. 14518—
69-5) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this par graph

1) Recordkeeping. Recordkeeplng
requlrernents as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 7. Add § 721.10204 to subpart E to
read as follows:

§721.10204 Aryloxyacrylate (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as aryloxyacrylate (PMN P—
08-754) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(4), (b)(4), and
(c)(4) (N=3).

(i) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this par graph

1) Recordkeeping. Recordkeeplng
requ1rements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 8. Add §721.10205 to subpart E to
read as follows:

§721.10205 Formaldehyde, polymer with
1,3-benzenediol and 1,1’-
methylenebis[isocyanatobenzene].

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
formaldehyde, polymer with 1,3-
benzenediol and 1,1’-
methylenebis[isocyanatobenzene] (PMN
P-09-4; CAS No. 1067881-45-1) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 9. Add § 721.10206 to subpart E to
read as follows:

§721.10206 4-Cyclohexene-1,2-
dicarboxylic acid, 1,2-bis(2-oxiranylmethyl)
ester.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
4-cyclohexene-1,2-dicarboxylic acid,
1,2-bis(2-oxiranylmethyl) ester (PMN P—
09-19; CAS No. 21544—03-6) is subject
to reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(1), (a)(2)(), (a)(2)(iii), (a)(3), (b)
(concentration set at 0.1 percent), and
(c).

(ii) Hazard communication program.
Requirements as specified in § 721.72
(c), (e) (concentration set at 0.1 percent),
(8)(1)(), (@) (1){v), (g)(1)(vi), (g)(1)(vii),

(g ](( )(i) and (8)(2)(v).

b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
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(a), (b), (c), (d), (e), (1), and (h) are
applicable to manufacturers, importers,
and processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 10. Add § 721.10207 to subpart E to
read as follows:

§721.10207 1,3-
Cyclohexanedimethanamine, N1,N3-bis(2-
methylpropylidene)-.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
1,3-cyclohexanedimethanamine, N1,N3-
bis(2-methylpropylidene)- (PMN P-09—
38; CAS No. 173904—11-5) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 11. Add §721.10208 to subpart E to
read as follows:

§721.10208 Amines, di-C11-14-isoalkyl,
C13-rich.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
amines, di-C11-14-isoalkyl, C13-rich
(PMN P-09-71; CAS No. 1005516-89-1)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(4), (b)(4), and
(c)(4) (N=2).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The

provisions of § 721.185 apply to this
section.

m 12. Add § 721.10209 to subpart E to
read as follows:

§721.10209 Epoxy terminated, hydrolyzed
trialkoxysilane and glycidyl ether of phenol-
formaldehyde resin (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as epoxy terminated,
hydrolyzed trialkoxysilane and glycidyl
ether of phenol-formaldehyde resin
(PMN P—09-120) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(i) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in §721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 13. Add § 721.10210 to subpart E to
read as follows:

§721.10210 Soybean oil, epoxidized,
reaction products with diethanolamine.

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified as
soybean oil, epoxidized, reaction
products with diethanolamine (PMN P—
09-130; CAS No. 1002761-12-7) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 14. Add § 721.10211 to subpart E to
read as follows:

§721.10211 Octadecanoic acid, reaction
products with diethylenetriamine and urea,
acetates.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
octadecanoic acid, reaction products
with diethylenetriamine and urea,
acetates (PMN P—-09-172; CAS No.
84962—-05-0) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(s) (10,000
kilograms).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (i) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 15. Add § 721.10212 to subpart E to
read as follows:

§721.10212 1,2-Ethanediol, reaction
products with epichlorohydrin.

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified as
1,2-ethanediol, reaction products with
epichlorohydrin (PMN P—09-241; CAS
No. 705265-31-2) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(s) (100,000
kilograms).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (i) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 16. Add § 721.10213 to subpart E to
read as follows:
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§721.10213 Polyether polyester
copolymer phosphate (generic).
(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as polyether polyester
copolymer phosphate (PMN P-09-253)
is subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(2).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 17. Add § 721.10214 to subpart E to
read as follows:

§721.10214 Poly(oxyalkylenediyl),.alpha.-
substituted carbomonocycle-.omega.-
substituted carbomonocycle (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as
poly(oxyalkylenediyl),.alpha.-
substituted carbomonocycle-.omega.-
substituted carbomonocycle (PMN P—
09-286) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 18. Add § 721.10215 to subpart E to
read as follows:

§721.10215 Benzenepropanol, .beta.-
methyl-.
(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified as
benzenepropanol, .beta.-methyl- (PMN
P-09-385; CAS No0.7384—-80-7) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(1), (a)(2)(1), (a)(3), (b) (concentration
set at 1.0 percent), and (c).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(g).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (d), (e), and (i) are applicable
to manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 19. Add § 721.10216 to subpart E to
read as follows:

§721.10216 2-Propenoic acid, 3-(5,5,6-
trimethylbicyclo[2.2.1]hept-2-yl)cyclohexyl
ester].

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified as
2-propenoic acid, 3-(5,5,6-
trimethylbicyclo[2.2.1]hept-2-
yl)cyclohexyl ester (PMN P—09-411;
CAS No. 903876—45-9) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Disposal. Requirements as
specified in § 721.85 (a)(1), (b)(1), and
(c)(1).

(ii) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(2).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (j), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 20. Add § 721.10217 to subpart E to
read as follows:

§721.10217 Branched and linear alcohols
(generic).
(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as branched and linear
alcohols (PMN P-09-426) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(4), (b)(4), and
(c)(4) (N=1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 21. Add §721.10218 to subpart E to
read as follows:

§721.10218 2-Propenoic acid, 2-mehtyl-,
C12-15-branched and linear alkyl esters,
telomers with alkyl 2-
[[(alkylthio)thioxomethyl]thio]-2-alkanoate,
aminoalkyl methacrylate and alkyl
methacrylate, tert-Bu 2-
ethylhexanoperoxoate-initiated (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as 2-propenoic acid, 2-
methyl-, C12-15-branched and linear
alkyl esters, telomers with alkyl 2-
[[(alkylthio)thioxomethyl]thio]-2-
alkanoate, aminoalkyl methacrylate and
alkyl methacrylate, tert-Bu 2-
ethylhexanoperoxoate-initiated (PMN
P—09-436) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90(a)(1).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 22. Add §721.10219 to subpart E to
read as follows:
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§721.10219 Butanamide,N-[substituted
phenyl]-[(alkoxynitrophenyl)diazenyl]-3-
oxo- (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as butanamide,N-
[substituted phenyl]-
(alkoxynitrophenyl)diazenyl]-3-oxo-
(PMN P-09-451) is subject to reporting
under this section for the significant
new uses described in paragraph (a)(2)
of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(2).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 23. Add § 721.10220 to subpart E to
read as follows:

§721.10220 Phosphoric acid, polymer with
cycloaliphatic diglycidyl ether, alkylethers
(generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as phosphoric acid, polymer
with cycloaliphatic diglycidyl ether,
alkylethers (PMN P-09-478) is subject
to reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(2).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 24. Add § 721.10221 to subpart E to
read as follows:

§721.10221 3-Nonen-1-ol, 1-acetate, (32)-.

(a) Chemical substance and
significant new uses subject to reporting.

(1) The chemical substance identified as
3-nonen-1-ol, 1-acetate, (3Z)- (PMN P-
09-542; CAS No. 13049-88-2) is subject
to reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Release to water. Requirements as
specified in § 721.90 (a)(4), (b)(4), and
(c)(4) (N=9).

(ii) [Reserved]

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), and (k) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 25. Add § 721.10222 to subpart E to
read as follows:
§721.10222 Styrenyl surface treated
manganese ferrite (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as styrenyl surface treated
manganese ferrite (PMN P-09-581) is
subject to reporting under this section
for the significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(4), (a)(5), (a)(6), (b) (concentration set
at 1.0 percent), and (c). Respirators must
provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 10. The following
NIOSH-approved respirators with an
APF of 10-25 meet the minimum
requirements for § 721.63(a)(4): Air-
purifying, tight-fitting respirator
equipped with N100 (if oil aerosols
absent), R100, or P100 filters (either
half- or full-face); powered air-purifying
respirator equipped with a loose-fitting
hood or helmet and High Efficiency
Particulate Air (HEPA) filters; powered
air-purifying respirator equipped with a
tight-fitting facepiece (either half- or
full-face) and HEPA filters; supplied-air
respirator operated in pressure demand
or continuous flow mode and equipped
with a hood or helmet, or tight-fitting
facepiece (either half- or full-face).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(j) (raw material
intermediate used in the manufacture of
polymerized pigments).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (d), and (i) are applicable to
manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 26. Add § 721.10223 to subpart E to
read as follows:

§721.10223 Styrenyl surface treated
manganese ferrite with acrylic ester
polymer (generic).

(a) Chemical substance and
significant new uses subject to reporting.
(1) The chemical substance identified
generically as styrenyl surface treated
manganese ferrite with acrylic ester
polymer (PMN P-09-582) is subject to
reporting under this section for the
significant new uses described in
paragraph (a)(2) of this section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(4), (a)(5), (a)(B), (b) (concentration set
at 1.0 percent), and (c). Respirators must
provide a National Institute for
Occupational Safety and Health
(NIOSH) assigned protection factor
(APF) of at least 10. The following
NIOSH-approved respirators with an
APF of 10-25 meet the minimum
requirements for § 721.63(a)(4): Air-
purifying, tight-fitting respirator
equipped with N100 (if oil aerosols
absent), R100, or P100 filters (either
half- or full-face); powered air-purifying
respirator equipped with a loose-fitting
hood or helmet and High Efficiency
Particulate Air (HEPA) filters; powered
air-purifying respirator equipped with a
tight-fitting facepiece (either half- or
full-face) and HEPA filters; supplied-air
respirator operated in pressure demand
or continuous flow mode and equipped
with a hood or helmet, or tight-fitting
facepiece (either half- or full-face).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80(j) (polymerized
pigment used in the manufacture of
electronic inks).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (d), and (i) are applicable to
manufacturers, importers, and
processors of this substance.
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(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 27. Add § 721.10224 to subpart E to
read as follows:

§721.10224 Diglycidylaniline (generic).
(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as diglycidylaniline (PMN
P-10-9) is subject to reporting under
this section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(1), (a)(2)(d), (a)(3), (b) (concentration
set at 0.1 percent), and (c).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80 (v)(1), (w)(1), and
(x)(1).

(iii) Release to water. Requirements as
specified in § 721.90 (a)(1), (b)(1), and
(c)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this paragraph.

(1) Recordkeeping. Recordkeeping
requirements as specified in § 721.125
(a), (b), (c), (d), (e}, (i), and (k) are
applicable to manufacturers, importers,
and processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

m 28. Add § 721.10225 to subpart E to
read as follows:

§721.10225 Quino[2,3-b] acridine-7,14-
dione, 2,9-dichloro-5,12-dihydro [4-[[2-
(sulfooxy) ethyl] substituted] phenyl]-,
sodium salt (1:1) (generic).

(a) Chemical substance and

significant new uses subject to reporting.

(1) The chemical substance identified
generically as quino([2,3-b] acridine-
7,14-dione, 2,9-dichloro-5,12-dihydro
[4-[[2-(sulfooxy) ethyl] substituted]
phenyll-, sodium salt (1:1) (PMN P-10—
14) is subject to reporting under this
section for the significant new uses
described in paragraph (a)(2) of this
section.

(2) The significant new uses are:

(i) Protection in the workplace.
Requirements as specified in § 721.63
(a)(1), (a)(2)(), (a)(2)(iii), (a)(3), (b)
(concentration set at 1.0 percent), and
(c).

(ii) Industrial, commercial, and
consumer activities. Requirements as
specified in § 721.80 (j), (v)(1), (w)(1),
and (x)(1).

(b) Specific requirements. The
provisions of subpart A of this part
apply to this section except as modified
by this par gra ph.

1) Recordkeeping. Recordkeeplng
requlrements as specified in §721.125
(a), (b), (c), (d), (e), and (i) are applicable
to manufacturers, importers, and
processors of this substance.

(2) Limitations or revocation of
certain notification requirements. The
provisions of § 721.185 apply to this
section.

(3) Determining whether a specific use
is subject to this section. The provisions
of § 721.1725(b)(1) apply to this section.

[FR Doc. 2010-23415 Filed 9-17-10; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-OAR-2010-0203-201035;
FRL-9202-9]

Approval and Promulgation of
Implementation Plans and
Designations of Areas for Air Quality
Planning Purposes; Alabama:
Birmingham; Determination of
Attaining Data for the 2006 24-Hour
Fine Particulate Standard

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

SUMMARY: On February 24, 2010, the
State of Alabama, through the Alabama
Department of Environmental
Management (ADEM), submitted a
request to EPA to make a determination
that the Birmingham, Alabama,
nonattainment area has attained the
24-hour fine particulate matter (PM, s)
National Ambient Air Quality Standard
(NAAQS) based on quality assured,
quality controlled monitoring data from
2007-2009. The Birmingham, Alabama,
2006 24-hour PM> 5 nonattainment area
(hereafter referred to as “the
Birmingham Area”) is comprised of
Jefferson and Shelby Counties in their
entireties, and a portion of Walker
County in Alabama. In this action, EPA
is taking final action to determine that
the Birmingham Area has attained the
2006 24-hour PM, s NAAQS. This clean
data determination is based upon
complete, quality assured, quality
controlled, and certified ambient air
monitoring data for the years 2007-2009
showing that the Birmingham Area has
monitored attainment of the 2006
24-hour PM, s NAAQS.

DATES: Effective Date: This final rule is
effective on October 20, 2010.

ADDRESSES: EPA has established a
docket for this action under Docket ID
Number EPA-R04-OAR-2010-0203. All
documents in the docket are listed in
the http://www.regulations.gov Web
site. Although listed in the electronic
docket, some information is not publicly
available, i.e., confidential business
information or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
http://www.regulations.gov or in hard
copy for public inspection during
normal business hours at the Regulatory
Development Section, Air Planning
Branch, Air, Pesticides and Toxics
Management Division, U.S.
Environmental Protection Agency,
Region 4, 61 Forsyth Street, SW.,
Atlanta, Georgia 30303—8960.
FOR FURTHER INFORMATION CONTACT: Sara
Waterson, Regulatory Development
Section, Air Planning Branch, Air,
Pesticides and Toxics Management
Division, U.S. Environmental Protection
Agency, Region 4, 61 Forsyth Street,
SW., Atlanta, Georgia 30303—8960. Ms.
Waterson may be reached by phone at
(404) 562—-9061 or via electronic mail at
waterson.sara@epa.gov.
SUPPLEMENTARY INFORMATION:
I. What action is EPA taking?
II. What is the effect of this action?
III. What is EPA’s final action?
IV. What are the statutory and Executive
order reviews?

I. What action is EPA taking?

EPA is taking final action to
determine that the Birmingham Area
(comprised of Jefferson and Shelby
Counties in their entireties and a
portion of Walker County) has attaining
data for the 2006 24-hour PM, s NAAQS.
This clean data determination is based
upon quality assured, quality controlled
and certified ambient air monitoring
data that shows the Area has monitored
attainment of the 2006 24-hour PM, s
NAAQS based on the 2007—-2009 data.
While still preliminary, the available
2010 24-hour PM; 5 data also monitored
attainment for the 2006 24-hour PM, 5
standard.

Other specific requirements of the
clean data determination and the
rationale for EPA’s action are explained
in the notice of proposed rulemaking
(NPR) published on June 14, 2010 (75
FR 33562) and will not be restated here.
The comment period closed on July 14,
2010. No comments, adverse or
otherwise, were received in response to
the NPR.
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II. What is the effect of this action?

This final action, in accordance with
40 CFR 51.1004(c), suspends the
requirements for this Area to submit an
attainment demonstration, associated
reasonably available control measures,
reasonable further progress plan,
contingency measures, and other
planning SIPs related to attainment of
the 2006 24-hour PM, s NAAQS as long
as this Area continues to meet the 2006
24-hour PM, s NAAQS. Finalizing this
action does not constitute a
redesignation of the Birmingham Area
to attainment for the 2006 24-hour PM; s
NAAQS under section 107(d)(3) of the
Clean Air Act (CAA). Further, finalizing
this action does not involve approving
maintenance plans for the Area as
required under section 175A of the
CAA, nor does it involve a
determination that the Area has met all
requirements for a redesignation.
Additionally, this action is not in
regards to the Birmingham Area’s status
for the 1997 PM, 5 standard.

II1. What is EPA’s final action?

EPA is taking final action to
determine that the Birmingham Area
has attaining data for the 2006 24-hour
PM, s NAAQS. This clean data
determination is based upon quality
assured, quality controlled, and certified
ambient air monitoring data showing
that this Area has monitored attainment
of the 2006 24-hour PM, s NAAQS
during the period 2007-2009. This final
action, in accordance with 40 CFR
51.1004(c), will suspend the
requirements for this Area to submit an
attainment demonstration, associated
reasonably available control measures,
reasonable further progress plans,
contingency measures, and other
planning SIPs related to attainment of
the 2006 24-hour PM, s NAAQS as long
as the Area continues to meet the 2006
24-hour PM» s NAAQS. EPA is taking
this final action because it is in
accordance with the CAA and EPA
policy and guidance.

IV. What are statutory and Executive
order reviews?

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

imposed by State law. For that reason,
this action:

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

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

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

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

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

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

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

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

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

In addition, this action does not have
Tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the
impacted area is not 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. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in

the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by November 19, 2010. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this action for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action,
pertaining to the determination of
attaining data for the 2006 24-hour fine
particulate matter standard for the
Birmingham Area, 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, Particulate matter.

Dated: September 3, 2010 .
A. Stanley Meiburg,
Acting Regional Administrator, Region 4.

m 40 CFR part 52 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 B—Alabama

m 2. Section 52.62 is amended by adding
(a) to read as follows:

§52.62 Control strategy: Sulfur oxides and
particulate matter.
* * * * *

(a) Determination of Attaining Data.
EPA has determined, as of September
20, 2010, the Birmingham, Alabama,
nonattainment area has attaining data
for the 2006 24-hour PM, s NAAQS.
This clean data determination, in
accordance with 40 CFR 51.1004(c),
suspends the requirements for this area
to submit an attainment demonstration,
associated reasonably available control
measures, a reasonable further progress
plan, contingency measures, and other
planning SIPs related to attainment of
the standard for as long as this area
continues to meet the 2006 24-hour
PM..s NAAQS.

[FR Doc. 2010-23318 Filed 9-17-10; 8:45 am]
BILLING CODE 6560-50—-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 271
[EPA-R01-RCRA-2010-0561; FRL-9203-3]
Rhode Island: Final Authorization of

State Hazardous Waste Management
Program Revisions

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

SUMMARY: The State of Rhode Island has
applied to EPA for final authorization of
certain changes to its hazardous waste
program under the Resource
Conservation and Recovery Act (RCRA).
EPA determined that these changes
satisfy all requirements needed to
qualify for final authorization and
recently authorized all but one of the
State’s changes through an immediate
final rule. However, EPA also stated in
that rule that it would address the
authorization of the state’s requirements
regarding EPA’s Zinc Fertilizer Rule in
a separate final rule (following the
proposed rule) as it anticipated possible
adverse comments that would oppose
the Federal authorization of Rhode
Island for this particular rule. There
was, in fact, an adverse comment filed
objecting to EPA authorizing Rhode
Island for the Zinc Fertilizer Rule.
Today’s action responds to that
comment but does not agree with it and,
thus, finalizes the Agency’s decision to
authorize Rhode Island for EPA’s Zinc
Fertilizer Rule. In addition, the
comment also objected to EPA
authorizing Rhode Island for the Burden
Reduction Initiative. Accordingly, EPA
is partially withdrawing the immediate
final rule insofar as it authorized Rhode
Island for the Burden Reduction
Initiative. However, EPA is now
responding to the comment and again
not agreeing with it and, thus, today’s
action also authorizes Rhode Island for
the Burden Reduction Initiative. No
objections were filed to EPA regarding
authorizing the other revisions
submitted by Rhode Island.
Accordingly, the immediate final rule is
not being withdrawn as to these other
revisions, which will continue to be
authorized pursuant to the immediate
final rule.

DATES: Today’s decision approving the
authorization of Rhode Island’s
hazardous waste revisions as they relate
to the Zinc Fertilizer Rule and Burden
Reduction Initiative will be effective
September 24, 2010 (as are other aspects
of Rhode Island’s hazardous waste
program revisions approved in the
aforementioned immediate final rule).

ADDRESSES: Docket: EPA has established
a docket for this action under Docket ID
No. EPA-R01-RCRA-2010-0561. All
documents in the docket are listed on
the http://www.regulations.gov Web
site. Although it may be listed in the
index, some information might not be
publicly available, e.g., 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 either
electronically through http://
www.regulations.gov or in hard copy at
the following two locations: (i) Rhode
Island Department of Environmental
Management, 235 Promenade St.,
Providence, RI 02908-5767, by
appointment only through the Office of
Technical and Customer Assistance, tel:
(401) 222-6822 and (ii) EPA Region I
Library, 5 Post Office Square, 1st Floor,
Boston, MA 02109-3912, by
appointment only, (617) 918-1990.

FOR FURTHER INFORMATION CONTACT:
Robin Biscaia, RCRA Waste
Management Section, Office of Site
Remediation and Restoration (OSRR 07—
1), EPA New England—Region 1, 5 Post
Office Square, Suite 100, Boston, MA
02109-3912; telephone number: (617)
918-1642; fax number: (617) 918-0642,
e-mail address: biscaia.robin@epa.gov.
SUPPLEMENTARY INFORMATION: As stated
in EPA’s recent immediate final rule, 75
FR 43409 (July 26, 2010), because of
anticipated adverse public comment on
the authorization of Rhode Island’s
Hazardous Waste Program revisions for
EPA’s Zinc Fertilizer Rule, the
authorization of that rule never was
included in the immediate final rule.
Instead, we are in today’s action making
a separate determination (following an
opportunity for public comment)
regarding the authorization of Rhode
Island for the Zinc Fertilizer Rule. As
noted above, in response to the adverse
public comment, we also are partially
withdrawing the immediate final rule
insofar as it authorized Rhode Island for
the Burden Reduction Initiative.
However, we are not agreeing with the
comment and, thus, are authorizing
Rhode Island for the Burden Reductive
Initiative.

For general information regarding
why revisions to state programs are
necessary and what aspects of Rhode
Island’s hazardous waste program have
been previously authorized as well
those provisions which were authorized
by the immediate final rule referenced
above, please see 75 FR 43409 (July 26,
2010).

The following information relates
only to the authorization of Rhode
Island for hazardous waste revisions as
they relate to EPA’s Zinc Fertilizer Rule
and Burden Reduction Initiative.

A. What decisions have we made in this
rule?

We have concluded that Rhode
Island’s application to revise its
authorized program with regard to
EPA’s Zinc Fertilizer Rule and Burden
Reduction Initiative meets all of the
statutory and regulatory requirements
established by RCRA. Therefore, we
grant Rhode Island final authorization to
operate its hazardous waste program
with the changes relating to the Zinc
Fertilizer Rule and Burden Reduction
Initiative as described in the
authorization application. Rhode
Island’s Department of Environmental
Management (RIDEM) has responsibility
for carrying out the aspects of the RCRA
program covered by its revised program
application, subject to the limitations of
the Hazardous and Solid Waste
Amendments of 1984 (HSWA). New
Federal requirements and prohibitions
imposed by Federal regulations that
EPA promulgates under the authority of
HSWA take effect in authorized States
before they are authorized for the
requirements. Thus, EPA will
implement any such requirements and
prohibitions in Rhode Island, including
implementation of the Land Disposal
Restrictions (LDR) requirements in 40
CFR part 268 because Rhode Island has
not yet sought and obtained
authorization for those requirements.
Regulated entities in Rhode Island must
comply with these directly administered
EPA requirements, in addition to the
State hazardous waste requirements.

B. What is the effect of today’s
authorization decision?

The effect of this decision is that a
facility in Rhode Island subject to RCRA
will now have to comply with the
authorized State requirements instead of
the equivalent Federal requirements in
order to comply with RCRA. Rhode
Island has enforcement responsibilities
under its State hazardous waste program
for violations of such program, but EPA
also retains its full authority under
RCRA sections 3007, 3008, 3013, and
7003, which includes, among others,
authority to:

¢ Perform inspections, and require
monitoring, tests, analyses or reports.

¢ Enforce RCRA requirements and
suspend or revoke permits.

o Take enforcement actions.

This action does not impose
additional requirements on the
regulated community because the
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regulations for which Rhode Island is
being authorized by today’s action are
already effective under State law, and
are not changed by today’s action.

C. Proposed Rule

On July 26, 2010, EPA published a
proposed rule (75 FR 43478) in which
we proposed granting authorization of
changes to Rhode Island’s Hazardous
Waste program. This was included as a
companion document to the immediate
final rule in order to ensure the
opportunity for public comment. In this
proposed rule, EPA noted that because
of anticipated adverse comments related
to the authorization of Rhode Island for
revisions relating to EPA’s Zinc
Fertilizer Rule, the agency would make
a separate determination (following the
opportunity for public comment)
regarding the authorization of Rhode
Island for the Zinc Fertilizer Rule. Thus,
today’s action makes a separate
determination relating to the
authorization of Rhode Island for
revisions which pertain to EPA’s Zinc
Fertilizer Rule. As noted above, today’s
action also authorizes Rhode Island for
the Burden Reduction Initiative.

D. What changes are we authorizing
with this action?

On June 17, 2010 EPA received Rhode
Island’s complete program revision
application dated June 15, 2010 seeking
authorization for their changes in
accordance with 40 CFR 271.21. The
RCRA program revisions for which
Rhode Island is seeking authorization
addressed by this action relate only to
EPA’s Zinc Fertilizer Rule and the
Burden Reduction Initiative. (Although
the application sought authorization for
many other program revisions as well,
those provisions were addressed in the
aforementioned immediate final rule
published on July 26, 2010.) The State
has adopted the Federal requirements
relating to the Zinc Fertilizer Rule, 67
FR 48393 (July 24, 2002) and the Burden
Reduction Initiative, 71 FR 1686 (April
24, 2006) at Rule 2.00 in its general
incorporation by reference of Federal
requirements through July 1, 2008
(except as otherwise noted in the
following paragraph). The State’s
authorization application consists of a
cover letter requesting authorization, a
copy of RIDEM’s Rules and Regulations
for Hazardous Waste Management dated
June 2010, regulatory checklists
(specifically related to this action, CL
200—Zinc Fertilizer Rule and CL 213—
Burden Reduction Initiative) comparing
the State and Federal requirements and
a Supplement to the Attorney General’s
Statement.

We are now making a final decision
that Rhode Island’s hazardous waste
program revisions which relate to EPA’s
Zinc Fertilizer Rule and the Burden
Reduction Initiative satisfy all of the
requirements necessary to qualify for
final authorization. Therefore, we grant
Rhode Island final authorization for the
specific program changes which relate
to these rules as identified below. Note,
the Federal requirements are identified
by their checklist (CL) number and rule
description followed by the
corresponding state regulatory analog(s)
(“Rule(s)”) from Rhode Island’s Rules
and Regulations for Hazardous Waste
Management as in effect on June 7,
2010: CL 200—Zinc Fertilizer Rule, 67
FR 48393, July 24, 2002: Rules 2.2C and
2.2H; CL 213—Burden Reduction
Initiative, 71 FR 16862, April 24, 2006
(other than LDR requirements): Rules
2.2C,2.2C4,22F,22G,221,2.2],
7.0 B.82,8.1 A.17,8.1 A.41,8.1 A.45
and 8.1 A.64.

E. Response to Comments

The adverse comment filed was from
Ms. Patricia Anne Martin on behalf of
the organization Safe Food and
Fertilizer. The comment objects first to
the EPA’s decision in the Zinc Fertilizer
Rule to allow the application to the land
of zinc fertilizers made from hazardous
wastes or hazardous secondary
materials. Such application to the land
is allowed under the Zinc Fertilizer
Rule only when contaminants are below
levels determined by the EPA in that
Rule to be protective of human health
and the environment (see 40 CFR
261.4(a)(21)), but Safe Food and
Fertilizer disagrees with the EPA
determinations and states that the “use
of hazardous waste in fertilizer has not
been proven safe.” The comment also
objects to the EPA’s decisions in the
Burden Reduction Initiative rulemaking
to allow one time notices of shipments
of zinc fertilizer and to allow such
notices to be kept on file (see 40 CFR
268.7(b)(6) (July 1, 2008)) as opposed to
the prior requirements that there be
notices regarding each shipment and
that such notices be sent to the relevant
EPA office or authorized State (see 40
CFR 268.7(b)(6) (July 1, 2005). Based on
these concerns, Safe Food and Fertilizer
asks that EPA Region I not authorize
Rhode Island for the Zinc Fertilizer Rule
or the Burden Reduction Initiative.

In the proposed rule regarding this
matter, the Region had suggested that if
any commenter objected to the Zinc
Fertilizer Rule, it should have addressed
its comments to the EPA prior to the
adoption of that Rule. In response, Safe
Food and Fertilizer asserts that it did

object to the Zinc Fertilizer Rule but
that the EPA “ignored” the comments.

In the proposed rule regarding this
matter, the Region had further suggested
that if any commenter objected to Rhode
Island adopting the Zinc Fertilizer Rule,
it should have filed comments with
Rhode Island during its comment period
on its rules, rather than waiting and
asking EPA to not authorize the State
rules. The Region pointed out that while
under RCRA, a State has the right to be
more stringent than a Federal rule, it
also has the right not to be more
stringent and thus a State may simply
track the Federal RCRA rules. Thus, if
a commenter wants a State not to adopt
a Federal rule such as the Zinc Fertilizer
Rule but rather to be more stringent, it
should file timely comments with the
State. In response, Safe Food and
Fertilizer asserts that Rhode Island does
not have the right “not to be more
stringent” than the Zinc Fertilizer Rule,
since by adopting the Zinc Fertilizer
Rule, Rhode Island is being less
protective than what Safe Food and
Fertilizer believes the correct minimum
Federal standards should be as
mandated by the Congress. However,
Safe Food and Fertilizer does not
explain why it did not file comments to
Rhode Island.

Under the RCRA statute, the EPA
must promulgate Federal RCRA
regulations that are protective of human
health and the environment. 42 U.S.C.
6922-6924. Then the EPA is further
directed to authorize State RCRA
programs if they are “equivalent” to the
Federal programs and meet other
requirements. 42 U.S.C. 6926. This
involves comparing the State
regulations to the Federal regulations.
State regulations may be “more
stringent” than the Federal requirements
or may simply be “equivalent,” but may
not be less stringent. 42 U.S.C. 6929.
The statute clearly contemplates a two
step process. First, the EPA issues its
regulations and any person disagreeing
with the EPA’s determinations generally
must challenge them in court within 90
days. 42 U.S.C. 6976. Second, when the
EPA later authorizes State regulations, it
simply compares them to the federal
regulations. The statute does not
contemplate that whether the Federal
regulations are adequately protective
should be revisited in the course of
determining whether to authorize State
regulations.

Here, Safe Food and Fertilizer did
object to the EPA adopting the Zinc
Fertilizer Rule and indeed challenged
the Rule in court. However, their
petition was denied by the court and the
regulations generally were upheld. Safe
Food and Fertilizer v. Environmental
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Protection Agency, 350 F.3d 1263 (DC
Cir. 2003). The Zinc Fertilizer Rule
remains in effect at the federal level.
The Burden Reduction Initiative Rule
was not challenged by either Safe Food
and Fertilizer or anyone else. As a
result, it also remains in effect at the
Federal level. Thus these are the Federal
requirements that Rhode Island must
meet in order to obtain authorization for
these particular rules. While States need
not adopt the Zinc Fertilizer Rule or the
Burden Reduction Initiative, since not
doing so would make them more
stringent than the Federal rules, States
are allowed to adopt these rules. Rhode
Island decided to adopt and seek
authorization for these Federal rules. In
its regulations, Rhode Island has
adopted the Zinc Fertilizer Rule
requirements exactly, by incorporating
them by reference in its Rules 2.2C and
2.2H. Thus Rhode Island clearly is being
equivalent to and as stringent as this
Federal rule. While Safe Food and
Fertilizer may disagree with the Federal
rule in question, the Region is
appropriately comparing the State rules
to the Federal rules, rather than
comparing the State rules to what Safe
Food and Fertilizer thinks the Federal
rules should be.

Rhode Island also has adopted the
Burden Reduction Initiative Rule
requirements, with some more stringent
revisions (not relevant to the Zinc
Fertilizer Rule), by incorporating them
by reference in its Rules 2.2C, 2.2C.4,
2.2F, 2.2G, 2.21, 2.2], 7.0B82 and
8.1A.64. However, Rhode Island has not
adopted any of the Federal Land
Disposal Restriction (LDR) rules. See
Rhode Island’s Rule 2.2 B. Thus, as
earlier explained in the immediate final
rule, Rhode Island is not being
authorized for any of the LDR Rules.
The reduced reporting requirement that
Safe Food and Fertilizer is objecting to
is an LDR regulation—40 CFR
268.7(b)(6). Thus, Rhode Island is not
being authorized for this particular
regulation. That reduced reporting
requirement actually is in effect in
Rhode Island, but that is because the
EPA is directly administering the
Federal LDR program in Rhode Island
and the reduced reporting requirement
is part of the federal program. But this
is a result of the EPA issuing the Burden
Reduction Initiative Rule in 2006, not a
result of today’s authorization. Thus,
insofar as Safe Food and Fertilizer is
objecting to Rhode Island being
authorized for 40 CFR 268.7(b)(6), its
comment is in error, since Rhode Island
is not being authorized for that
regulation. Insofar as Safe Food and
Fertilizer is otherwise objecting to

Rhode Island being authorized for the
Burden Reduction Initiative, its
comment is in error for the same reasons
why its objection to the authorization of
Rhode Island for the Zinc Fertilizer Rule
is in error. That is, a State has the right
not to be more stringent than the
Federal regulations and is being
“equivalent” to the federal regulations
when it tracks the Federal regulations.

Thus, the Region does not agree with
Safe Food and Fertilizer’s comment that
it should not authorize these Rhode
Island regulations. Thus the regulations
are being authorized. The Region
continues to encourage Safe Food and
Fertilizer to file timely comments with
the States during future program
updates, if it believes that the States
should not adopt the Zinc Fertilizer
Rule or should revisit past adoptions of
the Zinc Fertilizer Rule. If, alternatively,
Safe Food and Fertilizer believes that
the EPA should reconsider and change
the federal regulations, it needs to
request this at the national level. A
Region does not have the authority to
change the national regulations.

F. Administrative Requirements

The Office of Management and Budget
has exempted this action (RCRA State
Authorization) from the requirements of
Executive Order 12866 (58 FR 51735,
October 4, 1993); therefore, this action
is not subject to review by OMB. This
action authorizes State requirements for
the purpose of RCRA 3006 and imposes
no additional requirements beyond
those imposed by State law.
Accordingly, I certify that this action
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
action authorizes pre-existing
requirements under State law and does
not impose any additional enforceable
duty beyond that required by State law,
it does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—-4). For the same
reason, this action also does not
significantly or uniquely affect Tribal
governments, as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000). This action will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999), because it merely
authorizes State requirements as part of
the State RCRA hazardous waste

program without altering the
relationship or the distribution of power
and responsibilities established by
RCRA. This action also is not subject to
Executive Order 13045 (62 FR 19885,
April 23, 1997), because it is not
economically significant and it does not
make decisions based on environmental
health or safety risks. This rule is not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355 (May
22, 2001)) because it is not a significant
regulatory action under Executive Order
12866.

Under RCRA 3006(b), EPA grants a
State’s application for authorization as
long as the State meets the criteria
required by RCRA. It would thus be
inconsistent with applicable law for
EPA, when it reviews a State
authorization application, to require the
use of any particular voluntary
consensus standard in place of another
standard that otherwise satisfies the
requirements of RCRA. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. As required by
section 3 of Executive Order 12988 (61
FR 4729, February 7, 1996), in issuing
this rule, EPA has taken the necessary
steps to eliminate drafting errors and
ambiguity, minimize potential litigation,
and provide a clear legal standard for
affected conduct. EPA has complied
with Executive Order 12630 (53 FR
8859, March 15, 1988) by examining the
takings implications of the rule in
accordance with the “Attorney General’s
Supplemental Guidelines for the
Evaluation of Risk and Avoidance of
Unanticipated Takings” issued under
the executive order. This rule does not
impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act,

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

List of Subjects in 40 CFR Part 271

Environmental protection,
Administrative practice and procedure,
Confidential business information,
Hazardous waste, Hazardous waste
transportation, Indian lands,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements.

Authority: This action is issued under the
authority of sections 2002(a), 3006 and
7004(b) of the Solid Waste Disposal Act as
amended 42 U.S.C. 6912(a), 6926, 6974(b).

Dated: September 9, 2010.

Ira W. Leighton,

Acting Regional Administrator, EPA New
England.

[FR Doc. 2010-23401 Filed 9-17-10; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION

Federal Motor Carrier Safety
Administration

49 CFR Part 325
[Docket No. FMCSA-2006-24065]
RIN-2126-AB31

Compliance With Interstate Motor
Carrier Noise Emission Standards:
Exhaust Systems

AGENCY: Federal Motor Carrier Safety
Administration, DOT.

ACTION: Direct final rule.

SUMMARY: In response to a petition for
rulemaking from the Truck
Manufacturers Association (TMA), the
Federal Motor Carrier Safety
Administration (FMCSA) amends its
regulations to eliminate turbochargers
from the list of equipment considered to
be noise dissipative devices. As written,
the regulation may allow vehicle
operators to remove mufflers and still
meet the Federal inspection
requirements if commercial motor
vehicle (CMV) engines are equipped
with turbochargers. This was not the
intent of that rule. Therefore, the
Agency amends the rule to restore its
original intent.

DATES: This rule is effective November
19, 2010, unless an adverse comment, or
notice of intent to submit an adverse
comment, is either submitted to our
online docket via http://
www.regulations.gov on or before
October 20, 2010 or reaches the Docket
Management Facility by that date. If an
adverse comment, or notice of intent to

submit an adverse comment, is received
by October 20, 2010, we will withdraw
this direct final rule and publish a
timely notice of withdrawal in the
Federal Register.

ADDRESSES: You may submit comments
identified by docket number FCMSA—
2006-24065 using any one of the
following methods:

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

(2) Fax: 202—493-2251.

(3) Mail: Docket Management Facility
(M=30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

(4) Hand Delivery: Same as mail
address above, between 9 a.m. and 5
p-m. e.t.,, Monday through Friday,
except Federal holidays. The telephone
number is 202-366—9329.

To avoid duplication, please use only
one of these four methods. See the
“Public Participation and Comments”
portion of the SUPPLEMENTARY
INFORMATION section below for
instructions on submitting comments.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, e-mail
or call Mr. Brian Routhier, Vehicle and
Roadside Operations Division (MC—
PSV), Office of Bus and Truck Standards
and Operations, brian.routhier@dot.gov
or (202) 366—1225.

SUPPLEMENTARY INFORMATION:

I. Public Participation and Comments

If you would like to participate in this
rulemaking, you may submit comments
and related materials. All comments
received will be posted, without change,
to http://www.regulations.gov and will
include any personal information you
have provided.

A. Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (FMCSA-2006-24065),
indicate the specific section of this
document to which each comment
applies, and provide a reason for each
suggestion or recommendation. You
may submit your comments and
material online, or by fax, mail or hand
delivery, but please use only one of
these means. We recommend that you
include your name and a mailing
address, an e-mail address, or a phone
number in the body of your document
so that we can contact you if we have
questions regarding your submission. As
a reminder, FMCSA will only consider
adverse comments as defined in 49 CFR
389.39(b) and explained below.

To submit your comment online, go to
http://www.regulations.gov, click on the

“submit a comment” box, which will
then become highlighted in blue. In the
“Document Type” drop down menu
select “Rule” and insert “FMCSA-2006—
24065” in the “Keyword” box. Click
“Search,” then click on the balloon
shape in the “Actions” column. If you
submit your comments by mail or hand
delivery, submit them in an unbound
format, no larger than 8%z by 11 inches,
suitable for copying and electronic
filing. If you submit them by mail and
would like to know that they reached
the facility, please enclose a stamped,
self-addressed postcard or envelope.

B. Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov, click on the
“read comments” box, which will then
become highlighted in blue. In the
“Keyword” box insert “FMCSA-2006—
24065” and click “Search.” Click the
“Open Docket Folder” in the “Actions”
column. If you do not have access to the
Internet, you may also view the docket
online by visiting the Docket
Management Facility in Room W12-140
on the ground floor of the Department
of Transportation West Building, 1200
New Jersey Avenue, SE., Washington,
DC 20590, between 9 a.m. and 5 p.m.
e.t., Monday through Friday, except
Federal holidays.

C. Privacy Act

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

II. Regulatory Information

FMCSA publishes this direct final
rule under 49 CFR 389.11 and 389.39
because the Agency determined that the
rule is a routine and non-controversial
amendment to 49 CFR part 325. The
rule will restore the original intent of 49
CFR 325.91(b). FMCSA does not expect
any adverse comments. If no adverse
comments or notices of intent to submit
an adverse comment are received by
October 20, 2010, this rule will become
effective as stated in the DATES section.
In that case, approximately 30 days
before the effective date, we will
publish a document in the Federal
Register stating that no adverse
comments were received and
confirming that this rule will become
effective as scheduled. However, if we
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receive any adverse comments or
notices of intent to submit an adverse
comment, we will publish a document
in the Federal Register announcing the
withdrawal of all or part of this direct
final rule. If we decide to proceed with
a rulemaking following receipt of any
adverse comments, we will publish a
separate notice of proposed rulemaking
(NPRM) and provide a new opportunity
for comment.

A comment is considered “adverse” if
the comment explains why this rule or
a part of this rule would be
inappropriate, including a challenge to
its underlying premise or approach, or
would be ineffective or unacceptable
without a change.

III. Background

On October 29, 1974, the
Environmental Protection Agency (EPA)
issued regulations establishing
standards (40 CFR 202.21) for maximum
external noise emissions of CMVs
having a gross vehicle weight rating
(GVWR) or a gross combination weight
rating (GCWR) of more than 10,000
pounds that are operated by commercial
motor carriers engaged in interstate
commerce (39 FR 38208). Those
regulations were issued under the
authority of the Noise Control Act of
1972 (Pub. L. 92-574, 86 Stat. 1234, 42
U.S.C. 4901-4918, October 27, 1972),
which also directed the Secretary of
Transportation to promulgate
regulations to ensure compliance with
the EPA standards.

On February 28, 1975, the Federal
Highway Administration (FHWA)’s
Bureau of Motor Carrier Safety
published in the Federal Register (40
FR 8658) proposed regulations
establishing measurement
methodologies for determining whether
CMVs conform to the Interstate Motor
Carrier Noise Emission Standards
published by the EPA. FHWA published
final regulations on September 12, 1975
(40 FR 42437), which have remained
unchanged since that date. These
requirements became effective on
October 15, 1975, and are codified at 49
CFR part 325.

While the corresponding section of
the EPA regulation requires CMVs with
a GVWR or GCWR of more than 10,000
pounds that are operated by interstate
motor carriers to be “* * * equipped
with a muffler or other noise dissipative
device * * *,” the language adopted by
FHWA in § 325.91 requires the same
vehicles to be “* * * equipped with
either a muffler or other noise
dissipative device, such as a
turbocharger (supercharger driven by
exhaust gases) * * *.”

The language adopted by FHWA is
essentially identical to that established
by EPA, except that § 325.91(b)
specifically treats a turbocharger as a
noise dissipative device. There is no
discussion of turbochargers in the
preambles of FHWA’s NPRM or final
rule.

On June 17, 2005, TMA submitted a
petition for rulemaking requesting that
the phrase, “ such as a turbocharger
(supercharger driven by exhaust gases)”
be removed from 49 CFR 325.91(b).

In its petition, TMA noted:

At the time these regulations were written,
many diesel engines were naturally
aspirated, and coincidently much louder
than then-comparable turbocharged equipped
engines/trucks. In that context, it made sense
to include turbochargers with mufflers as
acceptable noise dissipative devices, since
both devices quieted trucks appreciably
compared to trucks with naturally aspirated
engines and totally unmuffled exhaust
systems.

TMA noted that “removing the
muffler can cause the truck to be 10-20
dB(A) louder; a 10 to 100 fold increase
in the emitted sound power level of the
vehicle.” TMA concluded that it was
“not aware of any other credible,
satisfactorily performing, and
commercially available exhaust noise
dissipative device other than mufflers.”

The Agency granted TMA’s petition
and published a notice in the Federal
Register on September 25, 2006 (71 FR
55822), requesting public comments on
(1) whether the Federal Motor Carrier
Safety Regulations should be amended
as requested by TMA, (2) whether there
are any data or other relevant
information to suggest the need for such
a change, and (3) the impact of the
requested change on motor carriers’
ability to achieve compliance with the
requirements of § 325.91.

FMCSA received comments from (1)
Advocates for Highway and Auto Safety,
(2) TMA, (3) the Motor & Equipment
Manufacturers Association, and (4) the
American Trucking Associations. Each
commenter fully supported the
requested change and no one opposed
the amendment.

IV. Discussion of the Rule

FMCSA amends 49 CFR 325.91(b) by
eliminating turbochargers from the list
of equipment considered to be noise
dissipative devices. This provision no
longer serves its original purpose.
Section 325.91(b), concerning visual
inspection requirements for exhaust
systems, was adopted when heavy-duty
engines equipped with sound-reducing
devices had either a muffler or a
turbocharger, but not both. FMCSA
notes that all newly manufactured

trucks are currently required to be
equipped and certified to meet EPA’s
Transportation Equipment Noise
Emission Controls requirement of 80
dB(A) (40 CFR part 202) before they are
placed into initial service. This
amendment is a non-safety related
change to the CFR, and FMCSA further
believes that the vast majority of CMV
operators currently comply with
§325.91, as intended.

In view of the steady increase in the
number of heavy trucks and buses on
the road, noise control remains an
important issue for many communities.
Yet § 325.91(b) allows the operators of
vehicles with turbocharged engines to
remove the muffler. This might improve
fuel economy by a very small amount;
and it would obviously eliminate the
cost of buying new mufflers; but it
would also increase the noise otherwise
produced by the vehicle, which is
contrary to the purpose of the original
rule. While turbochargers were not
originally installed as noise dissipative
devices, a byproduct of their basic
function was a reduction in noise
generated by the vehicle. However,
given the widespread installation of
mufflers or alternative devices that
similarly dissipate engine noise (such as
diesel particulate filters), there is no
further justification for considering
turbochargers as noise dissipative
devices. Therefore, through this direct
final rule, FMCSA removes
turbochargers from the list of noise
dissipative devices in 49 CFR 325.91(b).

V. Regulatory Analyses

When developing this direct final
rule, FMCSA considered numerous
statutes and executive orders related to
rulemaking. Below the Agency
summarizes its analyses.

A. Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. The Agency does not believe that
this rule will have a significant
economic impact.

B. Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
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owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

FMCSA certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.
Comments submitted in response to this
finding will be evaluated under the
criteria in the “Regulatory Information”
section of this preamble.

C. Paperwork Reduction Act

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

D. Federalism

A rule has federalism implications
under Executive Order 13132,
Federalism, if the rule has a substantial
direct effect on State or local
governments and would either preempt
State law or impose a substantial direct
cost of compliance on the States. We
have analyzed this rule under that Order
and have determined that it does not
have federalism implications.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$140.8 million (which is the value of
$100,000,000 in 2009 after adjusting for
inflation) or more in any 1 year. This
rule would not result in such an
expenditure.

F. Taking of Private Property

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

G. Civil Justice Reform

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

H. Protection of Children

FMCSA has analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
economically significant and does not
create an environmental risk to health or

risk to safety that may
disproportionately affect children.

I. Indian Tribal Governments

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

J. Energy Effects

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

K. Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA)

(15 U.S.C. 272 note) directs agencies to
use voluntary consensus standards in
their regulatory activities unless the
agencies provide Congress, through the
Office of Management and Budget, with
an explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

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

L. Environment

The Agency analyzed this direct final
rule for the purpose of the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321 et seq.) and
determined under our environmental
procedures Order 5610.1, published
March 1, 2004 in the Federal Register
(69 FR 9680), that this action is
categorically excluded (CE) under

Appendix 2, paragraph 6 (b) of the
Order from further environmental
documentation. This CE relates to
establishing regulations and actions
taken pursuant to these regulations that
are editorial in nature. In addition, the
Agency believes that the action includes
no extraordinary circumstances that
would have any effect on the quality of
the environment. Thus, the action does
not require an environmental
assessment or an environmental impact
statement.

In addition to the NEPA requirements
to examine impacts on air quality, we
have also analyzed this proposed rule
under the Clean Air Act, as amended
(CAA), section 176(c), (42 U.S.C. 7401 et
seq.) and implementing regulations
promulgated by EPA. Approval of this
action is exempt from the CAA’s general
conformity requirement since it would
not result in any potential increase in
emissions that are above the general
conformity rule’s de minimis emission
threshold levels (40 CFR 93.153(c)(2)).
This action merely eliminates
turbochargers from the list of equipment
considered to be noise dissipative
devices.

A Categorical Exclusion
Determination is available for
inspection or copying in the
regulations.gov Web site listed under
ADDRESSES.

List of Subjects in 49 CFR Part 325

Motor carriers, Noise control.

m For the reasons discussed in the
preamble, the Federal Motor Carrier
Safety Administration amends 49 CFR
part 325 as follows:

PART 325-COMPLIANCE WITH
INTERSTATE MOTOR CARRIER NOISE
EMISSION STANDARDS

m 1. The authority citation for part 325
continues to read as follows:

Authority: 42 U.S.C. 4917; 49 U.S.C. 301;
49 CFR 1.73.

m 2. Amend § 325.91 by revising
paragraph (b) to read as follows:

§325.91 Exhaust systems.

* * * * *

(b) Is not equipped with either a
muffler or other noise dissipative
device; or
* * * * *

Issued on: September 15, 2010.
Anne S. Ferro,
Administrator.
[FR Doc. 2010-23419 Filed 9—17—10; 8:45 am]
BILLING CODE 4910-EX-P
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 205
[Document Number AMS-NOP-10-0068;
NOP-10-08]

Meeting of the National Organic
Standards Board

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Request for comments.

SUMMARY: In accordance with the
Federal Advisory Committee Act, as
amended, the Agricultural Marketing
Service (AMS) is announcing a
forthcoming meeting of the National
Organic Standards Board (NOSB). The
principal purpose of NOSB meetings is
to provide an opportunity for the
organic community to weigh in on
proposed NOSB recommendations and
discussion items. These meetings also
allow the NOSB to receive updates from
the USDA/NOP on issues pertaining to
organic agriculture.

DATES: The meeting dates are Monday,
October 25, 2010, 8 a.m. to 5:30 p.m.;
Tuesday, October 26, 2010, 8 a.m. to
4:40 p.m.; Wednesday, October 27,
2010, 8 a.m. to 5 p.m.; and Thursday,
October 28, 2010, 8 a.m. to 5:30 p.m.
Requests from individuals and
organizations wishing to make oral
presentations at the meeting are due by
the close of business on Tuesday,
October 12, 2010.

ADDRESSES: The meeting will take place
at the Best Western InnTowner, 2424
University Avenue, Madison, Wisconsin
53726.

e The NOSB meeting agenda and
proposed recommendations may be
viewed at http://www.ams.usda.gov/
nop. Requests for copies of these
materials may be sent to Ms. Lisa

Ahramjian (see FOR FURTHER
INFORMATION CONTACT section).

e Written comments on proposed
NOSB recommendations may be
received by the close of business on
Tuesday, October 12, 2010. Written
comments may be submitted to Ms. Lisa
Ahramjian electronically at
www.regulations.gov (preferred) or via
mail (see FOR FURTHER INFORMATION
CONTACT section). The comments should
identify Document Number AMS-NOP-
10-0068; NOP-10-08. It is our intention
to have all comments—whether they are
submitted by mail or the Internet—
available for viewing on the
www.regulations.gov Web site.

¢ To make an oral presentation at the
meeting, please send a request to Ms.
Lisa Ahramjian at nosb@ams.usda.gov
or (202) 720-3252.

FOR FURTHER INFORMATION CONTACT: Ms.
Lisa Ahramjian, Executive Director,
National Organic Standards Board,
USDA-AMS-NOP, 1400 Independence
Ave., SW., Room 2646-So., Ag Stop
0268, Washington, DC 20250-0268;
Phone: (202) 720-3252;
nosb@ams.usda.gov.

SUPPLEMENTARY INFORMATION: Section
2119 (7 U.S.C. 6518) of the Organic
Foods Production Act of 1990 (OFPA),
as amended (7 U.S.C. 6501 et seq.)
requires the establishment of the NOSB.
The purpose of the NOSB is to make
recommendations about whether a
substance should be allowed or
prohibited in organic production or
handling, to assist in the development
of standards for substances to be used in
organic production, and to advise the
Secretary on other aspects of the
implementation of the OFPA. The
NOSB met for the first time in
Washington, DC, in March 1992, and
currently has six subcommittees
working on various aspects of the
organic program. The committees are:
Compliance, Accreditation, and
Certification; Crops; Handling;
Livestock; Materials; and Policy
Development.

In August of 1994, the NOSB
provided its initial recommendations for
the NOP to the Secretary of Agriculture.
Since that time, the NOSB has
submitted 197 addenda to its

recommendations and reviewed more
than 357 substances for inclusion on the
National List of Allowed and Prohibited
Substances. The Department of
Agriculture (USDA) published its final
National Organic Program regulation in
the Federal Register on December 21,
2000, (65 FR 80548). The rule became
effective April 21, 2001.

In addition, the OFPA authorizes the
National List of Allowed and Prohibited
Substances and provides that no
allowed or prohibited substance would
remain on the National List for a period
exceeding five years unless the
exemption or prohibition is reviewed
and recommended for renewal by the
NOSB and adopted by the Secretary of
Agriculture. This expiration is
commonly referred to as sunset of the
National List. The National List appears
at 7 CFR Part 205, Subpart G.

The principal purpose of NOSB
meetings is to provide an opportunity
for the organic community to weigh in
on proposed NOSB recommendations
and discussion items. These meetings
also allow the NOSB to receive updates
from the USDA/NOP on issues
pertaining to organic agriculture.

Summary of April 2010 NOSB Meeting

The last NOSB meeting was held on
April 26-29, 2010, in Davis, California.
During this meeting, the Board did not
recommend the addition of any new
materials to the National List, but did
recommend renewal of 148 of the 232
listings of materials scheduled to expire
on specific dates in 2012 (see Table 1).
In addition, the Advanced Notice of
Proposed Rulemaking for Sunset 2012
[Doc. No. AMS-NOP-09-0074; NOP-
09-01] (75 FR 14500, March 26, 2010)
was open for comments during the time
of the April 2010 business meeting, and
was not scheduled to close until May
25, 2010. Consequently, the Board had
not yet received or reviewed all public
comments, and was aware that
additional information may be received
from the public that may require the
reconsideration of one or all of the
materials recommended for continued
listing at the next scheduled meeting of
the Board.
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TABLE 1—NOSB’s PREVIOUS SUNSET 2012 RELISTING RECOMMENDATIONS

Section

Material

Expiration date

§205.601 Synthetic substances allowed
for use in organic crop production.

§205.602 Nonsynthetic substances pro-
hibited for use in organic crop produc-
tion.

§205.603 Synthetic substances allowed
for use in organic livestock production.

Hydrogen PErOXIAE .........coiuiiiiiiiieiii et
Soap-based algicide/demossers ...
Herbicides, soap-based
Soaps, ammonium
Ammonium carbonate ...
Boric acid
Elemental sulfur
Lime sulfur
Oils, horticultural-narrow range oils as dormant, suffocating, and summer oils ...
Soaps, insecticidal

Sticky traps/barriers
Sucrose octanoate esters (CAS #s—42922-74-7; 58064—47-4)

Hydrated lime
Hydrogen peroxide .
Lime sulfur
Qils, horticultural-narrow range oils as dormant, suffocating, and summer oils ...
Potassium bicarbonate
Elemental sulfur
Aquatic plant extracts (other than hydrolyzed) .
Elemental sulfur
Humic acids
Soluble boron products ...
Sulfates of zinc
SUfAtES Of COPPET ..eeiiiiiiiteee e
Sulfates of iron
Sulfates of manganese ....
Sulfates of molybdenum
Sulfates of selenium
Sulfates of cobalt
Carbonates of zinc ........
Carbonates of copper ...
Carbonates of iron
Carbonates of manganese .
Carbonates of molybdenum
Carbonates of selenium
Carbonates of cobalt ........
Oxides of zinc
Oxides of copper .
Oxides of iron ................
Oxides Of MANGANESE ........cccociiiiiiiie e
Oxides of molybdenum
Oxides of selenium
Oxides of cobalt
SHlICALES Of ZINC ..oueeiiieiiie e et
Silicates of copper
Silicates of iron
Silicates of manganese ....
Silicates of molybdenum ..
Silicates of selenium ..
Silicates of cobalt .......
Liquid fish products
Vitamin B,
Vitamin C ..
Vitamin E ..o
Ash from manure burning
Arsenic
Lead salts ............

Potassium chloride .....................
Sodium fluoaluminate (mined) ...
Strychnine
Tobacco dust (nicotine sulfate) .....
Atropine (CAS #—51-55-8)

[V £z Lo [ 1= SRR
Butorphanol (CAS #—42408-82-2)

ChIOrNEXIAINE ...t ettt ene e
Electrolytes—without antibiotics ...
Flunixin (CAS #—38677—-85-9)

HYArogen PEIOXIAE .......eeiiiiiieiiiiee ettt

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
December 11,
2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
December 13,
2012.
October 21, 2012.
December 13,
2012.
October 21, 2012.
October 21, 2012.
December 13,
2012.
October 21, 2012.
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TABLE 1—NOSB’s PREVIOUS SUNSET 2012 RELISTING RECOMMENDATIONS—Continued

Section Material Expiration date
[OAINE <. October 21, 2012.
Magnesium hydroxide (CAS #—1309-42-8). ......ccceriiriiiiieeiierie e December 13,
2012.
Oxytocin—use in postparturition therapeutic applications ...........c.ccccceveeieneennene. October 21, 2012.
lvermectin October 21, 2012.

§205.604 Nonsynthetic substances pro-
hibited for use in organic livestock
production.

§205.605(a) Nonsynthetic substances
allowed as ingredients in or on proc-
essed products labeled as “organic”
or “made with organic.”

§205.605(b) Synthetic substances al-
lowed as ingredients in or on proc-
essed products labeled as “organic”
or “made with organic.”

Peroxyacetic/peracetic acid (CAS #—79-21-0)

Phosphoric acid
Poloxalene (CAS #—9003-11-6)

Tolazoline (CAS #—59-98-3)

Xylazing (CAS #—7361—-61=7) ...ecciriiiiriieieere et
lodine
Lidocaine
Lime, hydrated .
Y g LT = | o U PRUPRN
Procaine
Sucrose octanoate esters (CAS #s—42922-74—-7, 58064—-47—-4)

Trace minerals
Vitamins
Excipients

Strychnine

Alginic acid
Citric acid ..
Lactic acid .
Bentonite
Calcium carbonate .
Calcium chloride ....
Dairy cultures
Diatomaceous earth
Kaolin
Nitrogen—oil free grades ....
Oxygen—oil free grades ..
Perlite
Potassium chloride .
Sodium bicarbonate ...
Sodium carbonate
Carnauba wax—nonsynthetic
Wood resin wax—nonsynthetic
Alginates
Ammonium bicarbonate ...
Ammonium carbonate
Ascorbic Acid

Calcium citrate
Calcium hydroxide
Calcium phosphates monobasic ...
Calcium phosphates dibasic
Calcium phosphates tribasic
Carbon dioxide
Ethylene
Monoglycerides* To be reconsidered at Fall 2010 meeting due to public com-

ments.

Diglycerides™ To be reconsidered at Fall 2010 meeting due to public comments
Glycerin
Hydrogen peroxide ..
Magnesium carbonate ..
Magnesium chloride
Magnesium stearate ..

OZO0NE ..o
Potassium acid tartrate .
Potassium carbonate
Potassium citrate
Potassium hydroxide .....
Potassium phosphate ...
XaNTNAN QUIM oo s e e s e e nnnee s

December 13,
2012.

October 21, 2012.

December 13,
2012.

December 13,
2012.

December 13,
2012.

October 21, 2012.

October 21, 2012.

October 21, 2012.

October 21, 2012.

October 21, 2012.

December 11,
2012.

October 21, 2012.

October 21, 2012.

December 13,
2012.

October 21, 2012.

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
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TABLE 1—NOSB’s PREVIOUS SUNSET 2012 RELISTING RECOMMENDATIONS—Continued

Section

Material

Expiration date

§205.606 Nonorganically produced agri-
cultural products allowed as ingredi-
ents in or on processed products la-
beled as “organic.”

Casings, from processed intestines
Celery powder
Chia (Salvia hiSpaniCa L.) ...........cccoooiiiiiiiiiiieiieeie ettt
Dillweed oil (CAS #—8006—75-5)
Fish oil (fatty acid CAS #s—10417-94—4 and 25167—-62-8)
Galangal, frozen
Gelatin (CAS #—9000-70-8) ..
Arabic gum
Guar gum

Locust bean gum ....
Carob bean gum
Kelp
Konjac flour (CAS #—37220-17-0)
Lemongrass, frozen
Orange shellac—unbleached (CAS #—9000-59-3) ....
Peppers (chipotle chile)
Sweet potato starch, for bean thread production only
Turkish bay leaves
Wakame seaweed (Undaria pinnatifida)

June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.

In addition to sunset 2012 activities,
the board accomplished the following:
Suggested six steps to accomplish the

changes in regulation to allow NOSB,
NOP, and EPA to review materials
currently on the now obsolete EPA Li

3 and 4 Inerts and determine how best

to evaluate these materials; proposed

annotation to allow the petitioned levels

of the three forms of methionine
allowed in organic poultry feed through
October 1, 2012, at which time the
maximum levels of methionine would
be reduced; and proposed a language
clarification to allow young organic
animals still receiving milk in their diet
to consume milk from animals being
treated with substances allowed under

time.

st

an

§ 205.603, regardless of withholding

Agenda Items for Fall 2010

The Crops Committee will present
recommendations on eight sunset 2012
material listings (see Table 2).

TABLE 2—CROP COMMITTEE SUNSET 2012 RECOMMENDATIONS (TO BE PRESENTED AT OCTOBER, 2010 MEETING)

Section

Material

Expiration date

§205.601 Synthetic substances allowed
for use in organic crop production.

§205.602 Nonsynthetic substances pro-
hibited for use in organic crop produc-
tion.

Calcium hypochlorite
Chlorine dioxide
Sodium hypochlorite
Copper hydroxide
Copper oxide
Copper oxychloride .
Copper sulfate
EPA List 4—Inerts of Minimal Concern
None.

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.

The Corps Committee is deferring

fifteen sunset 2012 material listing until

the spring 2011 NOSB meeting for

additional technical review (see Table
3).

TABLE 3—CROP COMMITTEE DEFERRED SUNSET 2012 MATERIALS (TO BE ADDRESSED AT SPRING, 2011 MEETING)

Section Material Expiration date
§205.601 Synthetic substances — al- | EthanOl ..ot October 21, 2012.
lowed for use in organic crop produc- | ISOPrOPANOI ........cocuiiiiiiiiiiiiiiti ettt October 21, 2012.

tion.

Newspapers or other recycled paper, without glossy or colored inks ...
Plastic mulch and covers
Newspapers or other recycled paper, without glossy or colored inks
Pheromones
Sulfur dioxide ....
Vitamin D3
Streptomycin
Lignin sulfonate
Magnesium sulfate ..
Ethylene gas
Lignin sulfonate

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
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TABLE 3—CROP COMMITTEE DEFERRED SUNSET 2012 MATERIALS (TO BE ADDRESSED AT SPRING, 2011 MEETING)—

Continued

Section

Material

Expiration date

prohibited for use in organic crop pro-
duction.

Sodium silicate
§205.602 Nonsynthetic substances | Sodium nitrate

October 21, 2012.
October 21, 2012.

The Crops Committee will also
present recommendations to the board
on four petitioned materials: ethylene
glycol, ethylene DDS, tall oils, and
tetramethyl-decyne-diol. Other Crops

Committee recommendations include a The Livestock Committee will present
review of their prior sunset 2012 recommendations on twelve sunset
recommendations on § 205.601 and 2012 material listings (see Table 4).

§205.602 and a recommendation on
corn steep liquor.

TABLE 4—LIVESTOCK COMMITTEE SUNSET 2012 RECOMMENDATIONS (TO BE PRESENTED AT OCTOBER, 2010 MEETING)

Section

Material

Expiration date

§205.603 Synthetic substances allowed for
use in organic livestock production.

§205.604 Nonsynthetic substances prohibited
for use in organic livestock production.

ETNANOL ... e
ISOPrOPANOI ...
=1 o 1o PR
Calcium hypochlorite . .
Chlorine dioxide .............

Sodium hypochlorite ..
Furosemide ................
Glucose ........
Glycerine .......ccoceeneee.

Magnesium sulfate ....

Copper sulfate .......cccccveeviveeiciee e
EPA List 4—Inerts of Minimal CoNCern ..........cccceiiiiiiniir e
None.

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
December 13, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012
October 21, 2012

The Livestock Committee will also
present recommendations to the board
on one petitioned material, formic acid,
and review their prior sunset 2012
recommendations on § 205.603 and

§ 205.604. Other Livestock Committee The Handling Committee will present
recommendations include issues recommendations on 43 sunset 2012
regarding apiculture and animal health ~ material listings (see Table 5).

care products/clarifying § 205.238(c)(2).

TABLE 5—HANDLING COMMITTEE SUNSET 2012 RECOMMENDATIONS (TO BE PRESENTED AT OCTOBER, 2010 MEETING)

Section

Material

Expiration date

§205.605(a) Nonsynthetic substances al-
lowed as ingredients in or on processed
products labeled as “organic” or “made with
organic.”

§205.605(b)

Synthetic substances allowed as ingredients in
or on processed products labeled as “or-
ganic” or “made with organic.”

§205.606 Nonorganically produced agricul-
tural products allowed as ingredients in or on
processed products labeled as “organic.”

FIAVOTS ...t
Magnesium sulfate ....
Yeast autolySate .......ccccviiiiiiiiiie e
BaKErs YEASE .....oeiiiiieieii e e
Brewers yeast .....
Nutritional yeast ..
Smoked yeast ............
Calcium hypochlorite .....
Chlorine dioxide .............
Sodium hypochlorite ..
Ferrous sulfate ..............
Pectin (low-methoxy) .
Phosphoric acid ..
Silicon dioxide ...
Sodium citrate ........
Sodium hydroxide ......
Sodium PhoSPhatES ......cceiiiiiiiiiiee s
SUIUF dIOXIAE ...
Annatto extract color (pigment CAS # 1393-63—1)—water and oil solu-
ble.
Beet juice extract color (pigment CAS # 7659—95-2) .......ccceeeiveieennncnne
Beta-carotene extract color from carrots (CAS # 1393-63-1) .
Black currant juice color (pigment CAS #'s: 528-58-5, 528-53-0,
643-84-5, 134-01-0, 1429-30-7, and 134-04-3).
Black/purple carrot juice color (pigment CAS #’s: 528-58-5, 528-53—
0, 643-84-5, 134-01-0, 1429-30-7, and 134-04-3).

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.
June 27, 2012.

June 27, 2012.

June 27, 2012.

June 27, 2012.

June 27, 2012.
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TABLE 5—HANDLING COMMITTEE SUNSET 2012 RECOMMENDATIONS (TO BE PRESENTED AT OCTOBER, 2010 MEETING)—

Continued

Section

Material

Expiration date

Blueberry juice color (pigment CAS #'s: 528-58-5, 528-53-0, 643—
84-5, 134-01-0, 1429-30-7, and 134-04-3).

Carrot juice color (pigment CAS # 1393-63—1) .....ccceevveiericirnierieneee,

Cherry juice color (pigment CAS #s: 528-58-5, 528—-53-0, 643—-84-5,
134-01-0, 1429-30-7, and 134-04-3).

Chokeberry—Aronia juice color (pigment CAS #'s: 528-58-5, 528-53—
0, 643-84-5, 134-01-0, 1429-30-7, and 134-04-3).

Elderberry juice color (pigment CAS #’s: 528-58-5, 528-53-0, 643—
84-5, 134-01-0, 1429-30-7, and 134-04-3).

Grape juice color (pigment CAS #'s: 528-58-5, 528-53-0, 643—-84-5,
134-01-0, 1429-30-7, and 134-04-3).

Grape skin extract color (pigment CAS #s: 528-58-5, 528-53-0,
643-84-5, 134-01-0, 1429-30-7, and 134-04-3).

Paprika color—dried powder and vegetable oil extract (CAS # 68917—
78-2).

Pumpkin juice color (pigment CAS # 127-40-2) .....ccccceveviieeniinieeneens

Purple potato juice color (pigment CAS #’s: 528-58-5, 528-53-0,
643-84-5, 134-01-0, 1429-30-7, and 134-04-3).

Red cabbage extract color (pigment CAS #'s: 528-58-5, 528-53-0,
643-84-5, 134-01-0, 1429-30-7, and 134-04-3).

Red radish extract color (pigment CAS #'s 528-58-5, 528—-53-0, 643—
84-5, 134-01-0, 1429-30-7, and 134-04-3).

Saffron extract color (pigment CAS # 1393—63-1) ...ccccovervininicneneene.

Turmeric extract color (CAS # 458-37-7) ............

Fructo-oligosaccharides (CAS#308066-66-2) .....

Hops (humulus IUpulus) ...........cccoveeceveeeiineens

June 27, 2012.

June 27, 2012.
June 27, 2012.

June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.

June 27, 2012.
June 27, 2012.

June 27, 2012.
June 27, 2012.
June 27, 2012.
June 27, 2012.

June 27, 2012.
June 27, 2012.
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Inulin, oligofructose enriched
(CAS # 9005-80-5)
Pectin (high-methoxy) .
Cornstarch (native) ......

Whey protein ...

June 27, 2012.

October 21, 2012.
October 21, 2012.
June 27, 2012.

The Handling Committee is deferring
decisions on six sunset 2012 material
listings until the Spring 2011 NOSB

meeting for additional technical review
(see Table 6).

TABLE 6—HANDLING COMMITTEE DEFERRED SUNSET 2012 MATERIALS (TO BE ADDRESSED AT SPRING, 2011 MEETING)

Section

Material

Expiration date

§205.605(a)

Nonsynthetic substances allowed as in-
gredients in or on processed products
labeled as “organic” or “made with or-
ganic.”

§205.605(b)

Synthetic substances allowed as ingre-
dients in or on processed products la-
beled as “organic” or “made with or-
ganic.”

§205.606

Nonorganically produced agricultural
products allowed as ingredients in or
on processed products labeled as
“organic.”

Enzymes
Potassium iodide

Nutrient vitamins
Nutrient minerals
Potassium iodide
Tocopherols

October 21, 2012.
October 21, 2012.

October 21, 2012.
October 21, 2012.
October 21, 2012.
October 21, 2012.

The Handling Committee will also
present recommendations to the board
on four petitioned materials: Yeast
(petition to move from § 205.605 to
§205.606), pectin (low-methoxy),
glucosamine hydrochloride, and hops
(petition to remove from the National
List). Other Handling Committee
recommendations include a review of

their prior sunset 2012
recommendations on § 205.605(a),
§205.605(b), and § 205.606. The
Committee will reconsider a prior
sunset 2012 recommendation on
glycerides (mono and di), and present a
colors annotation recommendation.

The Materials Committee will present
a recommendation on nanotechnology

and provide an oral update on materials
classification.

The Compliance, Accreditation, and
Certification Committee will present a
recommendation on the “made with”
organic claim and the limitations of
§205.101(b).

The Policy Development Committee
will present recommendations on three



57200

Federal Register/Vol.

75, No. 181/Monday, September 20,

2010/ Proposed Rules

sections of the NOSB Policy and
Procedures Manual: Section IV
(Establishing Ad-hoc Committees),
Section V (NOP/NOSB Collaboration),
and Section VIII (Recommendations on
sunset Review Policy). Additionally,
they will present a recommendation to
update the NOSB New Member Guide.

The Meeting Is Open to the Public.
The NOSB has scheduled time for
public input for Monday, October 25,
2010, from 10 a.m. to 5:30 p.m. and
Wednesday, October 27, 2010 from 8
a.m. to 5 p.m. Individuals and
organizations wishing to make oral
presentations at the meeting must
forward their requests by e-mail, phone,
or mail to Ms. Lisa Ahramjian (see FOR
FURTHER INFORMATION CONTACT section
above). Individuals or organizations will
be given one five-minute slot to present
their views. All persons making oral
presentations are requested to provide
their comments in writing and indicate
the topic of their comment, referencing
specific NOSB recommendations/topics
or noting if they plan to cover multiple
topics. Written submissions may
contain information other than that
presented at the oral presentation.
Anyone may submit written comments
at the meeting. Persons submitting
written comments are asked to provide
30 copies.

Interested persons may visit the
NOSB portion of the NOP Web site at
http://www.ams.usda.gov/nop to view
available meeting documents prior to
the meeting, or visit
www.regulations.gov to submit and view
comments (see ADDRESSES section
above). Documents presented at the
meeting will be posted for review on the
NOP Web site approximately six weeks
following the meeting.

Dated: September 13, 2010.
David R. Shipman,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 2010-23337 Filed 9-17-10; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 56, 145, 146, and 147
[Docket No. APHIS-2009-0031]
RIN 0579-AD21

National Poultry Improvement Plan and
Auxiliary Provisions

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the National Poultry Improvement Plan
(the Plan) and its auxiliary provisions
by providing new or modified sampling
and testing procedures for Plan
participants and participating flocks.
The proposed changes were voted on
and approved by the voting delegates at
the Plan’s 2008 National Plan
Conference. These changes would keep
the provisions of the Plan current with
changes in the poultry industry and
provide for the use of new sampling and
testing procedures.

DATES: We will consider all comments
that we receive on or before November
19, 2010.

ADDRESSES: You may submit comments
by either of the following methods:

® Federal eRulemaking Portal: Go to
(http://www.regulations.gov/
fdmspublic/component/
main?main=DocketDetail&d=APHIS-
2009-0031) to submit or view comments
and to view supporting and related
materials available electronically.

® Postal Mail/Commercial Delivery:
Please send one copy of your comment
to Docket No. APHIS-2009-0031,
Regulatory Analysis and Development,
PPD, APHIS, Station 3A-03.8, 4700
River Road Unit 118, Riverdale, MD
20737-1238. Please state that your
comment refers to Docket No. APHIS-
2009-0031.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: Additional
information about APHIS and its
programs is available on the Internet at
(http://www.aphis.usda.gov).

FOR FURTHER INFORMATION CONTACT: Mr.
Andrew R. Rhorer, Senior Coordinator,
Poultry Improvement Staff, National
Poultry Improvement Plan, Veterinary
Services, APHIS, USDA, 1498 Klondike
Road, Suite 101, Conyers, GA 30094-
5104; (770) 922-3496.

SUPPLEMENTARY INFORMATION:

Background

The National Poultry Improvement
Plan (NPIP, also referred to below as
“the Plan”) is a cooperative Federal-
State-industry mechanism for
controlling certain poultry diseases. The

Plan consists of a variety of programs
intended to prevent and control poultry
diseases. Participation in all Plan
programs is voluntary, but breeding
flocks, hatcheries, and dealers must first
qualify as “U.S. Pullorum-Typhoid
Clean” as a condition for participating in
the other Plan programs.

The Plan identifies States, flocks,
hatcheries, dealers, and slaughter plants
that meet certain disease control
standards specified in the Plan’s various
programs. As a result, customers can
buy poultry that has tested clean of
certain diseases or that has been
produced under disease-prevention
conditions.

The regulations in 9 CFR parts 145,
146, and 147 (referred to below as the
regulations) contain the provisions of
the Plan. The Animal and Plant Health
Inspection Service (APHIS, also referred
to as “the Service”) of the U.S.
Department of Agriculture (USDA, also
referred to as “the Department”) amends
these provisions from time to time to
incorporate new scientific information
and technologies within the Plan.

The proposed amendments discussed
in this document are consistent with the
recommendations approved by the
voting delegates to the National Plan
Conference that was held from June 5
through June 7, 2008. Participants in the
2008 National Plan Conference
represented flockowners, breeders,
hatcherymen, slaughter plants, and
Official State Agencies from all
cooperating States. The proposed
amendments are discussed in detail
below.

Simplifying Indemnity Provisions in
Part 56

The regulations in 9 CFR part 56 set
out conditions for the payment of
indemnity for costs associated with
poultry that are infected with or
exposed to the H5 or H7 subtypes of low
pathogenic avian influenza (H5/H7
LPAI). Section 56.3 states that
indemnity may be paid for destruction
and disposal of poultry that were
infected with or exposed to H5/H7
LPAI, destruction of eggs for testing for
H5/H7 LPAI, and cleaning and
disinfection of premises, conveyances,
and materials that came into contact
with poultry that were infected with or
exposed to H5/H7 LPAI (or destruction
and disposal, if the cost of cleaning and
disinfection would exceed the value of
the materials or cleaning and
disinfection would be impractical).

Section 56.3 also sets the percentages
of the costs of those activities that are
eligible for indemnity. Specifically,
paragraph (b) of § 56.3 indicates that the
Administrator is authorized to pay 100


http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=APHIS-2009-0031
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http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=APHIS-2009-0031
http://www.regulations.gov/fdmspublic/component/main?main=DocketDetail&d=APHIS-2009-0031
http://www.ams.usda.gov/nop
http://www.aphis.usda.gov
http://www.regulations.gov

Federal Register/Vol.

75, No. 181/Monday, September 20,

2010/ Proposed Rules 57201

percent indemnity for costs related to all
poultry that are infected with or
exposed to H5/H7 LPAI, unless those
poultry do not participate in the avian
influenza (AI) surveillance program
provided for poultry in the regulations
in 9 CFR part 145 or 146. For those
poultry, the Administrator is authorized
to pay indemnity for only 25 percent of
costs. The payment of only 25 percent
indemnity thus provides an incentive
for producers to participate in Al
surveillance programs. The specific
poultry that are eligible for only 25
percent indemnity, as listed in
paragraphs (b)(1) through (b)(6), are:

® Egg-type breeding chickens from a
flock that participates in any Plan
program in 9 CFR part 145 but that does
not participate in the U.S. Avian
Influenza Clean program of the Plan in
§145.23(h);

® Meat-type breeding chickens from a
flock that participates in any Plan
program in 9 CFR part 145 but that does
not participate in the U.S. Avian
Influenza Clean program of the Plan in
§145.33(1);

® Breeding turkeys from a flock that
participates in any Plan program in 9
CFR part 145 but that does not
participate in the U.S. H5/H7 Avian
Influenza Clean program of the Plan in
§145.43(g);

® Commercial table-egg layers from a
premises that has 75,000 or more birds
and that does not participate in the U.S.
H5/H7 Avian Influenza Monitored
program of the Plan in § 146.23(a);

® Commercial meat-type chickens that
are associated with a slaughter plant
that slaughters 200,000 or more meat-
type chickens per operating week and
that does not participate in the U.S. H5/
H7 Avian Influenza Monitored program
of the Plan in § 146.33(a); and

® Commercial meat-type turkeys that
are associated with a slaughter plant
that slaughters 2 million or more meat-
type turkeys in a 12-month period and
that does not participate in the U.S. H5/
H7 Avian Influenza Monitored program
of the Plan in § 146.43(a).

The regulations in paragraph (b)(7)
also provide for the payment of 25
percent indemnity for any poultry
located in a State that does not
participate in the diagnostic
surveillance program for H5/H7 LPAI,
as described in § 146.14, or that does not
have an initial State response and
containment plan for H5/H7 LPAI that
is approved by APHIS under § 56.10,
unless such poultry participate in the
Plan with another State that does
participate in the diagnostic
surveillance program for H5/H7 LPAI
and has an initial State response and
containment plan for H5/H7 LPAI that

is approved by APHIS. This provision is
intended to provide States with an
incentive to participate in the NPIP’s Al
surveillance and control programs.

Since the regulations in part 56 were
established, an H5/H7 LPAI surveillance
program has been added that covers
new types of commercial poultry,
namely the program for commercial
upland game birds, commercial
waterfowl, raised-for-release upland
game birds, and raised-for-release
waterfowl in § 146.53(a). The program
in § 146.53(a) contains size thresholds
for each of the various types of poultry
included in the program. Slaughter
plants and premises above these size
thresholds are required to participate in
the program in § 146.53(a) in order to
participate in the Plan, similar to the
size thresholds for slaughter plants and
premises in the other subparts in 9 CFR
part 146. In addition, in this document,
we are proposing to add to 9 CFR part
145 provisions for an Al surveillance
program for meat-type waterfowl
breeding flocks, in proposed § 145.93(c).
(See the description under the heading
“New Provisions for Meat-Type
Waterfowl] Breeding Flocks and
Products” later in this document.)

Our general intention in establishing
§56.3 was to provide an incentive to
participate in NPIP Al surveillance
programs for all poultry for which such
programs are available. To ensure that
§56.3 continues to provide such an
incentive as new Al surveillance
programs are added for new types of
poultry, we are proposing to change the
structure of § 56.3 to refer more
generally to Al surveillance programs
available to breeding poultry in 9 CFR
part 145 and to commercial poultry in
part 146. In order to do this, we would
remove paragraphs (b)(1) through (b)(6)
from §56.3, redesignate paragraph (b)(7)
as paragraph (b)(3), and add two new
paragraphs (b)(1) and (b)(2) to cover
breeding poultry and commercial
poultry, respectively.

Paragraph (b)(1) would provide that
poultry that are from a breeding flock
that participates in any Plan program in
9 CFR part 145 but that does not
participate in the U.S. Avian Influenza
Clean or the U.S. H5/H7 Avian
Influenza Clean program of the Plan
available to the flock in 9 CFR part 145
would only be eligible for 25 percent
indemnity.

Paragraph (b)(2) would provide that
poultry that are from a commercial flock
or slaughter plant that does not
participate in the U.S. Avian Influenza
Monitored program available to the
commercial flock or slaughter plant in 9
CFR part 146 would only be eligible for
25 percent indemnity. As part of this

change, we are proposing to add a
definition of commercial flock or
slaughter plant to § 56.1, which sets out
definitions of terms used in part 56. We
would define commercial flock or
slaughter plant as a commercial poultry
flock or slaughter plant that is required
because of its size to participate in the
special provisions in 9 CFR part 146 in
order to participate in the Plan. (Subpart
A of part 146 contains the general
provisions; subparts B through E
contain special provisions for specific
types of commercial poultry.) We would
also remove the definitions of
commercial meat-type flock,
commercial table-egg layer flock,
commercial table-egg layer premises,
meat-type chicken, and meat-type
turkey from § 56.1, as they would no
longer be necessary.

These changes would simplify the
regulations and more clearly express the
principle that, for certain poultry
operations, participation in NPIP AI
surveillance programs is required in
order for the poultry to be eligible for
100 percent indemnity in the event of
an H5/H7 LPAI outbreak.

Amendments to Flock Testing
Requirements and Procedures for
Mycoplasma Bacteria

The regulations in § 145.14 set out
testing requirements for breeding flocks
participating in NPIP programs in part
145. Paragraph (b) in § 145.14 sets out
testing requirements for Mycoplasma
gallisepticum and M. synoviae. We are
proposing to make several changes to
these testing requirements to update
them and make them consistent with
current best practices.

We are proposing to amend paragraph
(b) at several locations to indicate that
these testing requirements apply to M.
meleagridis as well as M. gallisepticum
and M. synoviae. Currently, paragraph
(c) of § 145.14 covers M. meleagridis;
this paragraph refers the reader to
§145.43(d)(2) for a list of official blood
tests for M. meleagridis. (Paragraph
(d)(3) of § 145.43 provides additional
instructions on testing for M.
meleagridis.) However, many of the
testing procedures work for all three
bacteria, and it makes sense to address
testing for these bacteria together in
§ 145.14(b) because they are also
addressed together in § 147.6, which
sets out a procedure for determining the
status of flocks reacting to tests for these
three bacteria. Accordingly, we are
proposing to remove and reserve
§§ 145.14(c) and 145.43(d)(2) and (d)(3).

The testing provisions in paragraph
(b) have referred to blood testing
specifically. However, the regulations in
§ 147.30 provide a molecular
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examination procedure for M.
gallisepticum and M. synoviae, and the
regulations in § 147.31 provide another
molecular examination procedure for M.
gallisepticum. These molecular
examination procedures do not involve
blood testing. Therefore, we are
proposing to make several changes in
paragraph (b) to indicate that the
regulations provide for testing
procedures generally.

Paragraph (b)(1) of § 145.14 currently
provides for the use of the
hemagglutination inhibition (HI) test,
the microhemagglutination inhibition
test, and the enzyme-linked
immunosorbent assay (ELISA) test to
confirm the positive results of other
serological tests. We are proposing to
remove the ELISA test from this list.
The ELISA test is a screening assay and
should not be used to confirm positive
serological results.

Paragraph (b)(5) of § 145.14 currently
provides that the official molecular
examination procedures for M.
gallisepticum and M. synoviae are the
polymerase chain reaction (PCR) test
described in § 147.30 and the real-time
PCR test described in § 147.31.
However, the real-time PCR test in
§147.31 is approved only for M.
gallisepticum. We are therefore
proposing to remove the reference to the
real-time PCR as an official molecular
examination procedure for M. synoviae.
If, at some point in the future, we
expand the use of the molecular
examination procedures in §§ 147.30
and 147.31 to M. meleagridis and the
use of the real-time PCR test in § 147.31
to M. synoviae, we will amend
§ 145.14(b)(5) accordingly.

As noted earlier, § 147.6 sets out a
procedure for determining the status of
flocks reacting to tests for M.
gallisepticum, M. meleagridis, and M.
synoviae. We are proposing to make
several updates to this section.

The introductory text of § 147.6
currently states that the official tests for
Mycoplasma are the macroagglutination
tests for Mycoplasma antibodies, as
described in “Standard Methods for
Testing Avian Sera for the Presence of
Mycoplasma Gallisepticum Antibodies”
published by the Agricultural Research
Service, USDA, March 1966, and the
microagglutination tests, as reported in
the Proceedings, Sixteenth Annual
Meeting of the American Association of
Veterinary Laboratory Diagnosticians,
1973. The introductory text goes on to
state that procedures for isolation and
identification of Mycoplasma may be
found in Isolation and Identification of
Avian Pathogens, published by the
American Association of Avian
Pathologists, and §§147.15 and 147.16.

However, as noted earlier, there are
several official tests for Mycoplasma,
not just the macroagglutination test in
the 1966 Agricultural Research Service
publication. In addition, § 145.14(b)(1)
lists all the official tests; it is not
necessary to do so again in § 147.6.
Accordingly, we would remove the first
sentence of the introductory text of
§147.6. In addition, we would add to
the list of procedures for isolation and
identification of Mycoplasma a
reference to the Manual of Diagnostic
Tests and Vaccines for Terrestrial
Animals, which is published by the
World Organization for Animal Health
(OIE). These procedures are
internationally recognized as
efficacious.

Paragraph (a)(1) of § 147.6 states that,
if a flock is tested by the tube
agglutination or the serum plate test and
the test is negative, the flock’s status is
negative for Mycoplasma. We would
amend this paragraph to include the
ELISA and the official molecular
examination procedures. These tests are
also effective at determining a flock’s
status.

Paragraph (a)(2) of § 147.6 states that,
if the tube agglutination or the serum
plate test is positive, the HI test and/or
the serum plate dilution (SPD) test shall
be conducted. However, for egg-type
and meat-type chicken and waterfowl,
exhibition poultry, and game bird
flocks, if more than 50 percent of the
samples are positive for either M.
gallisepticum, M. synoviae, or both,
paragraph (a)(2) requires the HI and/or
the SPD test to be conducted on 10
percent of the positive samples or 25
positive samples, whichever is greater.

We are amending the list of screening
assays that require confirmation to
include the ELISA, as listed in proposed
paragraph (a)(1). We are removing the
SPD test from the list of confirmatory
tests for serological screening assays
because there are currently no
laboratories that use this test; the HI test
is widely used and accepted as the
preferred test.

For that reason, we would also
remove the SPD test from the list of
confirmatory tests for the HI test when
more than 50 percent of the samples
from egg-type and meat-type chicken
flocks and waterfowl, exhibition
poultry, and game bird flocks are
positive on the HI test. This change
would provide for the use of only the HI
test as a confirmatory test in this case.
We would also remove the text
indicating that this confirmatory
procedure is required only for egg-type
and meat-type chicken flocks and
waterfowl, exhibition poultry, and game
bird flocks, as the procedure is

necessary any time more than 50
percent of the samples are positive on
the HI test, to confirm the validity of the
test.

Paragraph (a)(4) of § 147.6 states that,
if HI titers of 1:40 or SPD titers of 1:5
are found, the flock shall be considered
suspicious and shall be retested in
accordance with § 147.6(a)(6). Paragraph
(a)(6) states that, 14 days after the
previous bleeding date, all birds or a
random sample comprised of 75 birds
shall be tested by the serum plate or
tube agglutination test, and that tested
birds shall be identified by numbered
bands.

We are proposing to move this
information into paragraph (a)(2), as it
follows naturally from the other
information about administering the HI
test. We would also make some changes
to it. First, we would remove all
references to the SPD test, for reasons
discussed earlier; under this proposal,
paragraph (a)(2) would state only that HI
titers of 1:40 or more may be interpreted
as suspicious. We would replace the
current procedure of testing with SPD or
tube agglutination with a culture
procedure. In this procedure,
appropriate antigen detection samples
would be taken promptly (within 7 days
of the original sampling) from 30
clinically affected birds and examined
by an approved cultural technique
individually, or pooled (up to 5 swabs
per test) and used in a molecular
examination procedure or in vivo
bioassay. The molecular examination
procedure and in vivo bioassay are
widely accepted as confirmatory tests
for this procedure.

We are proposing to remove the
requirement to identify tested birds by
numbered bands because other means
are available to identify birds that have
been tested; Official State Agencies can
work with producers to determine the
most cost-effective method in individual
cases.

In § 145.14, paragraph (b)(1) states
that HI titers of 1:40 or less may be
interpreted as equivocal, and final
judgment may be based on further
samplings and/or culture of reactors. As
noted earlier, § 147.6 refers to HI titers
of 1:40 or less as “suspicious.” We are
proposing to amend § 145.14(b)(1) to be
consistent with § 147.6.

Paragraphs (a)(3) through (a)(15) of
§ 147.6 provide extensive procedures for
testing and retesting flocks that have
been tested with HI in order to
determine whether they are eligible for
the classification for which they are
tested. We are proposing to replace
these paragraphs with new paragraphs
(a)(3) and (a)(4), which would provide a
much simpler procedure. Under
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proposed paragraph (a)(3), if the in vivo
bioassay, molecular examination
procedure, or culture procedure referred
to in proposed paragraph (a)(2) is
negative, the Official State Agency
would be able to qualify the flock for the
classification for which it was tested. In
the event of contaminated cultures, we
would require the molecular
examination technique to be used to
make a final determination. Under
proposed paragraph (a)(4), if the in vivo
bioassay, molecular examination
procedures, or culture procedures are
positive, the flock would be considered
infected. These proposed provisions
would greatly simplify the regulations
and recognize the utility of the in vivo
bioassay, molecular examination
procedures, and culture procedures.

Changes to Al Clean Programs for Egg-
Type and Meat-Type Chicken Breeding
Flocks

The regulations set out requirements
for the U.S. Avian Influenza Clean
classification for multiplier egg-type
chicken breeding flocks, multiplier
meat-type chicken breeding flocks,
primary egg-type chicken breeding
flocks, and primary meat-type chicken
breeding flocks at §§ 145.23(h),
145.33(1), 145.73(f), and 145.83(g)
respectively.

The current requirements for these
U.S. Avian Influenza Clean
classifications are nearly identical. The
introductory text of §§ 145.23(h),
145.33(1), 145.73(f), and 145.83(g) states
that the U.S. Avian Influenza Clean
program is intended to be the basis from
which the breeding-hatchery industry
may conduct a program for the
prevention and control of avian
influenza. It is intended to determine
the presence of avian influenza in
breeding chickens through routine
serological surveillance of each
participating breeding flock. A flock and
the hatching eggs and chicks produced
from it will qualify for this classification
when the Official State Agency
determines that they have met the
requirements of the relevant paragraph
listed earlier.

Each of those paragraphs contains a
subparagraph indicating that a flock is
eligible for the classification if a
minimum of 30 birds have been tested
negative for antibodies to avian
influenza when more than 4 months of
age and prior to the onset of egg
production. To retain this classification,
a sample of at least 30 birds must be
tested negative at intervals of 90 days,
and primary spent fowl must be tested
within 30 days prior to movement to
slaughter. Alternatively, a sample of
fewer than 30 birds may be tested, and

found to be negative, at any one time if
all pens are equally represented and a
total of 30 birds is tested within each
90-day period. (The only exception is
for meat-type chicken multiplier
breeding flocks, which are only required
to have 15 birds tested, at the same 90-
day interval, in order to be eligible for
and to retain the classification.)

We are proposing to make several
changes to these classifications. First,
we are proposing to remove the
references to serological surveillance
from the introductory text of the
classifications, instead referring simply
to “surveillance.” As we are proposing
to refer in the regulatory text
specifically to the Al testing procedures
in § 145.14(d), referring to serological
surveillance in the introductory text is
not necessary. In addition, some of the
tests in § 145.14(d) are not serological
tests — for example, the real-time
reverse transcriptase PCR assay in
paragraph (d)(2)(i).

We would continue to require a
minimum of 30 birds to be tested
negative for antibodies to avian
influenza when more than 4 months of
age and prior to the onset of egg
production, and we would continue to
provide the 2 options for retaining the
U.S. Avian Influenza Clean
classification that are found in the
current regulations. We are proposing to
add a third option by which flocks
could retain the classification. Under
this option, the flock could retain the
classification if the flock is tested as
provided in § 145.14(d) and found
negative at intervals of 30 days or less,
and a total of 30 (15 for meat-type
multiplier breeding flocks) samples are
collected and tested within each 90-day
period. This option would provide
additional flexibility to use the flock
screening tests in § 145.14(d)(2).

We are also proposing to put in place
requirements for testing spent fowl for
each of the options for retaining the U.S.
Avian Influenza Clean classification. As
noted earlier, under the current
regulations, spent fowl are required to
be tested only if the sample of 30 birds
is being tested and found negative at
intervals of 90 days. However, testing of
spent fowl is a useful addition to
surveillance for any of the options for
retaining classification, both the existing
options and the one we are proposing.
Accordingly, we are proposing to
require spent fowl testing as part of all
of the options for retaining
classification. Specifically, we would
require in paragraphs §§ 145.23(h)(2),
145.33(1)(2), 145.73(f)(2), and
145.83(g)(2) that all spent fowl, up to a
maximum of 30, be tested serologically

and found negative within 21 days prior
to movement to slaughter.

We are proposing to reduce the
number of days before slaughter within
which spent fowl must be tested from
30 to 21 to be consistent with testing
requirement for the NPIP Al
surveillance programs in part 146 in
which poultry (meat-type chickens and
meat-type turkeys) are moved to
slaughter. A 21-day testing requirement
would also be consistent with the
guidelines for Al surveillance in the OIE
Terrestrial Animal Health Code.®! We are
proposing to require only a sample of a
maximum of 30 spent fowl] to be tested,
rather than the current requirement to
test all spent fowl, because it is not
necessary to test more than 30 spent
fowl in order to provide adequate
assurance that the flock is free of Al;
this is consistent with the general
requirement to test 30 birds per flock.

Changes to H5/H7 Al Clean Programs
for Turkey Breeding Flocks and for
Waterfowl, Exhibition Poultry, and
Game Bird Breeding Flocks

The regulations set out requirements
for the U.S. H5/H7 Avian Influenza
Clean classification for turkey breeding
flocks and for waterfowl, exhibition
poultry, and game bird breeding flocks
in §§145.43(g) and 145.53(e),
respectively. We are proposing to make
some minor changes to the text of these
classifications to standardize and clarify
their language. We are also proposing to
add spent fowl testing requirements for
all surveillance options in these
classifications.

The introductory text of both
§§145.43(g) and 145.53(e) is similar to
that of the U.S. Avian Influenza Clean
classifications discussed earlier, except
that both refer to the H5 and H7
subtypes of AI. We are proposing to
change those references to refer to “the
H5/H7 subtypes of avian influenza,” as
that usage is consistent with our
references to these two subtypes in 9
CFR part 146. We are also proposing to
remove the word “serological” from the
same place as in the introductory text to
the U.S. Avian Influenza Clean
classifications for breeding chickens, for
the same reasons discussed earlier with
regard to those Al classifications.

Within §§ 145.43(g) and 145.53(e),
paragraphs (g)(1) and (e)(1) address
primary breeding flocks for turkeys and
for waterfowl, game birds, and
exhibition poultry, respectively, while
paragraphs (g)(2) and (e)(2) address
multiplier breeding flocks. Each of these

1The guidelines may be viewed on the Internet
at (http://www.oie.int/eng/normes/mcode/
en_chapitre 1.10.4.htm).
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paragraphs refers in its introductory text
to testing using the agar gel
immunodiffusion test in § 147.9. As all
of the tests in § 145.14(d) are effective at
testing for Al in turkeys and in
waterfowl, exhibition poultry, and game
birds, we are proposing to remove the
specific references to agar gel
immunodiffusion testing. Instead, we
would add the words “as provided in

§ 145.14(d)” to references to Al testing to
direct the reader to the approved Al
tests.

We are proposing to put in place
requirements for testing spent fowl for
each of the options for retaining the U.S.
H5/H7 Avian Influenza Clean
classification for turkey breeding flocks
and waterfowl, exhibition poultry, and
game bird breeding flocks. Similar to the
spent fowl testing requirements for
chickens discussed earlier, spent fowl
from turkey breeding flocks are
currently required to be tested only if a
sample of 30 birds is being tested and
found negative at intervals of 90 days.
However, testing of spent fowl is a
useful addition to surveillance for any
of the options for retaining the U.S. H5/
H7 Avian Influenza Clean classification.
Accordingly, we are proposing to add a
new paragraph § 145.43(g)(3) to require
all spent fowl from turkey breeding
flocks, up to a maximum of 30, to be
tested serologically and found negative
within 21 days prior to movement to
slaughter for all of the surveillance
options. (We would redesignate current
paragraph (g)(3), which contains
reporting requirements that apply if
killed AI vaccine is used, as paragraph
(8)4).)

The U.S. H5/H7 Avian Influenza
Clean classification for waterfowl,
exhibition poultry, and game bird
breeding flocks does not currently
include spent fowl testing requirements.
However, testing any spent fowl] that are
produced by these flocks for AI would
be a useful addition to surveillance for
this classification as well. Therefore, we
are proposing to add a new paragraph
§ 145.53(e)(3) to require spent fowl to be
tested for these flocks as well.

The classification provisions for
primary and multiplier turkey breeding
flocks in § 145.43(g)(1) and (g)(2),
respectively, require that flocks test
negative for antibodies to type A Al
virus. Positive results must be further
tested by an authorized laboratory using
the hemagglutination inhibition test to
detect antibodies to the hemagglutinin
subtypes H5 and H7 when more than 4
months of age and prior to the onset of
egg production. We are proposing to
remove this 2-step process and instead
require that a minimum of 30 birds test
negative to the H5/H7 subtypes of AL

The testing procedures in § 145.14(d) set
out the official tests for Al and indicate
that the official determination of a flock
as positive for the H5 or H7 subtypes of
avian influenza may be made only by
the National Veterinary Services
Laboratories. It is appropriate to refer to
these testing procedures, which apply to
all poultry covered in 9 CFR part 145,
rather than setting out a separate testing
procedure in the turkey breeding flock
U.S. H5/H7 Avian Influenza Clean
classification. This change would also
make the provisions in § 145.43
consistent with the other Al
classifications in the regulations.

The regulations in § 145.53(e)(1) and
(e)(2) also refer to testing for antibodies
to the H5 and H7 subtypes of Al As
other Al classifications refer to testing
for the disease itself and not antibodies
to the disease, we would remove
references to testing for antibodies to
make the regulations consistent.

We are proposing to make one other
change related to Al in part 145. In
§145.1, we are proposing to add a
definition of avian influenza. We would
define AI as “an infection or disease of
poultry caused by viruses in the family
Orthomyxoviridae, genus Influenzavirus
A.” Including this definition would
provide additional clarity regarding AL

Salmonella Negative Status for Primary
Meat-Type Chicken Breeding Flocks in
the U.S. Salmonella Monitored
Classification

The regulations in § 145.83(f) set out
provisions for the U.S. Salmonella
Monitored classification for primary
meat-type chicken breeding flocks and
the hatching eggs and chicks produced
from it. This classification requires
participating flocks to be maintained in
compliance with §§147.21, 147.24(a),
and 147.26, requires feed to be
processed, stored, and transported to
prevent contamination with Salmonella,
and requires chicks to be hatched in a
hatchery meeting the requirements of
§§147.23 and 147.24(b) and sanitized or
fumigated. It also contains testing
procedures designed to verify the flock’s
Salmonella status.

In recent years, trading partners have
begun to require that baby chicks and
hatching eggs originate from breeding
flocks free of certain serotypes of
Salmonella. The current provisions of
the U.S. Salmonella Monitored
classification do not provide for
serotyping. Therefore, we are proposing
to add a serotyping provision to
paragraph (f)(1)(vi). This paragraph
currently requires an Authorized Agent
to take environmental samples as
described in § 147.12 from each flock at
4 months of age and every 30 days

thereafter. An authorized laboratory for
Salmonella must then examine the
environmental samples
bacteriologically. We are proposing to
require all Salmonella isolates from a
flock to be serogrouped and reported to
the Official State Agency on a monthly
basis.

We are also proposing to amend
paragraph (f)(1)(vii), which provides
that owners of flocks may vaccinate
with a paratyphoid vaccine if they leave
a sample unvaccinated until the flock
reaches 4 months of age, to indicate that
this sample will allow for the
serological testing that would be
required under proposed paragraph
B ) (vi).

Some trading partners’ import
requirements separate the Salmonella
status of the flock from the status of the
hatchery containing the hatching eggs
and chicks produced from it. A primary
meat-type chicken breeding flock can
thus be considered to be free of
Salmonella, based on regular testing,
even if there is environmental
Salmonella contamination in the
hatchery. However, the current U.S.
Salmonella Monitored classification
does not provide for this; it applies to
both the flock and the hatching eggs and
chicks produced from it. To provide
flock owners with a means to
demonstrate their flock’s Salmonella-
negative status, we are proposing to add
a new paragraph (f)(1)(viii) with
provisions under which a flock could be
considered “Salmonella negative.”

Under proposed paragraph (f)(1)(viii),
any flock entering the production period
that is in compliance with all the
requirements of § 145.83(f) with no
history of Salmonella isolations would
be considered “Salmonella negative”
and could retain this definition as long
as no environmental or bird salmonella
isolations are identified and confirmed
from the flock or flock environment by
sampling on 4 separate collection dates
over a minimum of a 2-week period.
Sampling and testing would have to be
performed as described in proposed
paragraph (f)(1)(vi). An unconfirmed
environmental Salmonella isolation
would not change this Salmonella
negative status, as the “Salmonella
negative” status is intended to reflect
only the status of the flock itself.

These proposed provisions would
provide participants in the U.S.
Salmonella Monitored classification for
primary meat-type breeding turkeys
with new means to verify the flock’s
Salmonella status for trading partners.
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New Provisions for Meat-Type
Waterfowl Breeding Flocks and Products

We are proposing to add a new
subpart I to 9 CFR part 145, which
would consist of §§ 145.91 through
145.94. This subpart would set out
special provisions for the participation
of meat-type waterfowl breeding flocks
and products in the Plan. Although
subpart E in 9 CFR part 145 provides
special provisions for waterfowl,
exhibition poultry, and game bird
breeding flocks and products, these
provisions are directed towards
hobbyist and exhibition waterfowl and
are not necessarily suited for meat-type
waterfowl breeding flocks. Adding a
new subpart I would allow the NPIP to
address issues related to meat-type
waterfowl breeding flocks specifically.

We are proposing to amend subpart E
to make it clear that meat-type
waterfowl breeding flocks would no
longer be covered under that subpart.
We would amend the section heading of
subpart E and the introductory text of
§ 145.52, “Participation,” to indicate that
the subpart’s applicability is limited to
hobbyist and exhibition waterfowl. We
would add a sentence to the
introductory text of § 145.52 indicating
that the special provisions that apply to
meat-type waterfowl flocks are found in
subpart I of part 145. We would also
amend §§ 145.53 and 145.54 in a few
places to reflect these changes. The
amendments can be found in the
proposed regulatory text at the end of
this document.

The structure of subpart I would be
similar to the structure of subparts B
through H in part 145. Section 145.91,
“Definitions,” would contain a
definition of meat-type waterfowl
breeding flocks. This term would be
defined as: Flocks of domesticated duck
or goose that are composed of stock that
has been developed and is maintained
for the primary purpose of producing
baby poultry that will be raised under
confinement for the primary purpose of
producing meat for human
consumption.

Section 145.92, “Participation,” would
state that participating flocks of meat-
type waterfowl and the eggs and baby
poultry produced from them shall
comply with the applicable general
provisions of subpart A of part 145 and
the special provisions of proposed
subpart I. In addition:

® Started poultry would lose their
identity under Plan terminology when
not maintained by Plan participants
under the conditions prescribed in
§ 145.5(a).

® Hatching eggs produced by primary
breeding flocks would have to be

fumigated (see § 147.25) or otherwise
sanitized.

® Any nutritive material provided to
baby poultry would have to be free of
the avian pathogens that are officially
represented in the Plan disease
classifications listed in § 145.10.

These conditions, which are similar to
the conditions for participation in other
subparts in part 145, would help to
ensure that flocks that participate in the
Plan are free of poultry diseases.

Section 145.93, “Terminology and
classification; flocks and products,”
would set out conditions for two Plan
classifications for meat-type breeding
waterfowl, the U.S. Pullorum-Typhoid
Clean classification and the U.S. Avian
Influenza Clean classification. The
provisions of these classifications are
similar to those for other types of
poultry in part 145.

Paragraph (a) would be reserved, as it
is in other subparts in part 145.
Paragraph (b) would contain the
requirements for the U.S. Pullorum-
Typhoid Clean classification. A
qualifying flock would be one in which
freedom from pullorum and typhoid has
been demonstrated to the Official State
Agency under the criteria in one of
proposed paragraphs (b)(1) through
(b)(5).

Proposed paragraph (b)(1) would
provide that a flock would qualify if it
has been officially blood tested within
the past 12 months with no reactors.

Proposed paragraph (b)(2) would
provide that a flock would qualify if it
is a multiplier breeding flock, or a
breeding flock composed of progeny of
a primary breeding flock which is
intended solely for the production of
multiplier breeding flocks, and meets
the following specifications as
determined by the Official State Agency
and the Service:

® The flock is located in a State where
all persons performing poultry disease
diagnostic services within the State are
required to report to the Official State
Agency within 48 hours the source of all
poultry specimens from which S.
pullorum or S. gallinarum is isolated;

® The flock is composed entirely of
birds that originated from U.S.
Pullorum-Typhoid Clean breeding
flocks or from flocks that met equivalent
requirements under official supervision;
and

® The flock is located on a premises
where a flock not classified as U.S.
Pullorum-Typhoid Clean was located
the previous year. In this circumstance,
an Authorized Testing Agent would
have to blood test up to 300 birds per
flock, as described in § 145.14, if the
Official State Agency determines that
the flock has been exposed to pullorum-

typhoid. In making determinations of
exposure and setting the number of
birds to be blood tested, the Official
State Agency would evaluate the results
of any blood tests, described in

§ 145.14(a)(1), that were performed on
an unclassified flock located on the
premises during the previous year; the
origins of the unclassified flock; and the
probability of contacts between the flock
for which qualification is being sought
and infected wild birds, contaminated
feed or waste, or birds, equipment,
supplies, or personnel from flocks
infected with pullorum-typhoid.

(NOTE: In addition to requiring blood
testing when a flock not classified as
U.S. Pullorum-Typhoid Clean was
located on a premises the previous year,
similar provisions in §§ 145.23(b)(2)(iii),
145.33(b)(2)(iii), 145.43(b)(2)(iii), and
145.53(b)(2)(iii) also require blood
testing when no poultry has been
located on the premises the previous
year. Testing is not necessary in the
latter circumstance, and we are
proposing to remove the requirement to
conduct blood testing on a flock when
no poultry was located on the premises
the previous year in each of these
paragraphs.)

Paragraph (b)(3) would provide that a
flock would qualify if it is a multiplier
breeding flock that originated from U.S.
Pullorum-Typhoid Clean breeding
flocks or from flocks that met equivalent
requirements under official supervision,
and is located in a State in which it has
been determined by the Service that:

o All hatcheries within the State are
qualified as “National Plan Hatcheries”
or have met equivalent requirements for
pullorum-typhoid control under official
supervision;

® All hatchery supply flocks within
the State are qualified as U.S. Pullorum-
Typhoid Clean or have met equivalent
requirements for pullorum-typhoid
control under official supervision.
However, if other domesticated fowl are
maintained on the same premises as the
participating flock, freedom from
pullorum-typhoid infection would be
demonstrated by an official blood test of
each of these fowl;

® All shipments of products other
than U.S. Pullorum-Typhoid Clean, or
equivalent, into the State are prohibited;

® All persons performing poultry
disease diagnostic services within the
State are required to report to the
Official State Agency within 48 hours
the source of all poultry specimens from
which S. pullorum or S. gallinarum is
isolated;

® All reports of any disease outbreak
involving a disease covered under the
Plan are promptly followed by an
investigation by the Official State
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Agency to determine the origin of the
infection. If the origin of the infection
involves another State, or if there is
exposure to poultry in another State
from the infected flock, then the NPIP
would conduct an investigation;

o All flocks found to be infected with
pullorum or typhoid are quarantined
until marketed or destroyed under the
supervision of the Official State Agency,
or until subsequently blood tested,
following the procedure for reacting
flocks as contained in § 145.14(a)(5),
and all birds fail to demonstrate
pullorum or typhoid infection; and

® All poultry, including exhibition,
exotic, and game birds, but excluding
waterfowl, going to public exhibition
shall come from U.S. Pullorum-Typhoid
Clean or equivalent flocks, or have had
a negative pullorum-typhoid test within
90 days of going to public exhibition.

Discontinuation of any of these
conditions or procedures, or the
occurrence of repeated outbreaks of
pullorum or typhoid in poultry breeding
flocks within or originating within the
State would be grounds for the Service
to revoke its determination that such
conditions and procedures have been
met or complied with. Such action
would not be taken until a thorough
investigation has been made by the
Service and the Official State Agency
has been given an opportunity to
present its views.

Paragraph (b)(4) would provide that a
flock would qualify if it is a multiplier
breeding flock located in a State which
has been determined by the Service to
be in compliance with the provisions of
proposed paragraph (a)(3), and in which
pullorum disease or fowl typhoid is not
known to exist nor to have existed in
hatchery supply flocks within the State
during the preceding 24 months.

Paragraph (b)(5) would provide that a
flock would qualify if it is a primary
breeding flock located in a State
determined to be in compliance with
the provisions of paragraph (a)(4) of this
section, and in which a sample of 300
birds from flocks of more than 300, and
each bird in flocks of 300 or less, has
been officially tested for pullorum-
typhoid within the past 12 months with
no reactors. However, when a flock is a
primary breeding flock located in a State
which has been deemed to be a U.S.
Pullorum-Typhoid Clean State for the
past 3 years, and during which time no
isolation of pullorum or typhoid has
been made that can be traced to a source
in that State, a bacteriological
examination monitoring program or a
serological examination monitoring
program acceptable to the Official State
Agency and approved by the Service

could be used in lieu of annual blood
testing.

Compliance with any one of these
provisions is sufficient to ensure that
pullorum-typhoid is not present in a
meat-type waterfowl breeding flock in
the U.S. Pullorum-Typhoid Clean
classification, as evidenced by the
success of these provisions when used
for the classification in other types of
poultry.

Proposed paragraph (c) would set out
the provisions of the U.S. Avian
Influenza Clean classification. The
intent of this program would be to serve
as the basis from which the meat-type
waterfowl breeding-hatchery industry
may conduct a program for the
prevention and control of H5/H7 AL It
would be intended to determine the
presence of the H5/H7 Al in meat-type
waterfowl breeding flocks through
routine surveillance of each
participating breeding flock. There
would be separate surveillance
provisions for primary breeding flocks
and multiplier breeding flocks of meat-
type waterfowl.

Paragraph (c)(1) would provide that a
primary meat-type waterfowl breeding
flock would qualify for the U.S. Avian
Influenza Clean classification if a
minimum of 30 birds from the flock
have been tested negative to H5/H7 Al
as provided in § 145.14(d) when more
than 4 months of age. To retain this
classification:

® A sample of at least 30 birds would
have to be tested negative at intervals of
90 days; or

® A sample of fewer than 30 birds
could be tested, and found to be
negative, at any one time if all pens
were equally represented and a total of
30 birds were tested within each 90-day
period.

Paragraph (c)(2) would provide that a
multiplier meat-type waterfowl breeding
flock would also qualify for the
classification if a minimum of 30 birds
from the flock have been tested negative
to H5/H7 Al as provided in § 145.14(d)
when more than 4 months of age. The
options for retaining the classification
would be identical to those for primary
breeding flocks.

Consistent with the changes proposed
in this document to require testing of
spent fowl in the Al programs for other
types of poultry, paragraph (c)(3) would
require that, during each 90-day period,
all primary and multiplier spent fowl,
up to a maximum of 30, be tested
serologically and found negative within
21 days prior to movement to slaughter.

These provisions would be sufficient
to determine whether H5/H7 Al is
present in participating meat-type
waterfowl breeding flocks. Similar

provisions have been used successfully
in other Al classifications in part 145.

Section 145.94, “Terminology and
classification; States,” would set out
conditions for the U.S. Pullorum-
Typhoid Clean State classification.
Several of the subparts for specific types
of poultry in part 145 contain provisions
for this classification. To be declared a
U.S. Pullorum-Typhoid Clean State,
APHIS would have to determine that the
following two requirements have been
met:

® The State is in compliance with the
provisions contained in
§§ 145.23(b)(3)(i) through (vii),
145.33(b)(3)(i) through (vii),
145.43(b)(3)(i) through (vi),
145.53(b)(3)(i) through (vii),
145.73(b)(2)(i), 145.83(b)(2)(i), and
proposed 145.93(b)(3)(i) through (vii).
Compliance with these provisions
ensures that the State has the
infrastructure to detect and respond to
outbreaks of pullorum-typhoid; and

® No pullorum disease or fowl
typhoid is known to exist nor to have
existed in hatchery supply flocks within
the State during the preceding 12
months. However, pullorum disease or
fowl] typhoid found within the
preceding 24 months in waterfowl,
exhibition poultry, and game bird
breeding flocks would not prevent a
State that is otherwise eligible from
qualifying. This exception is standard in
the U.S. Pullorum-Typhoid Clean State
classifications; while pullorum disease
is found extremely rarely in the United
States, it is most often found in these
types of poultry, often outside a
commercial poultry production setting,
and it is not necessary to remove a U.S.
Pullorum-Typhoid Clean State
classification for such a finding.

If these conditions are discontinued,
or repeated outbreaks of pullorum or
typhoid occur in hatchery supply flocks
of this section, or if an infection spreads
from the originating premises, APHIS
would have grounds to revoke its
determination that the State is entitled
to this classification. Such action would
not be taken until a thorough
investigation has been made by the
Service and the Official State Agency
has been given an opportunity for a
hearing in accordance with rules of
practice adopted by the Administrator.

As noted, several of the subparts for
specific types of poultry in part 145
contain provisions for the U.S.
Pullorum-Typhoid Clean State
classification. All of those subparts
contain lists of the provisions with
which the State must be in compliance.
Some of these do not reflect the addition
of relevant provisions in subparts G and
H (for primary egg-type chicken and

3
3
3
2
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primary meat-type chicken breeding
flocks, respectively); none of these
include the provisions in

§ 145.93(b)(3)(i) through (vii) that we are
proposing to add. We are therefore also
proposing to update the lists of
provisions with which a State must be
in compliance in order to be declared a
U.S. Pullorum-Typhoid Clean State in
§§ 145.24(a)(1)(i), 145.34(a)(1)(),
145.44(a)(1)(i), and 145.54(a)(1)(i) to
keep them up to date and to reflect the
proposed changes.

Definition of H5/H7 LPAI in Part 146

In § 146.1, the term H5/H7 low
pathogenic avian influenza (LPAI) is
defined as follows: “An infection of
poultry caused by an influenza A virus
of H5 or H7 subtype that has an
intravenous pathogenicity index test in
6-week-old chickens less than 1.2 or any
infection with influenza A viruses of H5
or H7 subtype for which nucleotide
sequencing has not demonstrated the
presence of multiple basic amino acids
at the cleavage site of the
hemagglutinin.”

We added this definition to the
regulations in an interim rule effective
and published in the Federal Register
on September 26, 2006 (71 FR 53601-
56333, Docket No. APHIS-2005-0109). It
was based on the OIE guidelines for Al
that were current at the time of
publication.

Since then, the OIE has updated its Al
guidelines, including the definition of
H5/H7 LPAI To ensure that our
regulations continue to be consistent
with the OIE guidelines, we are
proposing to update the definition of
H5/H7 LPAI The new definition would
read: “An infection of poultry caused by
an influenza A virus of H5 or H7
subtype that has an intravenous
pathogenicity index in 6-week-old
chickens less than 1.2 or less than 75
percent mortality in 4- to 8-week-old
chickens infected intravenously, or an
infection with influenza A viruses of H5
or H7 subtype with a cleavage site that
is not consistent with a previously
identified highly pathogenic avian
influenza virus.” This change would
keep the regulations up to date with
international standards.

Addition of Provisions for Commercial
Table-Egg Layer Pullets

Subpart B of part 146 (§§ 146.21
through 146.24) contains special
provisions for commercial table-egg
layer flocks. We are proposing to add
provisions for commercial table-egg
layer pullets to subpart B.

We would define a table-egg layer
pullet in § 146.21 as a sexually
immature domesticated chicken grown

for the primary purpose of producing
eggs for human consumption. By
definition, because the table-egg layer
pullet is not sexually mature, it cannot
yet lay eggs. Pullets are typically less
than 20 weeks of age. Table-egg layer
pullets are moved to a layer house when
they become sexually mature, after
which they are called table-egg layers.
The regulations in subpart B have
focused on table-egg layer flocks
themselves, but the introduction of
table-egg layer pullets into a flock is a
potential pathway for the introduction
of diseases, particularly as table-egg
layer flocks are often assembled from
multiple pullet sources. Thus, we are
proposing to include provisions in the
special provisions for commercial table-
egg layers in subpart B of part 146 to
address the table-egg layer pullets that
will ultimately be moved onto the table-
egg layer premises.

In addition, the definition of
commercial table-egg layer flock in
§ 146.1 reads: “All table-egg layers of
one classification in one barn or house.”
We are proposing to replace this with a
new definition: “All table-egg layers of
common age or pullet source on one
premises.” Table-egg layer flocks are
normally composed of birds of common
age or pullet source, but the birds may
be in one house or multiple houses;
older table-egg layer premises are more
likely to have one flock spread across
multiple houses. By removing the
requirement that a flock be contained in
a single barn or house and instead
designating a flock as a group of table-
egg layers of common age or pullet
source, we would more accurately
reflect the organization of table-egg layer
flocks. We would retain the definition of
commercial table-egg layer premises in
§ 146.1, which indicates that a premises
includes all contiguous flocks of
commercial table-egg layers under
common ownership, to reflect the fact
that a commercial table-egg layer
premises may comprise many
individual flocks.

We would also add a definition of
commercial table-egg layer pullet flock
to § 146.1. This definition would read as
follows: “A table-egg layer flock prior to
the onset of egg production.”

In § 146.23, paragraph (a) sets out the
requirements of the U.S. H5/H7 Avian
Influenza Monitored program for
commercial table-egg layers. The
introductory text of this paragraph states
that this program is intended to be the
basis from which the table-egg layer
industry may conduct a program to
monitor for the H5/H7 subtypes of Al
It is intended to determine the presence
of the H5/H7 subtypes of Al in table-egg
layers through routine serological

surveillance of each participating
commercial table-egg layer flock.

We are proposing to amend this
discussion to refer to commercial table-
egg layer pullet flocks as well as
commercial table-egg layer flocks. We
are also proposing to remove the
reference to serological testing
specifically, for reasons similar to those
given earlier for removing the specific
references to serological testing from the
U.S. H5/H7 Avian Influenza Clean
classification for turkey breeding flocks
and for waterfowl, exhibition poultry,
and game bird breeding flocks.

Within paragraph (a), paragraphs
(a)(1), (a)(2), and (a)(3) set out the
requirements for surveillance of
commercial table-egg layers. We are
proposing to add a new paragraph (a)(1)
with requirements for table-egg layer
pullet flocks and redesignate current
(a)(1), (a)(2), and (a)(3) as paragraphs
(a)(2)(1), (a)(2)(ii), and (a)(2)(iii). In those
paragraphs, we would remove
references to testing negative for
antibodies to H5/H7 Al and instead refer
simply to testing negative for H5/H7 Al,
for the reasons mentioned earlier with
regard to similar changes to the U.S. H5/
H7 Avian Influenza Clean classification
for turkey breeding flocks. We would
also remove the current references to
testing egg samples and add references
to the official Al tests in § 146.13(b), for
the reasons mentioned earlier with
regard to similar changes to the U.S. H5/
H7 Avian Influenza Clean classification
for waterfowl, game bird, and exhibition
poultry breeding flocks.

Proposed paragraph (a)(1) would
provide two options by which table-egg
layer pullet flocks could qualify for the
U.S. H5/H7 Avian Influenza Monitored
classification. Such a flock would
qualify if:

® It is a commercial table-egg layer
pullet flock in which a minimum of 11
birds have been tested negative to the
H5/H7 subtypes of Al as provided in
§ 146.13(b) within 30 days prior to
movement; or

® [t is a commercial table-egg layer
pullet flock that has an ongoing active
and diagnostic surveillance program for
the H5/H7 subtypes of AI which the
number of birds tested is equivalent to
the number required in the other option
and that is approved by the Official
State Agency and the Service.

Any ongoing active and diagnostic
surveillance program that is approved
by the Official State Agency and APHIS
would have to test a number of birds
equivalent to the first requirement, but
this by itself would not be sufficient to
secure approval for the program; the
Official State Agency and APHIS would
have to agree that the detailed testing
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plan for the alternate program is
sufficient to establish a level of
confidence for the detection of Al that
is equivalent to that of the first
requirement. Allowing participating
flocks to develop an alternative ongoing
active and diagnostic surveillance
program of equivalent efficacy would
give the flock owners some flexibility.

In § 146.24, paragraph (a) sets out the
provisions for the U.S. H5/H7 Avian
Influenza Monitored State, Layers
classification. We would amend these
provisions to indicate that this
classification also includes table-egg
layer pullet flocks. Under paragraph
(a)(1)(i), in order for a State to qualify
for the U.S. H5/H7 Avian Influenza
Monitored State, Layers classification,
all the commercial table-egg layer flocks
that are not exempt from the special
provisions of subpartB under § 146.22
and all the commercial table-egg layer
pullet flocks that supply those flocks
within the State would have to be
classified as U.S. H5/H7 Avian
Influenza Monitored under § 146.23(a).
Requirements for specimen reporting
and subtyping in paragraphs (a)(1)(iii)
and (a)(1)(iv) would also apply to
commercial table-egg layer pullet flocks
as well as commercial table-egg layer
flocks. Finally, under paragraph
(a)(1)(v), all table-egg layer pullet flocks
within the State that are found to be
infected with H5/H7 AI would have to
be quarantined, in accordance with an
initial State response and containment
plan as described in 9 CFR part 56 and
under the supervision of the Official
State Agency, the same as is currently
required for table-egg layer flocks.

These changes would expand the
reach of the U.S. H5/H7 Avian Influenza
Monitored classification for commercial
table-egg layers and make it more
effective.

Testing Procedures for Other U.S. H5/
H7 Avian Influenza Monitored
Classifications in Part 146

Within part 146, § 146.33 contains the
requirements for the U.S. H5/H7 Avian
Influenza Monitored classification for
meat-type chicken slaughter plants,

§ 146.43 contains the requirements for
that classification for meat-type turkey
slaughter plants, § 146.53(a) contains
the requirements for commercial
waterfowl and commercial upland game
bird slaughter plants, and § 146.53(b)
contains the requirements for raised-for-
release upland game birds and raised-
for-release waterfowl. Similar to other
classifications discussed earlier in this
proposal, all of these classifications
contain testing requirements for H5/H7
LPAI but do not specify that testing
must be conducted as provided in

§146.13(b), which contains the official
Al tests for part 146. We are proposing
to amend these requirements to indicate
that birds must be tested for these
classifications as provided in
§146.13(b). In addition, we are
proposing to remove a reference to
testing for antibodies to H5/H7 LPAI in
§146.53(a)(2), for reasons identical to
those given for similar changes
described earlier in this document.

Shoe Cover Sampling Technique for
Collection of Salmonella Samples

Section 147.12 sets out procedures for
collection, isolation, and identification
of Salmonella from environmental
samples, cloacal swabs, chick box
papers, and meconium samples.
Paragraph (a) of § 147.12 sets out
procedures specific to egg- and meat-
type chickens, waterfowl, exhibition
poultry, and game birds. This paragraph
includes various methods for collecting
samples and a procedure for testing
chick meconium.

We are proposing to add a new
sampling technique in a proposed new
paragraph (a)(6). This technique uses
absorbable shoe covers to collect
samples. Absorbable fabric shoe covers
involve the exposure of the bottom
surface of shoe covers to the surface of
floor litter and slat areas. The shoe cover
sampling technique would involve
wearing clean latex gloves and placing
the shoe covers over footwear that is
only worn inside the poultry house.
This could be footwear dedicated to the
facility or disposable overshoes. Each
pair of shoe covers would be worn
while walking at a normal pace over a
distance of 305 meters (1000 feet). For
flocks with fewer than 500 breeders, at
least 1 pair of shoe covers would be
worn to sample the floor of the bird
area. For flocks with 500 or more
breeders, at least 2 pairs of shoe covers
would be worn to sample the floor of
the bird area. After sampling, each shoe
cover would be placed in a sterile
container with 30 ml of double strength
skim milk, to protect Salmonella
viability during storage and shipment.
The sterile containers would have to be
sealed and promptly refrigerated at 2 to
4 °C or place in a cooler with ice or ice
packs, but not frozen. Samples would
have to be stored at refrigerator
temperatures of 2 to 4 °C no more than
5 days prior to culturing.

This procedure would provide an
effective alternative means to collect
Salmonella samples in poultry houses.

Approved Tests

Within § 147.52, paragraph (b) sets
out a procedure by which diagnostic test
kits that are not licensed by APHIS (e.g.,

bacteriological culturing kits) may be
approved for use in the NPIP. We are
proposing to list in a new paragraph (c)
in § 147.52 the test kits that have been
approved through this process. These
are the test kits we are proposing to list:

® Rapid Chek©Select TMSalmonella
Test Kit, Strategic Diagnostics, Inc.
Newark, DE 19713.

® ADIAFOOD Rapid Pathogen
Detection System for Salmonella spp.,
AES Chemunex Canada. Laval, QC
(Canada) H71.4S3.

® DuPont Qualicon BAX Polymerase
Chain Reaction (PCR)-based assay for
Salmonella, DuPont Qualicon,
Wilmington, DE 19810.

Updates

The regulations in § 145.10 provide
for the use of certain terms and
illustrative designs to designate
participants in NPIP programs for
breeding poultry; the regulations in
§146.9 do the same for commercial
poultry. Both of these sections refer to
certain subparts of parts 145 and 146,
respectively, that include provisions for
the programs; § 145.10 refers to subparts
B, C,D, E, and F, while § 146.9 refers
to subparts B, C, and D. However, these
lists do not include subparts that have
been added recently: Subparts G and H
in part 145 and subpart E in part 146.
To correct the errors and ensure that the
regulations accommodate the addition
of future subparts, we are removing the
lists of subparts from §§ 145.10 and
146.9 and instead referring generally to
parts 145 and 146, respectively.

Within §§ 145.10 and 146.9, we are
also updating the lists of classifications
eligible to use the various illustrative
designs. These lists have become out of
date as well.

Section 147.45, “Official delegates,”
provides that each cooperating State
shall be entitled to one official delegate
to the Plan Conference for each of the
programs prescribed in subparts B, C, D,
E, F, G, and H of part 145 and for each
of the programs prescribed in subparts
B, G, D, and E of part 146 in which it
has one or more participants at the time
of the conference. Rather than proposing
to update this list to reflect the proposed
addition of a new subpart I in part 145,
we are proposing to simply refer to each
of the programs prescribed in parts 145
and 146, generally. In both parts 145
and 146, subpart A sets out general
provisions for participation in the NPIP,
but not specific programs; thus,
referring generally to the programs
prescribed in parts 145 and 146
includes all the necessary programs.
Making this change would simplify the
regulations.
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Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The
proposed rule has been determined to
be not significant for the purposes of
Executive Order 12866 and, therefore,
has not been reviewed by the Office of
Management and Budget.

In accordance with the Regulatory
Flexibility Act, we have analyzed the
potential economic effects of this action
on small entities. The analysis is
summarized below. Copies of the full
analysis are available by contacting the
person listed under FOR FURTHER
INFORMATION CONTACT or on the
Regulations.gov Web site (see
ADDRESSES above for instructions for
accessing Regulations.gov).

This rule would introduce a set of
minor changes to the NPIP and would
not involve significant changes in
program operations. These changes are
in line with the industry’s best practices
and would likely involve no additional
costs in order to meet these
requirements. Additionally, the NPIP is
a voluntary program established
between the industry and State and
Federal governments. Any person
producing or dealing in products may
participate in the NPIP when he or she
has demonstrated that his or her
facilities, personnel, and practices are
adequate for carrying out the applicable
provisions of the NPIP. NPIP
participation allows for greater ease in
moving hatching eggs, live birds, and
commercial poultry products within a
State, across State lines, and into other
countries. Most countries will not
accept hatching eggs, live birds, or
commercial poultry products from a
U.S. operation unless it can be shown to
be an NPIP participant. The poultry
industry plays an important role in the
U.S. economy, and the proposed
amendments would help to ensure the
safety of the industry and benefit the
economy.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action would not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) No retroactive effect will be
given to this rule; and (2) administrative
proceedings will not be required before
parties may file suit in court challenging
this rule.

Paperwork Reduction Act

This proposed rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501 et
seq.).

List of Subjects

9 CFR Part 56

Animal diseases, Indemnity
payments, Low pathogenic avian
influenza, Poultry.

9 CFR Parts 145, 146, and 147

Animal diseases, Poultry and poultry
products, Reporting and recordkeeping
requirements.

m Accordingly, we propose to amend 9
CFR parts 56, 145, 146, and 147 as
follows:

PART 56—CONTROL OF H5/H7 LOW
PATHOGENIC AVIAN INFLUENZA

m 1. The authority citation for 9 CFR
part 56 continues to read as follows:

Authority: 7 U.S.C. 8301-8317; 7 CFR 2.22,
2.80, and 371.4.
m 2. Section 56.1 is amended as follows:
m a. By removing the definitions of
commercial meat-type flock,
commercial table-egg layer flock,
commercial table-egg layer premises,
meat-type chicken, and meat-type
turkey.
m b. By adding a definition of
commercial flock or slaughter plant, in
alphabetical order, to read as set forth
below.

§56.1 Definitions.

* * * * *

Commercial flock or slaughter plant.
A commercial poultry flock or slaughter
plant that is required because of its size
to participate in the special provisions
in part 146 of this chapter in order to
participate in the Plan.
* * * * *

m 3. Section 56.3 is amended as follows:
m a. In paragraph (b) introductory text,
by removing the word “(b)(7)” each time
it occurs and adding the word “(b)(3)” in
its place.

m b. By revising paragraphs (b)(1) and
(b)(2) to read as set forth below.

m c. By removing paragraphs (b)(4)
through (b)(6).

m d. By redesignating paragraph (b)(7) as
paragraph (b)(3).

§56.3 Payment of indemnity.

* * * * *

(b) * Kk %

(1) The poultry are from a breeding
flock that participates in any Plan
program in part 145 of this chapter but
that does not participate in the U.S.
Avian Influenza Clean or the U.S. H5/
H7 Avian Influenza Clean program of
the Plan available to the flock in part
145 of this chapter; or

(2) The poultry are from a commercial
flock or slaughter plant, but the flock or
slaughter plant does not participate in
the U.S. Avian Influenza Monitored
program available to the commercial
flock or slaughter plant in part 146 of
this chapter; or

* * * * *

PART 145-NATIONAL POULTRY
IMPROVEMENT PLAN FOR BREEDING
POULTRY

m 4. The authority citation for part 145
continues to read as follows:

Authority: 7 U.S.C. 8301-8317; 7 CFR 2.22,
2.80, and 371.4.
m 5. Section 145.1 is amended by
adding, in alphabetical order, a new
definition of avian influenza to read as
set forth below.

§145.1 Definitions.
*

* * * *

Avian influenza. An infection or
disease of poultry caused by viruses in
the family Orthomyxoviridae, genus

Influenzavirus A.
* * * * *

m 6. Section 145.10 is amended as
follows:

m a. By revising the introductory text to
read as set forth below.

m b. In paragraph (r), by removing the
words “and 145.53(e)” and adding the
words “145.63(b), 145.73(f), and
145.83(g)” in their place.

m c. In paragraph (t), by removing the
citation “§ 145.43(g)” and adding the
words “§§ 145.43(g), 145.53(e), and
145.93(b)” in its place.

§145.10 Terminology and classification;
flocks, products, and States.
Participating flocks, products
produced from them, and States that
have met the requirements of a
classification in this part may be
designated by the corresponding

illustrative design in this section.
* * * * *

m 7. Section 145.14 is amended as
follows:
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m a. In the introductory text, in the first
sentence, by removing the word “blood”
each time it occurs.

m b. In the introductory text, in the
second sentence, by removing the words
“Blood samples” and adding the word
“Samples” in its place; and by removing
the word “drawn” and adding the word
“collected” in its place.

m c. By revising the introductory text of
paragraph (b) and paragraph (b)(1) to
read as set forth below.

m d. In paragraph (b)(2), by adding the
word “serological” before the word
“tests”; and by adding the words “, M.
meleagridis,” after the word
“gallisepticum”.

m e. By revising paragraph (b)(5) to read
as set forth below.

m f. By removing and reserving
paragraph (c).

§145.14 Testing.

* * * * *

(b) For Mycoplasma gallisepticum, M.
meleagridis, and M. synoviae. (1) The
official blood tests for M. gallisepticum,
M. meleagridis, and M. synoviae shall be
the serum plate agglutination test, the
tube agglutination test, the
hemagglutination inhibition (HI) test,
the microhemagglutination inhibition
test, the enzyme-linked immunosorbent
assay (ELISA) test,3 a PCR-based test, or
a combination of two or more of these
tests. The HI test or the
microhemagglutination inhibition test
shall be used to confirm the positive
results of other serological tests. HI
titers of 1:40 or more may be interpreted
as suspicious, and final judgment must
be based on further samplings and/or

culture of reactors.
* * * * *

(5) The official molecular examination
procedures for M. gallisepticum are the
polymerase chain reaction (PCR) test
described in § 147.30 of this subchapter
and the real-time PCR test described in
§ 147.31 of this subchapter. The official
molecular examination procedure for M.

3Procedures for the enzyme-linked
immunosorbent assay (ELISA) test are set forth in
the following publications:

A.A. Ansari, RF. Taylor, T.S. Chang,
“Application of Enzyme-Linked Immunosorbent
Assay for Detecting Antibody to Mycoplasma
gallisepticum Infections in Poultry,” Avian
Diseases, Vol. 27, No. 1, pp. 21-35, January-March
1983; and

H.M. Opitz, ].B. Duplessis, and M.]J. Cyr, “Indirect
Micro-Enzyme-Linked Immunosorbent Assay for
the Detection of Antibodies to Mycoplasma
synoviae and M. gallisepticum,” Avian Diseases,
Vol. 27, No. 3, pp. 773-786, July-September 1983;
and

H.B. Ortmayer and R. Yamamoto, “Mycoplasma
Meleagridis Antibody Detection by Enzyme-Linked
Immunosorbent Assay (ELISA),” Proceedings, 30th
Western Poultry Disease Conference, pp. 63—66,
March 1981.

synoviae is the PCR test described in
§147.30 of this subchapter.

* * * * *

m 8. Section 145.23 is amended as
follows:

m a. In paragraph (b)(2)(iii), in the first
sentence, by removing the words “either
no poultry or”, and by removing the
word “were” and adding the word “was”
in its place.

m b. In paragraph (h) introductory text,
by removing the words “serological” and
“one of”.

m c. By adding a new paragraph (h)(1)
and revising paragraph (h)(2) to read as
set forth below.

§145.23 Terminology and classification;
flocks and products.
* * * * *

(h) * % %

(1) It is a multiplier breeding flock in
which a minimum of 30 birds have been
tested negative for antibodies to avian
influenza when more than 4 months of
age. To retain this classification:

(i) A sample of at least 30 birds must
be tested negative at intervals of 90
days; or

(ii) A sample of fewer than 30 birds
may be tested, and found to be negative,
at any one time if all pens are equally
represented and a total of 30 birds is
tested within each 90-day period; or

(iii) The flock is tested as provided in
§ 145.14(d) at intervals of 30 days or less
and found to be negative, and a total of
30 samples are collected and tested
within each 90-day period; and

(2) During each 90-day period, all
multiplier spent fowl, up to a maximum
of 30, must be tested and found negative
within 21 days prior to movement to
slaughter.

* * * * *

§145.24 [Amended]

m 9. In § 145.24, paragraph (a)(1)(i) is
amended by removing the word “and”
and by adding the words “, and

§ 145.93(b)(3)(i) through (vii)” before the
period at the end of the paragraph.

m 10. Section 145.33 is amended as
follows:

m a. In paragraph (b)(2)(iii), in the first
sentence, by removing the words “either
no poultry or”, and by removing the
word “were” and adding the word “was”
in its place.

m b. In paragraph (1) introductory text,
by removing the words “serological” and
“one of”.

m c. By adding a new paragraph (1)(1)
and revising paragraph (1)(2) to read as
set forth below.

§145.33 Terminology and classification;
flocks and products.
* * * * *

1***

(1) It is a multiplier breeding flock in
which a minimum of 30 birds have been
tested negative for antibodies to avian
influenza when more than 4 months of
age. To retain this classification:

(i) A sample of at least 15 birds must
be tested negative at intervals of 90
days; or

(ii) A sample of fewer than 15 birds
may be tested, and found to be negative,
at any one time if all pens are equally
represented and a total of 30 birds is
tested within each 90-day period; or

(iii) The flock is tested as provided in
§ 145.14(d) at intervals of 30 days or less
and found to be negative, and a total of
15 samples are collected and tested
within each 90-day period; and

(2) During each 90-day period, all
multiplier spent fowl, up to a maximum
of 30, must be tested and found negative
within 21 days prior to movement to
slaughter.

* * * * *

§145.34 [Amended]

m 11.In § 145.34, paragraph (a)(1)(i) is
amended by removing the word “and”
and by adding the words “, and

§ 145.93(b)(3)(i) through (vii)” before the
period at the end of the paragraph.

m 12. Section 145.43 is amended as
follows:

m a. In paragraph (b)(2)(iii), in the first
sentence, by removing the words “either
no poultry or”, and by removing the
word “were” and adding the word “was”
in its place.

m b. By removing and reserving
paragraphs (d)(2) and (d)(3).

m c. In paragraph (f)(5), by redesignating
footnote 6 as footnote 5.

m d. In paragraph (g) introductory text,
by removing the words “H5 and H7” and
adding the word “H5/H7” in their place
each time they appear; and by removing
the word “serological”.

m e. By revising paragraph (g)(1)
introductory text and paragraph (g)(2)
introductory text to read as set forth
below.

m f. In paragraphs (g)(1)(i) and (g)(2)(i),
by removing the words “Provided, that
primary spent fowl be tested within 30
days prior to movement to disposal;”.

m g. By redesignating paragraph (g)(3) as
paragraph (g)(4).

m h. By adding a new paragraph (g)(3) to
read as set forth below.

§145.43 Terminology and classification;
flocks and products.
* * * * *

(g) * *x %

(1) It is a primary breeding flock in
which a minimum of 30 birds have been
tested negative to the H5/H7 subtypes of
avian influenza as provided in
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§145.14(d) when more than 4 months of
age and prior to the onset of egg

production. To retain this classification:
* * * * *

(2) It is a multiplier breeding flock in
which a minimum of 30 birds have been
tested negative to the H5/H7 subtypes of
avian influenza as provided in
§145.14(d) when more than 4 months of
age and prior to the onset of egg
production. To retain this classification:
* * * * *

(3) During each 90-day period, all
spent fowl, up to a maximum of 30,
must be tested and found negative
within 21 days prior to movement to
slaughter.

§145.44 [Amended]

m 13.In § 145.44, paragraph (a)(1)(i) is
amended by removing the word “and”;
and by adding the words
§145.73(b)(2)(i), § 145.83(b)(2)(i), and

§ 145.93(b)(3)(i) through (vii)” before the
period at the end of the paragraph.

Subpart E—Special Provisions for
Hobbyist and Exhibition Waterfowl,
Exhibition Poultry, and Game Bird
Breeding Flocks and Products

m 14. The heading for subpart E is
revised to read as set forth above.

m 15.In § 145.52, the introductory text
is revised to read as follows:

§145.52 Participation.

Participating flocks of hobbyist and
exhibition waterfowl, exhibition
poultry, and game birds, and the eggs
and baby poultry produced from them
shall comply with the applicable
general provisions of subpart A of this
part and the special provisions of this
subpart E. The special provisions that
apply to meat-type waterfowl flocks are
found in subpart I of this part.

* * * * *

m 16. Section 145.53 is amended as
follows:

m a. In paragraph (b)(2)(iii), in the first
sentence, by removing the words “either
no poultry or”, and by removing the
word “were” and adding the word “was”
in its place.

m b. In paragraph (b)(5), by adding the
words “hobbyist or exhibition” before
the word “waterfowl”.

m c. In paragraph (e) in the introductory
text, second sentence, by adding the
words “hobbyist or exhibition” before
the word “waterfowl]”; and by removing
the word “serological”.

m d. In the introductory text of
paragraph (e)(1), by removing the words
“for antibodies”; and by removing the
words “by the agar gel immunodiffusion
test specified in § 147.9 of this chapter”

and adding the words “as provided in
§145.14(d)” in their place.

m e. In the introductory text of
paragraph (e)(2), by removing the words
“for antibodies”; and by removing the
words “by the agar gel immunodiffusion
test specified in § 147.9 of this chapter”
and adding the words “as provided in
§145.14(d)” in their place.

m f. By adding a new paragraph (e)(3) to
read as set forth below.

§145.53 Terminology and classification;
flocks and products.

* * * * *

(e] * * %

(3) During each 90-day period, all
spent fowl, up to a maximum of 30,
must be tested and found negative
within 21 days prior to movement to
slaughter.

§145.54 [Amended]

m 17.In § 145.54, paragraph (a)(1)(i) is
amended by removing the word “and”;
and by adding the words “,
§145.73(b)(2)(i), § 145.83(b)(2)(i), and

§ 145.93(b)(3)(i) through (vii)” before the
period at the end of the paragraph.

m 18.In § 145.73, paragraph (f) is
amended as follows:

m a. In the introductory text, second
sentence, by removing the word
“serological.”

m b. By revising paragraph (f)(1) and
adding a new paragraph (f)(2) to read as
set forth below.

§145.73 Terminology and classification;
flocks and products.
* * * * *

(f)* * %

(1) It is a primary breeding flock in
which a minimum of 30 birds have been
tested negative for antibodies to avian
influenza when more than 4 months of
age. To retain this classification:

(i) A sample of at least 30 birds must
be tested negative at intervals of 90
days; or

(ii) A sample of fewer than 30 birds
may be tested, and found to be negative,
at any one time if all pens are equally
represented and a total of 30 birds is
tested within each 90-day period; or

(iii) The flock is tested as provided in
§145.14(d) at intervals of 30 days or less
and found to be negative, and a total of
30 samples are collected and tested
within each 90-day period; and

(2) During each 90-day period, all
primary spent fowl, up to a maximum
of 30, must be tested serologically and
found negative within 21 days prior to
movement to slaughter.

m 19. Section 145.83 is amended as
follows:

m a. In paragraph (f)(1)(vi), by removing
the semicolon at the end of the

paragraph and adding a period in its
place; and by adding a new sentence at
the end of the paragraph to read as set
forth below.

m b. In paragraph (f)(1)(vii), by adding
the words “to allow for the serological
testing required under paragraph
(£)(1)(vi) of this section” after the word
“a e”.

] % By adding a new paragraph
(£)(1)(viii) to read as set forth below.

m d. In paragraph (f)(3), by removing the
words “this classification” and adding
the words “paragraphs (f)(1)(i) through
(f)(1)(vii) of this section” in their place.
m e. In the introductory text of
paragraph (g), second sentence, by
removing the word “serological.”

m f. By revising paragraph (g)(1) and
adding a new paragraph (g)(2) to read as
set forth below.

§145.83 Terminology and classification;
flocks and products.
* * * * *

()
(1) *
(vi) * * *All salmonella isolates from
a flock shall be serogrouped and shall be
reported to the Official State Agency on

a monthly basis;
* * * * *

* %
* k%

(viii) Any flock entering the
production period that is in compliance
with all the requirements of § 145.83(f)
with no history of Salmonella isolations
shall be considered “Salmonella
negative” and may retain this definition
as long as no environmental or bird
salmonella isolations are identified and
confirmed from the flock or flock
environment by sampling on 4 separate
collection dates over a minimum of a 2-
week period. Sampling and testing must
be performed as described in paragraph
(H)(1)(vi) of this section. An unconfirmed
environmental Salmonella isolation
shall not change this Salmonella

negative status.
* * * * *

(g) L

(1) It is a primary breeding flock in
which a minimum of 30 birds have been
tested negative for antibodies to avian
influenza when more than 4 months of
age. To retain this classification:

(i) A sample of at least 30 birds must
be tested negative at intervals of 90
days; or

(ii) A sample of fewer than 30 birds
may be tested, and found to be negative,
at any one time if all pens are equally
represented and a total of 30 birds is
tested within each 90-day period; or

(iii) The flock is tested as provided in
§ 145.14(d) at intervals of 30 days or less
and found to be negative, and a total of
30 samples are collected and tested
within each 90-day period; and
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(2) During each 90-day period, all
primary spent fowl, up to a maximum
of 30, must be tested serologically and
found negative within 21 days prior to
movement to slaughter.

m 20. A new subpart I, consisting of
§§145.91 through 145.94, is added to
read as follows:

Subpart I— Special Provisions for Meat-

Type Waterfowl Breeding Flocks and

Products

Sec.

145.91 Definitions.

145.92 Participation.

145.93 Terminology and classification;
flocks and products.

145.94 Terminology and classification;
States.

Subpart I— Special Provisions for
Meat-Type Waterfowl Breeding Flocks
and Products

§145.91 Definitions.

Except where the context otherwise
requires, for the purposes of this subpart
the following term shall be construed to
mean:

Meat-type waterfowl breeding flocks.
Flocks of domesticated duck or goose
that are composed of stock that has been
developed and is maintained for the
primary purpose of producing baby
poultry that will be raised under
confinement for the primary purpose of
producing meat for human
consumption.

§145.92 Participation.

Participating flocks of meat-type
waterfowl and the eggs and baby poultry
produced from them shall comply with
the applicable general provisions of
subpart A of this part and the special
provisions of this subpart L.

(a) Started poultry s%all lose their
identity under Plan terminology when
not maintained by Plan participants
under the conditions prescribed in
§145.5(a).

(b) Hatching eggs produced by
primary breeding flocks shall be
fumigated (see § 147.25 of this chapter)
or otherwise sanitized.

(c) Any nutritive material provided to
baby poultry must be free of the avian
pathogens that are officially represented
in the Plan disease classifications listed
in §145.10.

§145.93 Terminology and classification;
flocks and products.

Participating flocks, and the eggs and
baby poultry produced from them, that
have met the respective requirements
specified in this section may be
designated by the following terms and
the corresponding designs illustrated in
§145.10.

(a) [Reserved]

(b) U.S. Pullorum-Typhoid Clean. A
flock in which freedom from pullorum
and typhoid has been demonstrated to
the Official State Agency under the
criteria in one of the following
paragraphs (b)(1) through (b)(5) of this
section (See § 145.14 relating to the
official blood test where applicable.):

(1) It has been officially blood tested
within the past 12 months with no
reactors.

(2) It is a multiplier breeding flock, or
a breeding flock composed of progeny of
a primary breeding flock which is
intended solely for the production of
multiplier breeding flocks, and meets
the following specifications as
determined by the Official State Agency
and the Service:

(i) The flock is located in a State
where all persons performing poultry
disease diagnostic services within the
State are required to report to the
Official State Agency within 48 hours
the source of all poultry specimens from
which S. pullorum or S. gallinarum is
isolated;

(ii) The flock is composed entirely of
birds that originated from U.S.
Pullorum-Typhoid Clean breeding
flocks or from flocks that met equivalent
requirements under official supervision;
and

(iii) The flock is located on a premises
where a flock not classified as U.S.
Pullorum-Typhoid Clean was located
the previous year; Provided, that an
Authorized Testing Agent must blood
test up to 300 birds per flock, as
described in § 145.14, if the Official
State Agency determines that the flock
has been exposed to pullorum-typhoid.
In making determinations of exposure
and setting the number of birds to be
blood tested, the Official State Agency
shall evaluate the results of any blood
tests, described in § 145.14(a)(1), that
were performed on an unclassified flock
located on the premises during the
previous year; the origins of the
unclassified flock; and the probability of
contacts between the flock for which
qualification is being sought and
infected wild birds, contaminated feed
or waste, or birds, equipment, supplies,
or personnel from flocks infected with
pullorum-typhoid.

(3) It is a multiplier breeding flock
that originated from U.S. Pullorum-
Typhoid Clean breeding flocks or from
flocks that met equivalent requirements
under official supervision, and is
located in a State in which it has been
determined by the Service that:

(i) All hatcheries within the State are
qualified as “National Plan Hatcheries”
or have met equivalent requirements for
pullorum-typhoid control under official
supervision;

(ii) All hatchery supply flocks within
the State are qualified as U.S. Pullorum-
Typhoid Clean or have met equivalent
requirements for pullorum-typhoid
control under official supervision:
Provided, That if other domesticated
fowl] are maintained on the same
premises as the participating flock,
freedom from pullorum-typhoid
infection shall be demonstrated by an
official blood test of each of these fowl;

(iii) All shipments of products other
than U.S. Pullorum-Typhoid Clean, or
equivalent, into the State are prohibited;

(iv) All persons performing poultry
disease diagnostic services within the
State are required to report to the
Official State Agency within 48 hours
the source of all poultry specimens from
which S. pullorum or S. gallinarum is
isolated;

(v) All reports of any disease outbreak
involving a disease covered under the
Plan are promptly followed by an
investigation by the Official State
Agency to determine the origin of the
infection; Provided, That if the origin of
the infection involves another State, or
if there is exposure to poultry in another
State from the infected flock, then the
National Poultry Improvement Plan will
conduct an investigation;

(vi) All flocks found to be infected
with pullorum or typhoid are
quarantined until marketed or destroyed
under the supervision of the Official
State Agency, or until subsequently
blood tested, following the procedure
for reacting flocks as contained in
§145.14(a)(5), and all birds fail to
demonstrate pullorum or typhoid
infection;

(vii) All poultry, including exhibition,
exotic, and game birds, but excluding
waterfowl, going to public exhibition
shall come from U.S. Pullorum-Typhoid
Clean or equivalent flocks, or have had
a negative pullorum-typhoid test within
90 days of going to public exhibition;

(viii) Discontinuation of any of the
conditions or procedures described in
paragraphs (a)(3)(), (i), (iii), (iv), (v),
(vi), and (vii) of this section, or the
occurrence of repeated outbreaks of
pullorum or typhoid in poultry breeding
flocks within or originating within the
State shall be grounds for the Service to
revoke its determination that such
conditions and procedures have been
met or complied with. Such action shall
not be taken until a thorough
investigation has been made by the
Service and the Official State Agency
has been given an opportunity to
present its views.

(4) It is a multiplier breeding flock
located in a State which has been
determined by the Service to be in
compliance with the provisions of
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paragraph (a)(3) of this section, and in
which pullorum disease or fowl typhoid
is not known to exist nor to have existed
in hatchery supply flocks within the
State during the preceding 24 months.

(5) It is a primary breeding flock
located in a State determined to be in
compliance with the provisions of
paragraph (a)(4) of this section, and in
which a sample of 300 birds from flocks
of more than 300, and each bird in
flocks of 300 or less, has been officially
tested for pullorum-typhoid within the
past 12 months with no reactors:
Provided, That when a flock is a
primary breeding flock located in a State
which has been deemed to be a U.S.
Pullorum-Typhoid Clean State for the
past 3 years, and during which time no
isolation of pullorum or typhoid has
been made that can be traced to a source
in that State, a bacteriological
examination monitoring program or a
serological examination monitoring
program acceptable to the Official State
Agency and approved by the Service
may be used in lieu of annual blood
testing.

(c) U.S. H5/H7 Avian Influenza Clean.
This program is intended to be the basis
from which the breeding-hatchery
industry may conduct a program for the
prevention and control of the H5/H7
subtypes of avian influenza. It is
intended to determine the presence of
the H5/H7 subtypes of avian influenza
in meat-type waterfowl breeding flocks
through routine surveillance of each
participating breeding flock. A flock,
and the hatching eggs and baby poultry
produced from it, will qualify for this
classification when the Official State
Agency determines that it has met one
of the following requirements:

(1) It is a primary breeding flock in
which a minimum of 30 birds have been
tested negative to the H5/H7 subtypes of
avian influenza as provided in
§145.14(d) when more than 4 months of
age. To retain this classification:

(i) A sample of at least 30 birds must
be tested and found to be negative at
intervals of 90 days; or

(ii) A sample of fewer than 30 birds
may be tested, and found to be negative,
at any one time if all pens are equally
represented and a total of 30 birds are
tested within each 90-day period.

(2) It is a multiplier breeding flock in
which a minimum of 30 birds have been
tested negative to the H5/H7 subtypes of
avian influenza as provided in
§145.14(d) when more than 4 months of
age. To retain this classification:

(i) A sample of at least 30 birds must
be tested negative at intervals of 180
days; or

(ii) A sample of fewer than 30 birds
may be tested, and found to be negative,

at any one time if all pens are equally
represented and a total of 30 birds are
tested within each 180-day period.

(3) During each 90-day period, all
spent fowl, up to a maximum of 30,
must be tested serologically and found
negative within 21 days prior to
movement to slaughter.

§145.94 Terminology and classification;
States.

(a) U.S. Pullorum-Typhoid Clean
State. (1) A State will be declared a U.S.
Pullorum-Typhoid Clean State when it
has been determined by the Service that:

(i) The State is in compliance with the
provisions contained in
§§ 145.23(b)(3)(i) through (vii),
145.33(b)(3)(i) through (vii),
145.43(b)(3)(i) through (vi),
145.53(b)(3)(i) through (vii),
145.73(b)(2)(i), 145.83(b)(2)(i), and
145.93(b)(3)(i) through (vii).

(ii) No pullorum disease or fowl
typhoid is known to exist nor to have
existed in hatchery supply flocks within
the State during the preceding 12
months: Provided, That pullorum
disease or fowl typhoid found within
the preceding 24 months in waterfowl,
exhibition poultry, and game bird
breeding flocks will not prevent a State
that is otherwise eligible from
qualifying.

(2) Discontinuation of any of the
conditions described in paragraph
(a)(1)() of this section, or repeated
outbreaks of pullorum or typhoid occur
in hatchery supply flocks described in
paragraph (a)(1)(ii) of this section, or if
an infection spreads from the
originating premises, the Service shall
have grounds to revoke its
determination that the State is entitled
to this classification. Such action shall
not be taken until a thorough
investigation has been made by the
Service and the Official State Agency
has been given an opportunity for a
hearing in accordance with rules of
practice adopted by the Administrator.

(b) [Reserved]

PART 146-NATIONAL POULTRY
IMPROVEMENT PLAN FOR
COMMERCIAL POULTRY

m 21. The authority citation for part 146
continues to read as follows:

Authority: 7 U.S.C. 8301-8317; 7 CFR 2.22,
2.80, and 371.4.

m 22. Section 146.1 is amended as
follows:

W a. By revising the definitions of
commercial table-egg layer flock and
H5/H7 low pathogenic avian influenza
(LPAI) to read as set forth below.

m b. By adding a new definition of
commercial table-egg layer pullet flock
to read as set forth below.

§146.1 Definitions.

* * * * *

Commercial table-egg layer flock. All
table-egg layers of common age or pullet

source on one premises.
* * * * *

Commercial table-egg layer pullet
flock. A table-egg layer flock prior to the

onset of egg production.
* * * * *

H5/H7 low pathogenic avian
influenza (LPAI) . An infection of
poultry caused by an influenza A virus
of H5 or H7 subtype that has an
intravenous pathogenicity index in 6-
week-old chickens less than 1.2 or less
than 75 percent mortality in 4- to 8-
week-old chickens infected
intravenously, or an infection with
influenza A viruses of H5 or H7 subtype
with a cleavage site that is not
consistent with a previously identified
highly pathogenic avian influenza virus.
* * * * *

m 23. Section 146.9 is amended as
follows.

m a. By revising the introductory text to
read as set forth below.

m b. In paragraph (a), by removing the
word “and” and by adding the words “,
and 146.53(a)” before the period.

§146.9 Terminology and classification;
flocks, products, and States.
Participating flocks, products
produced from them, and States that
have met the requirements of a
classification in this part may be
designated by the corresponding

illustrative design in this section.
* * * * *

W 24. Section 146.21 is amended by
adding a new definition of table-egg
layer pullet to read as set forth below.

§146.21 Definitions.

Table-egg layer pullet. A sexually
immature domesticated chicken grown
for the primary purpose of producing
eggs for human consumption.

m 25.In § 146.23, paragraph (a) is
revised to read as follows:

§146.23 Terminology and classification;
flocks and products.
* * * * *

(a) U.S. H5/H7 Avian Influenza
Monitored. This program is intended to
be the basis from which the table-egg
layer industry may conduct a program
to monitor for the H5/H7 subtypes of
avian influenza. It is intended to
determine the presence of the H5/H7
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subtypes of avian influenza in table-egg
layers and table-egg layer pullets
through routine surveillance of each
participating commercial table-egg layer
and table-egg layer pullet flock. A flock
will qualify for this classification when
the Official State Agency determines
that it has met one of the following
requirements:

(1) Table-egg layer pullet flocks. (i) It
is a commercial table-egg layer pullet
flock in which a minimum of 11 birds
have been tested negative to the H5/H7
subtypes of avian influenza as provided
in § 146.13(b) within 30 days prior to
movement; or

(ii) It is a commercial table-egg layer
pullet flock that has an ongoing active
and diagnostic surveillance program for
the H5/H7 subtypes of avian influenza
in which the number of birds tested is
equivalent to the number required in
paragraph (a)(1)(i) and that is approved
by the Official State Agency and the
Service.

(2) Table-egg layer flocks. (i) It is a
commercial table-egg layer flock in
which a minimum of 11 birds have been
tested negative to the H5/H7 subtypes of
avian influenza as provided in
§ 146.13(b) within 30 days prior to
disposal;

(ii) It is a commercial table-egg layer
flock in which a minimum of 11 birds
have been tested negative for the H5/H7
subtypes of avian influenza as provided
in § 146.13(b) within a 12-month period;
or

(iii) It is a commercial table-egg layer
flock that has an ongoing active and
diagnostic surveillance program for the
H5/H7 subtypes of avian influenza in
which the number of birds tested is
equivalent to the number required in
paragraph (a)(2)(i) or paragraph (a)(2)(ii)
of this section and that is approved by
the Official State Agency and the
Service.

* * * * *

§146.24 [Amended]

W 26. Section 146.24 is amended as
follows:

m a. In paragraph (a)(1)(i), by adding the
words “and all commercial table-egg
layer pullet flocks that supply those
flocks” after the word “flocks”.

m b. In paragraphs (a)(1)(iii) through
(a)(1)(v), by adding the words “and
table-egg layer pullet” after the word
“layer” each time it occurs.

§146.33 [Amended]
m 27.1In § 146.33, paragraphs (a)(1) and
(a)(2) are amended by adding the words

“, as provided in § 146.13(b),” after the
word “influenza,” each time it occurs.

§146.43 [Amended]

m 28.In § 146.43, paragraph (a)(1) is
amended by adding the words “, as
provided in § 146.13(b),” after the word
“influenza” and by removing the word
“virus”.

§146.53 [Amended]

m 29. Section 146.53 is amended as
follows:

m a. In paragraph (a)(1), by adding the
words “, as provided in § 146.13(b),”
after the word “influenza.”

m b. In paragraph (a)(2), by removing the
words “antibodies to” and by adding the
words “, as provided in § 146.13(b),”
after the word “influenza.”

m c. In paragraph (b), in the last
sentence, by adding the words , as
provided in § 146.13(b),” after the word
“influenza.”

PART 147-AUXILIARY PROVISIONS
ON NATIONAL POULTRY
IMPROVEMENT PLAN

m 30. The authority citation for part 147
continues to read as follows:

Authority: 7 U.S.C. 8301-8317; 7 CFR 2.22,
2.80, and 371.4.
m 31. Section 147.6 is amended as
follows:
W a. By revising the introductory text
and paragraphs (a)(1) through (a)(4) to
read as set forth below.
m b. By removing paragraphs (a)(5)
through (a)(15).

§147.6 Procedures for determining the
status of flocks reacting to test for
Mycoplasma gallisepticum, Mycoplasma
synoviae, and Mycoplasma melagridis.

Procedures for isolation and
identification of Mycoplasma may be
found in Isolation and Identification of
Avian Pathogens, published by the
American Association of Avian
Pathologists; Kleven, S.H., F.T.W.
Jordan, and J.M. Bradbury, Avian
Mycoplasmosis (Mycoplasma
gallisepticum), Manual of Diagnostic
Tests and Vaccines for Terrestrial
Animals, Fifth Ed., Office International
des Epizooties, pp 842-855, 2004; and
§§147.15 and 147.16.

(El] * x %

(1) If the tube agglutination test,
enzyme-labeled immunosorbent assay
(ELISA), official molecular examination
procedure, or serum plate test is
negative, the flock qualifies for the
classification for which it was tested.

(2) If the tube agglutination, ELISA, or
serum plate test is positive, the
hemaglutination inhibition (HI) test or a
molecular examination procedure shall
be conducted: Provided, for the HI test,
that if more than 50 percent of the
samples are positive for M.

gallisepticum, M. meleagridis, or M.
synoviae, the HI test shall be conducted
on 10 percent of the positive samples or
25 positive samples, whichever is
greater. HI titers of 1:40 or more may be
interpreted as suspicious and
appropriate antigen detection samples
should be taken promptly (within 7
days of the original sampling) from 30
clinically affected birds and examined
by an approved cultural technique
individually, or pooled (up to 5 swabs
per test) and used in a molecular
examination procedure or in vivo
bioassay.

(3) If the in vivo bioassay, molecular
examination procedure, or culture
procedure is negative, the Official State
Agency may qualify the flock for the
classification for which it was tested. In
the event of contaminated cultures, the
molecular examination technique must
be used to make a final determination.

(4) If the in vivo bioassay, molecular
examination procedure, or culture
procedure is positive, the flock will be
considered infected.

* * * * *

§§147.12, 147.14, 147.15, 147.16, 147.30,
and 147.31 [Amended]

W 32.In §§147.12,147.14, 147.15,
147.16, 147.30, and 147.31, footnotes 9
through 21 are redesignated as footnotes
10 through 22, respectively.

m 33. Section 147.12 is amended by
adding a new paragraph (a)(6) to read as
follows:

§147.12 Procedures for collection,
isolation, and identification of Salmonella
from environmental samples, cloacal
swabs, chick box papers, and meconium
samples.

* * * * *

(a) I

(6) Shoe cover sampling technique.
Absorbable fabric shoe covers involve
the exposure of the bottom surface of
shoe covers to the surface of floor litter
and slat areas. Wearing clean latex
gloves, place the shoe covers over
footwear that is only worn inside the
poultry house. This can be footwear
dedicated to the facility or disposable
overshoes. Each pair of shoe covers
should be worn while walking at a
normal pace over a distance of 305
meters (1000 feet). For flocks with fewer
than 500 breeders, at least 1 pair of shoe
covers should be worn to sample the
floor of the bird area. For flocks with
500 or more breeders, at least 2 pairs of
shoe covers should be worn to sample
the floor of the bird area. After
sampling, place each shoe cover in a
sterile container with 30 ml of double
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strength skim milk.? Seal the sterile
containers and promptly refrigerate
them at 2 to 4 °C or place in a cooler
with ice or ice packs. Do not freeze.
Samples should be stored at refrigerator
temperatures of 2 to 4 °C no more than
5 days prior to culturing.

* * * * *

H 34.1In § 147.45, the first sentence is
revised to read as follows:

§147.45 Official delegates.

Each cooperating State shall be
entitled to one official delegate for each
of the programs prescribed in parts 145
and 146 of this chapter in which it has
one or more participants at the time of
the Conference. * * *

m 35.In § 147.52, a new paragraph (c) is
added to read as follows:

§147.52 Approved tests.

* * * * *

(c) The following diagnostic test kits
that are not licensed by the Service (e.g.,
bacteriological culturing kits) are
approved for use in the NPIP:

(1) Rapid Chek©Select TMSalmonella
Test Kit, Strategic Diagnostics, Inc.
Newark, DE 19713.

(2) ADIAFOOD Rapid Pathogen
Detection System for Salmonella spp.,
AES Chemunex Canada. Laval, QC
(Canada) H7L4S3.

(3) DuPont Qualicon BAX Polymerase
Chain Reaction (PCR)-based assay for
Salmonella, DuPont Qualicon,
Wilmington, DE 19810.

Done in Washington, DC, this 13th day
of September 2010.

Kevin Shea

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 2010-23248 Filed 9-17-10: 8:45 am]
BILLING CODE: 3410-34-S

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2010-0692; Airspace
Docket No. 10-AEA-16]

Proposed Establishment of Class E
Airspace; Crewe, VA

AGENCY: Federal Aviation
Administration (FAA), DOT.

9 Obtain procedure for preparing double strength
skim milk from USDA-APHIS “Recommended
Sample Collection Methods for Environmental
Samples,” available from the National Poultry
Improvement Plan, Veterinary Services, APHIS,
USDA, 1498 Klondike Road, Suite 200, Conyers, GA
30094.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This action proposes to
establish Class E Airspace at Crewe, VA,
to accommodate the additional airspace
needed for the Standard Instrument
Approach Procedures (SIAPs)
developed for Crewe Municipal Airport.
This action would enhance the safety
and airspace management of Instrument
Flight Rules (IFR) operations at the
airport.

DATES: 0901 UTC. Comments must be
received on or before November 4, 2010.

ADDRESSES: Send comments on this rule
to: U.S. Department of Transportation,
Docket Operations, West Building
Ground Floor, Room W12-140, 1200
New Jersey, SE., Washington, DC
20590-0001; Telephone: 1-800—647—
5527; Fax: 202—493-2251. You must
identify the Docket Number FAA-2010—
0692; Airspace Docket No. 10-AEA-16,
at the beginning of your comments. You
may also submit and review received
comments through the Internet at
http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Melinda Giddens, Operations Support
Group, Eastern Service Center, Federal
Aviation Administration, P.O. Box
20636, Atlanta, Georgia 30320;
telephone (404) 305-5610.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments,
as they may desire. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in developing
reasoned regulatory decisions on the
proposal. Comments are specifically
invited on the overall regulatory,
aeronautical, economic, environmental,
and energy-related aspects of the
proposal.

Communications should identify both
docket numbers (FAA Docket No. FAA—
2010-0692; Airspace Docket No. 10—
AEA-16) and be submitted in triplicate
to the Docket Management System (see
ADDRESSES section for address and
phone number). You may also submit
comments through the Internet at
http://www.regulations.gov.

Comments wishing the FAA to
acknowledge receipt of their comments
on this action must submit with those
comments a self-addressed stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2010-0692; Airspace
Docket No. 10-AEA-16.” The postcard

will be date/time stamped and returned
to the commenter.

All communications received before
the specified closing date for comments
will be considered before taking action
on the proposed rule. The proposal
contained in this notice may be changed
in light of the comments received. A
report summarizing each substantive
public contact with FAA personnel
concerned with this rulemaking will be
filed in the docket.

Availability of NPRMs

An electronic copy of this document
may be downloaded from and
comments submitted through http://
www.regulations.gov. Recently
published rulemaking documents can
also be accessed through the FAA’s Web
page at http://www.faa.gov/
airports_airtraffic/air_traffic/
publications/airspace_amendments/.

You may review the public docket
containing the proposal, any comments
received, and any final disposition in
person in the Dockets Office (see the
ADDRESSES section for address and
phone number) between 9 a.m. and 5
p-m., Monday through Friday, except
Federal Holidays. An informal docket
may also be examined during normal
business hours at the office of the
Eastern Service Center, Federal Aviation
Administration, room 210, 1701
Columbia Avenue, College Park, Georgia
30337.

Persons interested in being placed on
a mailing list for future NPRM’s should
contact the FAA’s Office of Rulemaking,
(202) 267-9677, to request a copy of
Advisory circular No. 11-2A, Notice of
Proposed Rulemaking distribution
System, which describes the application
procedure.

The Proposal

The FAA is considering an
amendment to Title 14, Code of Federal
Regulations (14 CFR) part 71 to establish
Class E airspace at Crewe, VA to provide
controlled airspace required to support
the SIAPs developed for Crewe
Municipal Airport. Class E airspace
extending upward from 700 feet above
the surface would be established for the
safety and management of IFR
operations.

Class E airspace designations are
published in Paragraph 6005 of FAA
order 7400.9U, signed August 18, 2010,
and effective September 15, 2010, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The FAA has determined that this
proposed regulation only involves an
established body of technical
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http://www.regulations.gov
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regulations for which frequent and
routine amendments are necessary to
keep them operationally current. It,
therefore, (1) is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a “significant
rule” under DOT Regulatory Policies
and Procedures (44 FR 11034; February
26, 1979); and (3) does not warrant
preparation of a Regulatory Evaluation
as the anticipated impact is so minimal.
Since this is a routine matter that will
only affect air traffic procedures and air
navigation, it is certified that this
proposed rule, when promulgated,
would 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 proposed
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 proposed regulation is
within the scope of that authority as it
would establish Class E airspace at
Crewe Municipal Airport, Crewe, VA.

Lists of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

The Proposed Amendment

In consideration of the foregoing, the
Federal Aviation Administration
proposes to amend 14 CFR Part 71 as
follows:

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

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]

2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9U,
Airspace Designations and Reporting
Points, signed August 18, 2010, effective
September 15, 2010, is amended as
follows:

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

* * * * *

AEA VAE5 Crewe, VA [NEW]

Crewe Municipal Airport, VA
(Lat. 37°10’52” N., long. 78°05'54” W.)
That airspace extending upward from 700
feet above the surface within a 6.3-mile
radius of the Crewe Municipal Airport.

Issued in College Park, Georgia, on
September 3, 2010.
Myron A. Jenkins,

Acting Manager, Operations Support Group,
Eastern Service Center, Air Traffic
Organization.

[FR Doc. 2010-23389 Filed 9-17-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2010-0685; Airspace
Docket No. 10-AS0-27]

Proposed Establishment of Class E
Airspace; Bamberg, SC

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This action proposes to
establish Class E Airspace at Bamberg,
SC, to accommodate the additional
airspace needed for the Standard
Instrument Approach Procedures
(SIAPs) developed for Bamberg County
Airport. This action would enhance the
safety and airspace management of
Instrument Flight Rules (IFR) operations
at the airport.

DATES: 0901 UTC. Comments must be
received on or before November 4, 2010.
ADDRESSES: Send comments on this rule
to: U.S. Department of Transportation,
Docket Operations, West Building
Ground Floor, Room W12-140, 1200
New Jersey, SE., Washington, DC
20590-0001; Telephone: 1-800—647—
5527; Fax: 202—493-2251. You must
identify the Docket Number FAA-2010-
0685; Airspace Docket No. 10-ASO-27,
at the beginning of your comments. You
may also submit and review received
comments through the Internet at
http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Melinda Giddens, Operations Support
Group, Eastern Service Center, Federal
Aviation Administration, P.O. Box
20636, Atlanta, Georgia 30320;
telephone (404) 305-5610.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
comment on this rule by submitting
such written data, views, or arguments,
as they may desire. Comments that
provide the factual basis supporting the
views and suggestions presented are
particularly helpful in developing
reasoned regulatory decisions on the
proposal. Comments are specifically
invited on the overall regulatory,
aeronautical, economic, environmental,
and energy-related aspects of the
proposal.

Communications should identify both
docket numbers (FAA Docket No. FAA—
2010-0685; Airspace Docket No. 10—
AS0O-27) and be submitted in triplicate
to the Docket Management System (see
ADDRESSES section for address and
phone number). You may also submit
comments through the Internet at
http://www.regulations.gov.

Comments wishing the FAA to
acknowledge receipt of their comments
on this action must submit with those
comments a self-addressed stamped
postcard on which the following
statement is made: “Comments to
Docket No. FAA-2010-0685; Airspace
Docket No. 10-~ASO-27.” The postcard
will be date/time stamped and returned
to the commenter.

All communications received before
the specified closing date for comments
will be considered before taking action
on the proposed rule. The proposal
contained in this notice may be changed
in light of the comments received. A
report summarizing each substantive
public contact with FAA personnel
concerned with this rulemaking will be

filed in the docket.
Availability of NPRMs

An electronic copy of this document
may be downloaded from and
comments submitted through http://
www.regulations.gov. Recently
published rulemaking documents can
also be accessed through the FAA’s Web
page at http://www.faa.gov/
airports_airtraffic/air traffic/
publications/airspace_amendments/.

You may review the public docket
containing the proposal, any comments
received, and any final disposition in
person in the Dockets Office (see the
ADDRESSES section for address and
phone number) between 9 a.m. and 5
p.m., Monday through Friday, except
Federal holidays. An informal docket
may also be examined during normal
business hours at the office of the
Eastern Service Center, Federal Aviation
Administration, room 210, 1701
Columbia Avenue, College Park, Georgia
30337.
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Persons interested in being placed on
a mailing list for future NPRM’s should
contact the FAA’s Office of Rulemaking,
(202) 267-9677, to request a copy of
Advisory Circular No. 11-2A, Notice of
Proposed Rulemaking distribution
System, which describes the application
procedure.

The Proposal

The FAA is considering an
amendment to Title 14, Code of Federal
Regulations (14 CFR) part 71 to establish
Class E airspace at Bamberg, SC to
provide controlled airspace required to
support the SIAPs developed for
Bamberg County Airport. Class E
airspace extending upward from 700
feet above the surface would be
established for the safety and
management of IFR operations.

Class E airspace designations are
published in Paragraph 6005 of FAA
order 7400.9U, signed August 18, 2010,
and effective September 15, 2010, which
is incorporated by reference in 14 CFR
71.1. The Class E airspace designation
listed in this document will be
published subsequently in the Order.

The FAA has determined that this
proposed regulation only involves an
established body of technical
regulations for which frequent and
routine amendments are necessary to
keep them operationally current. It,
therefore, (1) is not a “significant
regulatory action” under Executive
Order 12866; (2) is not a “significant
rule” under DOT Regulatory Policies
and Procedures (44 FR 11034; February
26, 1979); and (3) does not warrant
preparation of a Regulatory Evaluation
as the anticipated impact is so minimal.
Since this is a routine matter that will
only affect air traffic procedures and air
navigation, it is certified that this
proposed rule, when promulgated,
would 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 proposed
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 proposed regulation is
within the scope of that authority as it

would establish Class E airspace at
Bamberg County Airport, Bamberg, SC.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

The Proposed Amendment

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

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

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]

2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9U,
Airspace Designations and Reporting
Points, signed August 18, 2010, effective
September 15, 2010, is amended as
follows:

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

* * * * *

ASO SCE5 Bamberg, SC [NEW]
Bamberg County Airport, SC
(Lat. 33°18"16” N., long. 81°06"30” W.)
That airspace extending upward from 700
feet above the surface within a 6.3-mile
radius of the Bamberg County Airport.
Issued in College Park, Georgia, on
September 7, 2010.
Myron A. Jenkins,
Acting Manager, Operations Support Group,
Eastern Service Center, Air Traffic
Organization.
[FR Doc. 2010-23400 Filed 9-17-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

Bureau of Economic Analysis

15 CFR Part 806
[Docket No. 100217100-0362—-01]
RIN 0691-AA74

Direct Investment Surveys: BE-11,
Annual Survey of U.S. Direct
Investment Abroad

AGENCY: Bureau of Economic Analysis,
Commerce.

ACTION: Notice of proposed rulemaking.

SUMMARY: This proposed rule would
amend regulations of the Department of
Commerce’s Bureau of Economic
Analysis (BEA) to set forth the reporting
requirements for the BE-11, Annual
Survey of U.S. Direct Investment
Abroad. The survey is conducted
annually and is a sample survey that
obtains financial and operating data
covering the overall operations of U.S.
parent companies and their foreign
affiliates. BEA proposes to amend the
BE-11 forms and instructions to bring
them into conformity with the 2009 BE-
10, Benchmark Survey of U.S. Direct
Investment Abroad. These amendments
include changes in form design and
reporting thresholds, as well as changes
in the data items collected. The
proposed changes also include a change
in the reporting criteria for foreign
affiliates with U.S. Parent (U.S.
Reporter) ownership between 10 and 20
percent.

DATES: Comments on this proposed rule
will receive consideration if submitted
in writing on or before 5 p.m. November
19, 2010.

ADDRESSES: You may submit comments,
identified by RIN 0691-AA74, and
referencing the agency name (Bureau of
Economic Analysis), by any of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
For Keyword or ID, enter “EAB-2010—
0002.”

e E-mail: David.Galler@bea.gov.

e Fax: Office of the Chief, Direct
Investment Division, (202) 606—-5318.

e Mail: Office of the Chief, Direct
Investment Division, U.S. Department of
Commerce, Bureau of Economic
Analysis, BE-50, Washington, DC
20230.

e Hand Delivery/Courier: Office of the
Chief, Direct Investment Division, U.S.
Department of Commerce, Bureau of
Economic Analysis, BE-50, Shipping
and Receiving, Section M100, 1441 L
Street, NW., Washington, DC 20005.

Written comments regarding the
burden-hour estimates or other aspects
of the collection-of-information
requirements contained in the proposed
rule should be sent to both BEA through
any of the methods above, and to the
Office of Management and Budget
(OMB), O.I.R.A., Paperwork Reduction
Project 0608—-0053, Attention PRA Desk
Officer for BEA, via e-mail at
pbugg@omb.eop.gov, or by FAX at 202—
395-7245.

Public Inspection: All comments
received are a part of the public record
and will generally be posted to http://
www.regulations.gov without change.


http://www.regulations.gov
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All personal identifying information (for
example, name, address, etc.)
voluntarily submitted by the
commentator may be publicly
accessible. Do not submit confidential
business information or otherwise
sensitive or protected information. BEA
will accept anonymous comments (enter
N/A in required fields if you wish to
remain anonymous). Attachments to
electronic comments will be accepted in
Microsoft Word, Excel, WordPerfect, or
Adobe portable document file (pdf)
formats only.

FOR FURTHER INFORMATION CONTACT:
David H. Galler, Chief, Direct
Investment Division (BE-50), Bureau of
Economic Analysis, U.S. Department of
Commerce, Washington, DC 20230;
phone (202) 606—-9835.

SUPPLEMENTARY INFORMATION: In Section
3 of Executive Order 11961, as amended
by Executive Orders 12318 and 12518,
the President delegated the
responsibility for performing functions
under the Act concerning direct
investment to the Secretary of
Commerce, who has redelegated it to
BEA. The BE—11 survey of U.S. direct
investment abroad is a mandatory
annual survey conducted by BEA under
the International Investment and Trade
in Services Survey Act, 22 U.S.C. 3101-
3108 (the Act).

The survey is a sample survey that
collects information on a variety of
measures of the overall operations of
U.S. parent companies and their foreign
affiliates, including total assets, sales,
net income, employment and employee
compensation, research and
development expenditures, and exports
and imports of goods. The sample data
are used to derive universe estimates in
nonbenchmark years from similar data
reported in the BE-10, Benchmark
Survey of U.S. Direct Investment
Abroad, which is taken every five years.
The data are needed to measure the size
and economic significance of direct
investment abroad, to measure the
changes in such investment, and to
assess their impact on the U.S. and
foreign economies. The data are
disaggregated by country and industry
of the foreign affiliate and by industry
of the U.S. parent. BEA sends survey
forms to potential respondents in March
of each year; responses are due by May
31.

This proposed rule would amend 15
CFR 806.14 to set forth the reporting
requirements for the BE-11, Annual
Survey of U.S. Direct Investment
Abroad. The Department of Commerce,
as part of its continuing effort to reduce
paperwork and respondent burden,
invites the general public and other

Federal agencies to comment on
proposed and/or continuing information
collections, as required by the
Paperwork Reduction Act of 1995, 44
U.S.C. 3501-3520 (PRA).

Description of Changes

The proposed changes revise the
regulations for the BE-11 survey and
bring the BE-11 forms and instructions
into conformity with the 2009 BE-10,
Benchmark Survey of U.S. Direct
Investment Abroad. These amendments
include changes in reporting thresholds
and data items collected, as well as
changes in form design. Several of these
amendments are part of a larger program
to align the data collection program for
multinationals with available resources.
BEA is also proposing to expand the use
of sampling to help align the data
collection program with resources.

Beginning with the 2010 annual
survey, if this proposed rule is made
final, U.S. Reporters would report data
on all their foreign affiliates, regardless
of industry, on one of four foreign
affiliate forms—BE-11B, BE-11C, BE—
11D, or BE-11E. Data on foreign
affiliates of U.S. Reporters that are
banks, bank holding companies, or
financial holding companies would be
collected on the same survey forms as
data on other foreign affiliates. All U.S.
Reporters would report data on all
domestic operations, on a fully
consolidated basis, on Form BE-11A,
Report for U.S. Reporter. Also, under
the proposed rule, U.S. Reporters with
total assets, sales or gross operating
revenues, or net incomes less than or
equal to $300 million would be required
to report only certain items on Form
BE-11A. This reporting threshold is an
increase from the previous threshold of
$225 million.

Additionally, BEA proposes to require
U.S. Reporters to file reports annually
for foreign affiliates in which they own
a 10 to 20 percent voting interest. These
affiliates, some of which are very large,
fall under both U.S. and international
definitions for foreign direct investment
and must be represented in the
statistics, but in the past they have been
required to be reported in the annual
survey only in the third year following
a benchmark survey. Annual reporting
will ensure that the activities of these
affiliates are accurately reflected in the
statistics derived from the survey.

As the survey is proposed, the four
foreign affiliate forms are—

(a) Form BE-11B—Report for
majority-owned foreign affiliates with
total assets, sales or gross operating
revenues, or net income greater than $60
million, positive or negative; filing of
additional items would be required for

affiliates with assets, sales, or net
income greater than $300 million,
positive or negative. (For 2008, this
threshold was $250 million.) Form BE—-
11B would replace 2008 annual survey
Forms BE-11B(LF) long form, BE—
11B(SF) short form, and BE-11B(FN) for
reporting majority-owned foreign
affiliates. The proposed reporting
threshold on the 2010 BE-11B form is
$60 million, unchanged from that for
reporting the smallest foreign affiliates
on the 2008 BE-11B forms;

(b) Form BE-11C—Report for
minority-owned foreign affiliates with
total assets, sales or gross operating
revenues, or net income greater than $60
million, positive or negative. This
threshold is unchanged from that on the
2008 BE-11C form;

(c) Form BE-11D—Schedule for
foreign affiliates established or acquired
by the U.S. Reporter during the current
reporting year with total assets, sales or
gross operating revenues, or net income
greater than $25 million, positive or
negative, but for which no one of these
items is greater than $60 million,
positive or negative. Form BE-11D
would replace the 2008 BE-11A
Supplement A schedule for reporting
newly established or acquired foreign
affiliates. The reporting threshold would
increase from $10 million to $25
million; and

(d) Form BE-11E—Report for foreign
affiliates selected by BEA to be reported
on this form in lieu of Form BE-11B.
Form BE-11E would replace 2008 Form
BE-11B(EZ). BEA would statistically
divide into panels, affiliates with total
assets, sales or gross operating revenues,
and net income (positive or negative)
between $60 million and $300 million.
At the direction of BEA, U.S. Reporters
would alternate reporting these affiliates
on Form BE-11B and Form BE-11E.

A Form BE-11B, BE-11C, or BE-11E
must be filed for a foreign affiliate of the
U.S. Reporter that owns another non-
exempt foreign affiliate even if the
foreign affiliate parent is otherwise
exempt. That is, all affiliates upward in
the chain of ownership must be
reported.

In addition to the changes in the
reporting criteria, BEA proposes adding,
combining, or deleting some items on
the annual survey forms. Specifically,
BEA proposes to no longer collect
selected balance sheet items—cash,
other current assets, other noncurrent
assets, other current liabilities and long-
term debt, and other noncurrent
liabilities—as separate items. BEA also
proposes to discontinue collecting a
breakdown of the number of employees
and amount of employee compensation
by occupational classification; the
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composition of external finances; and
wholesale and retail trade items
(specifically, the cost of goods
purchased for resale and inventory of
goods purchased for resale).

BEA also proposes to add several
items. First, BEA proposes to add an
item on Form BE-11C to collect total
liabilities. This information will enable
BEA to calculate equity positions in
minority-owned affiliates. BEA proposes
to add an item on Form BE-11E to
collect property, plant, and equipment
expenditures, which is one of three key
indicators that BEA publishes in its
advance summary estimates of
operations of U.S. multinational
companies. BEA also proposes to add a
schedule on Form BE-11B to collect a
list of foreign affiliates in which the
affiliate being reported has a direct
equity interest, but which are not fully
consolidated into the reported foreign
affiliate. Completion of this list would
be required only for foreign affiliates
with total assets, sales or gross operating
revenues, or net income greater than
$300 million at the end of, or for, the
fiscal year. Previously this schedule has
been collected only once every five
years on the BE-10 benchmark survey.
However, ownership structures of
multinational companies change
frequently, and more frequent data
collection is required to track them
accurately.

The proposed changes to the BE-11A,
U.S. Reporter annual survey form,
largely parallel the above-described
changes to the foreign affiliate forms.
For the BE-11A, BEA proposes to no
longer collect the breakdown of number
of employees and amount of employee
compensation by occupational
classification and to no longer collect
wholesale and retail trade items
(specifically, the cost of goods
purchased for resale and inventory of
goods purchased for resale). BEA also
proposes to add a question to Form BE—
11A that was introduced in the most
recent BE-10 benchmark survey, asking
if the Reporter is a bank. In addition,
BEA proposes to add questions to the
form to collect information on assets,
liabilities, and interest receipts and
payments that are related to banking
activities.

Survey Background

The BEA conducts the BE-11 survey
under the authority of the International
Investment and Trade in Services
Survey Act (22 U.S.C. 3101-3108),
hereinafter, “the Act.” Section 4(a) of the
Act (22 U.S.C. 3103(a)) requires that,
with respect to United States direct
investment abroad, the President shall,
to the extent he deems necessary and

feasible, conduct a regular data
collection program to secure current
information on international capital
flows and other information related to
international investment and trade in
services, including (but not limited to)
such information as may be necessary
for computing and analyzing the United
States’ balance of payments, the
employment and taxes of United States
parents and affiliates, and the
international investment and trade in
services position of the United States.

Executive Order 12866

This proposed rule has been
determined to be not significant for
purposes of E.O. 12866.

Executive Order 13132

This proposed rule does not contain
policies with Federalism implications
sufficient to warrant preparation of a
Federalism assessment under E.O.
13132.

Paperwork Reduction Act

This proposed rule contains a
collection-of-information requirement
subject to review and approval by OMB
under the PRA. The requirement will be
submitted to OMB for approval as a
revision to a collection currently
approved under OMB control number
0608—-0053.

Notwithstanding any other provisions
of the law, no person is required to
respond to, nor shall any person be
subject to a penalty for failure to comply
with, a collection-of-information subject
to the requirements of the PRA unless
that collection displays a currently valid
OMB control number.

The BE-11 survey, as proposed, is
expected to result in the filing of reports
from approximately 1,750 respondents,
which is an increase from the 1,550
respondents that were required to file
reports for the 2008 BE—11 annual
survey. The respondent burden for this
collection of information will vary from
one company to another, but is
estimated to average 86 hours per
response, including time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.
The total respondent burden of the
proposed survey is estimated at 150,550
hours, which is a decrease from the
153,800 hours estimated for the 2008
BE—11 annual survey. The decrease in
overall burden is due to a decrease in
the estimated average hours per
response that resulted from the
proposed changes in reporting
requirements.

Comments are requested concerning:
(a) Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(b) the accuracy of the burden estimate;
(c) ways to enhance the quality, utility,
and clarity of the information collected;
and (d) ways to minimize the burden of
the collection of information on the
respondents, including the use of
automated collection techniques or
other forms of information technology.

Written comments regarding the
burden-hour estimates or other aspects
of the collection of information
requirements contained in the proposed
rule should be sent to both BEA and
OMB following the instructions given in
the ADDRESSES section above.

Regulatory Flexibility Act

The Chief Counsel for Regulation,
Department of Commerce, has certified
to the Chief Counsel for Advocacy,
Small Business Administration (SBA),
under the provisions of the Regulatory
Flexibility Act, 5 U.S.C. 605(b), that this
proposed rulemaking, if adopted, will
not have a significant economic impact
on a substantial number of small
entities. U.S. companies that have direct
investments abroad tend to be quite
large, and few small U.S. businesses are
subject to the reporting requirements of
this survey. SBA size standards are for
the most part expressed in either
number of employees or average annual
receipts. SBA has established two
widely used size standards—500
employees for most manufacturing and
mining industries, and $7 million in
average annual receipts (i.e., sales or
gross operating revenues) for most
nonmanufacturing industries.

BEA estimates that of the 1,750 U.S.
parent companies that will be required
to respond to the BE-11 annual survey,
approximately 200 (or 10%) of them are
small businesses as defined by the SBA.
The proposed changes in reporting
requirements would limit the amount of
information that would be reported on
Form BE-11A by U.S. Reporters with
total assets, sales or gross operating
revenues, and net income less than or
equal to $300 million (positive or
negative). In addition, U.S. businesses
that meet the SBA small business
standards tend to have few foreign
affiliates, and the foreign affiliates that
they do own are small. The number of
items required to be reported for a
foreign affiliate is determined by the
size of the affiliate’s assets, sales, and
net income. The smallest foreign
affiliates would be reported on an
abbreviated Form BE-11B. The
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estimated burden hours for a small
business is about 10 to 25 hours.
Because a substantial number of small
businesses are not impacted by this rule,
and because those small businesses that
are impacted are subject to only
minimal recordkeeping burdens, the
Chief Counsel for Regulation certifies
that this proposed rule will not have a
significant economic impact on a
substantial number of small entities.

List of Subjects in 15 CFR Part 806

Economic statistics, Multinational
corporations, Penalties, Reporting and
recordkeeping requirements, U.S.
investment abroad.

J. Steven Landefeld,

Director, Bureau of Economic Analysis.
For the reasons set forth in the

preamble, BEA proposes to amend 15

CFR Part 806 as follows:

PART 806—DIRECT INVESTMENT
SURVEYS

1. The authority citation for 15 CFR
Part 806 continues to read as follows:

Authority: 5 U.S.C. 301; 22 U.S.C. 3101—
3108; E.O. 11961 (3 CFR, 1977 Comp., p. 86),
as amended by E.O. 12318 (3 CFR, 1981
Comp., p. 173) and E.O. 12518 (3 CFR, 1985
Comp., p. 348).

2. Revise paragraphs (b)(1) and (f)(3)
of §806.14 to read as follows: 806.14
U.S. direct investment abroad.

(b) * % %

(1) The affiliates are in the same BEA
4-digit industry as defined in the Guide
to Industry Classifications for
International Surveys, 2007; or
* * * * *

I

(3) BE-11—Annual Survey of U.S.
Direct Investment Abroad: A report,
consisting of Form BE-11A and Form(s)
BE-11B, BE-11C, BE-11D and/or BE—
11E, is required of each U.S. Reporter
that, at the end of the Reporter’s fiscal
year, had a foreign affiliate reportable on
Form BE-11B, BE-11C, BE-11D or BE—~
11E. Forms required and the criteria for
reporting on each are as follows:

(i) Form BE-11A (Report for U.S.
Reporter) must be filed by each U.S.
person having a foreign affiliate
reportable on Form BE-11B, BE-11C,
BE-11D or BE-11E. If the U.S. Reporter
is a corporation, Form BE-11A is
required to cover the fully consolidated
U.S. domestic business enterprise.

(A) If for a U.S. Reporter any one of
the following three items—total assets,
sales or gross operating revenues
excluding sales taxes, or net income
after provision for U.S. income taxes—
was greater than $300 million (positive

or negative) at the end of, or for, the
Reporter’s fiscal year, the U.S. Reporter
must file a complete Form BE-11A. It
must also file a Form BE-11B, BE-11C,
BE-11D or BE-11E, as applicable, for
each nonexempt foreign affiliate.

(B) If for a U.S. Reporter no one of the
three items listed in paragraph
(£)(3)(1)(A) of this section was greater
than $300 million (positive or negative)
at the end of, or for, the Reporter’s fiscal
year, the U.S. Reporter is required to file
on Form BE-11A only items 1 through
26 and Part IV. It must also file a Form
BE-11B, BE-11C, BE-11D, or BE-11E as
applicable, for each nonexempt foreign
affiliate.

(ii) Forms BE-11B, BE-11C, BE-11D,
and BE-11E (Report for Foreign
Affiliate).

(A) Form BE-11B must be reported for
each majority-owned foreign affiliate,
whether held directly or indirectly, for
which any one of the following three
items—total assets, sales or gross
operating revenues excluding sales
taxes, or net income after provision for
foreign income taxes—was greater than
$60 million (positive or negative) at the
end of, or for, the affiliate’s fiscal year,
unless the foreign affiliate is selected to
be reported on Form BE-11E.

(B) Form BE-11C must be reported for
each minority-owned foreign affiliate,
whether held directly or indirectly, for
which any one of the three items listed
in paragraph (f)(3)(ii)(A) of this section
was greater than $60 million (positive or
negative) at the end of, or for, the
affiliate’s fiscal year.

(C) Form BE-11D must be reported for
majority- or minority-owned foreign
affiliates, whether held directly or
indirectly, established or acquired
during the year for which any one of the
three items listed in paragraph
(£)(3)(ii)(A) of this section was greater
than $25 million (positive or negative),
but for which no one of these items was
greater than $60 million (positive or
negative), at the end of, or for, the
affiliate’s fiscal year. Form BE-11D is a
schedule; a U.S. Reporter would submit
one or more pages of the form
depending on the number of affiliates
that are required to be filed on this form.

(D) Form BE-11E must be reported for
each foreign affiliate that is selected by
BEA to be reported on this form in lieu
of Form BE-11B. BEA statistically
divides into panels, affiliates for which
any one of the three items listed in
paragraph (f)(3)(ii)(A) of this section was
greater than $60 million (positive or
negative), but for which no one of these
items was greater than $300 million
(positive or negative), at the end of, or
for, the affiliate’s fiscal year. At the
direction of BEA, U.S. Reporters would

alternate reporting these affiliates on
Form BE-11B and Form BE-11E.

(iii) Based on the preceding, an
affiliate is exempt from being reported
if none of the three items listed in
paragraph ()(3)(ii)(A) of this section
exceeds $60 million (positive or
negative). However, affiliates that were
established or acquired during the year
and for which at least one of the items
was greater than $25 million but not
over $60 million must be listed, and key
items reported, on schedule-type form
BE-11D.

(iv) Notwithstanding paragraph
(£)(3)(iii) of this section, a Form BE-11B,
BE-11C, or BE-11E must be filed for a
foreign affiliate of the U.S. Reporter that
owns another non-exempt foreign
affiliate of that U.S. Reporter, even if the
foreign affiliate parent is otherwise
exempt. That is, all affiliates upward in
the chain of ownership must be
reported.

[FR Doc. 2010-23428 Filed 9—-17-10; 8:45 am]
BILLING CODE 3510-06-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 51
[EPA-HQ-OAR-2008-0462, FRL-9203-5]
RIN 2060-AP30

Rule To Implement the 1997 8-Hour
Ozone National Ambient Air Quality
Standard: New Source Review Anti-
Backsliding Provisions for Former 1-
Hour Ozone Standard—Public Hearing
Notice

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of public hearing.

SUMMARY: The EPA is announcing a
public hearing to be held for the
proposed “Rule to Implement the 1997
8-Hour Ozone National Ambient Air
Quality Standard: New Source Review
Anti-Backsliding Provisions for Former
1-Hour Ozone Standard” which
published in the Federal Register on
August 24, 2010. The hearing will be
held on Tuesday, October 12, 2010, in
Washington, DC.

DATES: The public hearing will be held
on October 12, 2010.

ADDRESSES: The October 12, 2010,
hearing will be held at the EPA Ariel
Rios North building, Room 1332, 1200
Pennsylvania Avenue, Washington, DC
20460. The public hearing will convene
at 9 a.m. (eastern daylight time) and
continue until 2 p.m. EPA will
accommodate speakers later than 2 p.m.
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provided they notify us before October
8, 2010. The EPA will make every effort
to accommodate all speakers that arrive
and register. No lunch break is
scheduled. Because this hearing is being
held at U.S. government facilities,
individuals planning to attend the
hearing should be prepared to show
valid picture identification to the
security staff in order to gain access to
the meeting room. In addition, you will
need to obtain a property pass for any
personal belongings you bring with you.
Upon leaving the building, you will be
required to return this property pass to
the security desk. No large signs will be
allowed in the building, cameras may
only be used outside of the building,
and demonstrations will not be allowed
on federal property for security reasons.
The EPA Web site for the rulemaking,
which includes the proposal and
information about the public hearing,
can be found at http://www.epa.gov/nsr.
FOR FURTHER INFORMATION CONTACT: If
you would like to present oral testimony
at the public hearing, please contact Ms.
Pamela Long, U.S. Environmental
Protection Agency, Office of Air Quality
Planning and Standards, Air Quality
Planning Division, (C504-03), Research
Triangle Park, NC 27711, telephone
(919) 541-0641, fax number (919) 541—
5509, e-mail address: long.pam@epa.gov
(preferred method for registering), no
later than 2 business days prior to the
public hearing. The last day to register
will be October 8, 2010. If using e-mail,
please provide the following
information: Time you wish to speak
(morning, afternoon), name, affiliation,
address, e-mail address, and telephone
and fax numbers.

Questions concerning the August 24,
2010 (75 FR 51960), proposed rule
should be addressed to Mr. David
Painter, U.S. EPA, Office of Air Quality
Planning and Standards, New Source
Review Group, (C504-03), Research
Triangle Park, NC 27711, telephone
number (919) 541-5515, e-mail at
painter.david@epa.gov.

SUPPLEMENTARY INFORMATION: The
public hearing is to provide the public
with an opportunity to present oral
comments regarding EPA’s proposed
action to clarify the obligation to retain
1-hour nonattainment new source
review (NSR) program requirements for
certain areas designated nonattainment
for the 1997 8-hour ozone national
ambient air quality standard (NAAQS).
The EPA has proposed to revise the rule
for implementing the 1997 8-hour ozone
NAAQS to address how NSR
requirements that applied by virtue of
the area’s 1-hour ozone NAAQS
classification should apply under the

anti-backsliding provisions of the 1997
8-hour implementation rule. The
proposed rule responds to the ruling by
the U.S. Court of Appeals for the District
of Columbia Circuit that the 1-hour
major NSR program, as it applies to
areas that were designated 1-hour
nonattainment on the date of
designation for the 1997 8-hour
NAAQS, is a required control to prevent
backsliding.

Public hearing: The proposal for
which EPA is holding the public
hearing was published in the Federal
Register on August 24, 2010 (75 FR
51960), and is available at http://
www.epa.gov/nsr and also available in
the docket identified below. The public
hearing will provide interested parties
the opportunity to present data, views,
or arguments concerning the proposal.
The EPA may ask clarifying questions
during the oral presentations, but will
not respond to comments or issues
raised in the presentations at that time.
Written statements and supporting
information submitted during the
comment period will be considered
with the same weight as any oral
comments and supporting information
presented at the public hearing. Written
comments on the proposed rule must be
postmarked by October 1, 2010, which
is the closing date for the comment
period, as specified in the proposal for
the rule. However, the record will
remain open until November 13, 2010,
to allow 30 days after the public hearing
for submittal of additional information
related to the hearing.

The hearing schedule, including a list
of speakers, will be posted on EPA’s
Web site: http://www.epa.gov/nsr.
Verbatim transcripts of the hearings and
written statements will be included in
the docket for the rulemaking.

The EPA will make every effort to
follow the schedule as closely as
possible on the day of the hearings;
however, please plan for the hearing to
run either ahead of schedule or behind
schedule.

How can I get copies of this document
and other related information?

The EPA has established a docket for
the “Proposed Rule to Implement the
1997 8-Hour Ozone National Ambient
Air Quality Standard: New Source
Review Anti-Backsliding Provisions for
Former 1-Hour Ozone Standard” under
Docket ID No. EPA-HQ-OAR-2008—
0462 (available at http://
www.regulations.gov).

As stated previously, the proposed
rule was published in the Federal
Register on August 24, 2010, and is
available at http://www.epa.gov/nsr and
in the previously cited docket.

Dated: September 14, 2010.
Mary Henigin,
Acting Director, Office of Air Quality Planning
and Standards.
[FR Doc. 2010-23398 Filed 9-17-10; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R01-OAR-2008-0117; EPA-RO1-
OAR-2008-0107; EPA-RO1-OAR-2008-
0445; A-1-FRL-9203-4]

Approval and Promulgation of Air
Quality Implementation Plans;
Connecticut, Massachusetts, and
Rhode Island; Reasonable Further
Progress Plans and 2002 Base Year
Emission Inventories

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

SUMMARY: EPA is proposing to approve
State Implementation Plan revisions
submitted by the States of Connecticut,
Massachusetts, and Rhode Island. These
revisions establish 2002 base year
emission inventories and reasonable
further progress emission reduction
plans for areas within these states
designated as nonattainment of EPA’s
1997 8-hour ozone standard. The
intended effect of this action is to
propose approval of these states’ 2002
base year inventories and reasonable
further progress (RFP) emission
reduction plans, and to propose
approval of the 2008 motor vehicle
transportation budgets and contingency
measures associated with the RFP plans.
EPA also proposes approval of three
rules adopted by Connecticut that will
reduce volatile organic compound
emissions in the state.

DATES: Written comments must be
received on or before October 20, 2010.

ADDRESSES: Submit your comments,
identified by one of the following
Docket ID Numbers: EPA-R01-OAR~-
2008-0117 for comments pertaining to
our proposed action for Connecticut,
EPA-RO1-OAR-2008-0107 for
comments pertaining to our proposed
action for Massachusetts, or EPA-RO1—
OAR-2008-0445 for comments
pertaining to our proposed action for
Rhode Island, by one of the following
methods:

1. http://www.regulations.gov: Follow
the on-line instructions for submitting
comments.

2. E-mail: arnold.anne@epa.gov.

3. Fax: (617) 918-0047.


http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.epa.gov/nsr
http://www.epa.gov/nsr
http://www.epa.gov/nsr
http://www.epa.gov/nsr
http://www.epa.gov/nsr
mailto:painter.david@epa.gov
mailto:arnold.anne@epa.gov
mailto:long.pam@epa.gov
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4. Mail: “Docket Identification
Number EPA-R01-OAR-2008-0117,
EPA-RO1-OAR-2008-0107, or EPA—
RO1-OAR-2008-0445, Anne Arnold,
U.S. Environmental Protection Agency,
EPA New England Regional Office, 5
Post Office Square, Suite 100 (mail code
OEP05-2), Boston, MA 02109-3912.

5. Hand Delivery or Courier: Deliver
your comments to: Anne Arnold,
Manager, Air Quality Planning Unit,
Office of Ecosystem Protection, U.S.
Environmental Protection Agency, EPA
New England Regional Office, 5 Post
Office Square, Suite 100 (mail code
OEP05-2), Boston, MA 02109-3912.
Such deliveries are only accepted
during the Regional Office’s normal
hours of operation. The Regional
Office’s official hours of business are
Monday through Friday, 8:30 to 4:30,
excluding legal holidays.

Instructions: Direct your comments to
one of the following Docket ID
Numbers: EPA-R01-OAR-2008-0117
for comments pertaining to our
proposed action for Connecticut, EPA-
RO1-OAR-2008-0107 for comments
pertaining to our proposed action for
Massachusetts, or EPA-RO1-OAR-
2008—0445 for comments pertaining to
our proposed action for Rhode Island.
EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit through http://
www.regulations.gov, or e-mail,
information that you consider to be CBI
or otherwise protected. The http://
www.regulations.gov Web site is an
“anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA

recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the
electronic docket are listed in the
http://www.regulations.gov index.
Although listed in the index, some
information is not publicly available,
i.e., 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 either electronically in http://
www.regulations.gov or in hard copy at
the Office of Ecosystem Protection, U.S.
Environmental Protection Agency, EPA
New England Regional Office, 5 Post
Office Square, Boston, MA. EPA
requests that if at all possible, you
contact the contact listed in the FOR
FURTHER INFORMATION CONTACT section to
schedule your inspection. The Regional
Office’s official hours of business are
Monday through Friday, 8:30 to 4:30,
excluding legal holidays.

In addition, copies of the state
submittal and EPA’s technical support
document are also available for public
inspection during normal business
hours, by appointment at the respective
State Air Agency: The Bureau of Air
Management, Department of
Environmental Protection, State Office
Building, 79 Elm Street, Hartford, CT
06106—1630; Division of Air Quality
Control, Department of Environmental
Protection, One Winter Street, 8th Floor,
Boston, MA 02108; Office of Air
Resources, Department of
Environmental Management, 235
Promenade Street, Providence, RI
02908-5767.

FOR FURTHER INFORMATION CONTACT: Bob
McConnell, Air Quality Planning Unit,
U.S. EPA Region 1—New England, 5
Post Office Square, Boston, MA 02109-

3912, phone number: 617-918-1046;
e-Mail: mcconnell.robert@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA. The following outline is provided
to aid in locating information in this
preamble.

I. Background and Purpose
II. 2002 Base Year Emissions Inventory
A. What is a base year inventory, and why
are these states required to prepare one?
. Point Source Emissions
. Area Source Emissions
. On-Road Mobile Source Emissions
. Non-Road Mobile Source Emissions
. Biogenic Emission Sources
. Summary of 2002 Base Year Inventories
C. What action is EPA taking on these
inventories?
III. Reasonable Further Progress Plans
A. What is a Reasonable Further Progress
plan, and why are these states required
to prepare one?
B. What action is EPA taking on these
plans?
C. What emission levels must Connecticut,
Massachusetts, and Rhode Island meet
by 2008?
D. To what extent do the RFP plans reduce
ozone precursor emissions?
E. Are banked emissions properly
accounted for within these RFP plans?
F. What are the pollution control programs
that accomplish this change in
emissions?
G. Is EPA proposing approval of any state
control measures in this action?
H. Have these states met their contingency
measure obligation?
I. Are transportation conformity budgets
contained in these plans?
IV. Proposed Action
V. Statutory and Executive Order Reviews

WO W e

I. Background and Purpose

On April 30, 2004, pursuant to the
Federal Clean Air Act (the Act, or CAA),
42 U.S.C. 7401 et seq., EPA designated
portions of the country as being in
nonattainment of the 1997 8-hour ozone
national ambient air quality standard
(NAAQS) (69 FR 23858).1 All parts of
Connecticut, Massachusetts, and Rhode
Island were designated as
nonattainment for ozone, and all were
classified as moderate. There were five
nonattainment areas created that
encompassed the entirety of these states,
as shown in Table 1.

TABLE 1—8-HOUR OZONE NONATTAINMENT AREAS IN CONNECTICUT, MASSACHUSETTS, AND RHODE ISLAND

State

Area name

Geographic area covered
(counties)

NJ-CT area).

1The 1997 8-hour ozone standard itself is
codified at 40 CFR 50.10.

New York—N. New Jersey—Long lIsland, NY-NJ-CT (NY-

Fairfield, Middlesex, New Haven.


http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
http://www.regulations.gov
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TABLE 1—8-HOUR OzONE NONATTAINMENT AREAS IN CONNECTICUT, MASSACHUSETTS, AND RHODE ISLAND—Continued

Area name

Geographic area covered
(counties)

State
(O3 Greater Connecticut area
MA Bos-Law-Wor (E. MA) area
MA Springfield (W. MA) area ...
Rl Providence area ................

Statewide.

Hartford, Litchfield, New London, Tolland, Windham.
Barnstable, Bristol,
Norfolk, Plymouth, Suffolk, Worcester.
Berkshire, Franklin, Hampden, Hampshire.

Dukes, Essex, Middlesex, Nantucket,

Sections 182(a)(1) and 182(b)(1) of the
CAA compel the preparation and
submittal of an emission inventory by
states containing ozone nonattainment
areas. On November 18, 2002, EPA
issued guidance 2 indicating that 2002
was the preferred year for states to use
as their base year in development of
state implementation plans (SIPs) for
the 1997 8-hour ozone standard.

On November 29, 2005, EPA
published a final rule in the Federal
Register identifying, in part, the
requirements that areas designated
nonattainment for the 1997 8-hour
ozone standard must fulfill in order to
meet their obligations under the Act.

70 FR 71612, codified at 40 CFR part 51
subpart X. This rule is commonly
referred to as the “Phase 2”
implementation rule. The Phase 2 rule
provides that areas that had previously
met the CAA section 182(b)(1)
requirement for a 15% volatile organic
compound (VOC) emission reduction
pursuant to the one-hour ozone
standard would be considered to have
met this requirement for the 1997
8-hour standard. According to the Phase
2 rule, such areas must meet reasonable
further progress (RFP) obligations under
the provisions of subpart 1 of the Act,
rather than the more stringent RFP
obligations of subpart 2.

The Phase 2 rule divides the areas
subject to subpart 1 RFP requirements
into two categories: Those with
attainment dates within 5 years of
designation, and those with attainment
dates beyond 5 years from designation.
Connecticut, Massachusetts, and Rhode
Island all fall into the latter category
because their attainment dates were 6
years from the date of designation. The
Phase 2 rule further provides that areas
with an attainment date beyond 5 years
from the date of designation would be
required to meet their RFP requirement
by demonstrating a 15 percent emission
reduction between 2002 and 2008 in
VOC, nitrogen oxide (NOx) or a
combination of both of these pollutants
such that the total reduction in these

2“2002 Base Year Emission Inventory SIP
Planning: 8-hr Ozone, PM 2.5, and Regional Haze
Programs.”

ozone precursor emissions equaled 15
percent.3

On February 1, 2008, Connecticut
submitted its 2002 to 2008 RFP plan and
2002 base year inventory to EPA as part
of its attainment demonstration SIP
submittal. Similar submittals were made
by Massachusetts on January 31, 2008,
and by Rhode Island on April 30, 2008.

II. 2002 Base Year Emissions Inventory

A. What is a base year inventory and
why are these states required to prepare
one?

The Act contains a number of
requirements for moderate ozone
nonattainment areas. One requirement,
found at section 182(a)(1) of the Act and
made applicable to moderate ozone
nonattainment areas through section
182(b)(1), compels the preparation and
submittal of a “comprehensive, accurate,
current inventory of actual emissions
from all sources.” As mentioned above,
EPA’s November 18, 2002 guidance
memorandum identified 2002 as the
preferred year for states to use as their
base year in development of SIPs for the
1997 8-hour ozone standard, and the
Phase 2 rule affirms this selection of the
2002 inventory as the baseline for the
RFP requirement.

In August, 2005, EPA published
supplemental guidance for states to use
in development of their base year
inventories entitled, “Emission
Inventory Guidance for Implementation
of Ozone and Particulate Matter
National Ambient Air Quality Standards
(NAAQS) and Regional Haze
Regulation” (EPA-454/R—05—-001). This
guidance describes for states the
requirements for development of
comprehensive emission estimates from
stationary point and area sources, and
from mobile on-road and non-road
sources, such that complete emission
inventories are available to support SIP
development for the 8-hour ozone
standard. The guidance directs states to

3The Phase 2 rule’s application of the CAA’s
VOC percentage reduction requirements was
challenged before the United States Court of
Appeals for the District of Columbia Circuit.
However, the court upheld EPA’s interpretation of
these requirements. See NRDC v. EPA, 571 F.3d
1245 (DC Cir. 2009).

prepare their emission estimates on a
“typical summer day” basis to reflect
emissions that occur during high ozone
episodes, which occur predominantly
during the warm summer months.

As mentioned above, Connecticut,
Massachusetts, and Rhode Island all
contain ozone nonattainment areas
designated as moderate for the 1997
8-hour ozone standard. Therefore, they
were required to develop 2002 base year
emission inventories of VOC and NOXx,
as these compounds react in the
presence of heat and sunlight to form
ozone.

1. Point Source Emissions

The point source portion of the
inventory consists of emission estimates
for the major industrial facilities within
the state. The emission estimates are
prepared based on facility specific
information collected during annual
surveys conducted by each state’s air
agency. Connecticut and Massachusetts
survey all industrial sources that emit
10 tons/year or more of VOC or NOx.
Rhode Island surveys facilities that emit
10 tons/year or more of VOC, and/or 25
tons/year or more of NOx. The emission
estimates are prepared for each process
operation, fuel combustion process, or
other air emitting activity, then summed
together to obtain an overall emission
estimate for the facility. The states
submit these air emission estimates to
EPA, and we incorporate them into our
national emissions inventory (NEI)
database.

2. Area Source Emissions

Area source emissions include
emissions from small industrial
facilities not included in the point
source inventory, and from sources
whose emissions are, in most
circumstances, spread over a wide
geographic area from a large number of
small sources. Examples include
gasoline service stations, small graphic
arts facilities, landfills, and emissions
from consumer and commercial
products. Emission estimates are made
for most area source categories by
multiplying some indicator of activity
level for the sector, such as gasoline
consumption data for gasoline stations,
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by emission factors that relate air
emissions to the activity level. The
Connecticut, Massachusetts, and Rhode
Island area source inventories provide
emission estimates for a large number of
source categories, complementing the
emission estimates made for individual
point sources and completing the
estimate of emissions from stationary
sources in the state.

3. On-Road Mobile Source Emissions

Connecticut, Massachusetts, and
Rhode Island all used a highway vehicle
emission estimation model developed
by EPA referred to as the MOBILE 6.2
model to estimate emissions from on-
road motor vehicles. Each state obtained
estimates of vehicle miles traveled
(VMT) from their respective
Departments of Transportation. The
states also obtained the information
necessary to run the MOBILE model
accurately for their mix of vehicles, fuel
types, and control programs and used
this information to obtain VOC and NOx
emission estimates from the model.

4. Non-Road Mobile Source Emissions

Connecticut, Massachusetts, and
Rhode Island estimated emissions for
the majority of equipment within the
non-road sector using the EPA’s
NONROAD 2005 model. The
NONROAD model estimates emissions
for diesel, gasoline, liquefied petroleum
gasoline, and compressed natural
gas-fueled non-road equipment types.
The non-road model does not estimate
emissions from aircraft, locomotives, or
commercial marine vessels, and so the
states used other EPA recommended
methods to estimate emissions from
these sectors.

5. Biogenic Emission Sources

Biogenic (naturally occurring)
emissions occur from plants, trees,
grasses and crops. EPA developed a
computer model, referred to as the
Biogenic Emissions Inventory System
(BEIS v. 3.12), to estimate VOC
emissions from this source category, and
calculates biogenic emissions for all
counties in the country. EPA
recommends that states use EPA’s
biogenic emission estimates, and
Connecticut, Massachusetts, and Rhode
Island all relied on EPA’s emission
estimates for this sector.

B. Summary of 2002 Base Year
Inventories

The 2002 VOC and NOx base year
inventories prepared by Connecticut,
Massachusetts, and Rhode Island are
shown below in Tables 2a through 2e.
EPA has concluded that these states
have adequately derived and

documented the 2002 base year VOC
and NOx emissions for these areas.

TABLE 2A—2002 BASE YEAR

TABLE 2D—2002 BASE YEAR INVEN-
TORY FOR THE SPRINGFIELD (W.
MA) AREA—Continued

INVENTORY FOR THE NY-NJ-CT AREA _ 2002 VOC | 2002 NOx
Nona"titraelgment Emissions | Emissions
. 2002 VOC 2002 NOx (tons/day) (tons/day)
Nona;traégment missions emissions
(tons/day) (tons/day) Total ........... 354.7 113.4
NY-NJ-CT
area: TABLE 2E—2002 BASE YEAR INVEN-
11.3 37.7 TORY FOR THE PROVIDENCE AREA
84.1 7.2
48.1 102.7 . 2002 VOC 2002 NO
66.0 3g.7  Nonattainment | ‘griccions | ‘emissions
Biogenics ....... 125.6 0.7 area (tons/day) (tons/day)
Total ........... 335.3 187.0 Providence area:
10.3 7.0
TABLE 28—2002 BASE YEAR INVEN- g;'g 42'2
TORY FOR THE GREATER CON- 26.8 19.7
NECTICUT AREA 124.2 0.7
. 2002 VOC 2002 NOx Total ........... 241.5 73.2
Nona;treggment emis7ions Emis?ions
(tons/day) (tons/day) C. What action is EPA taking on these
Greater Con- inventories?
necticut area:
4.6 19.0 We are proposing approval of the
755 6.4 2002 base year inventories listed in
45.1 89.3 Tables 2a through 2e above.
56.2 30.8
Biogenics ... 268.9 13 IIL. Reasonable Further Progress Plans
Total ... 450.3 146.8 A. What is a reasonable further progress

TABLE 2C—2002 BASE YEAR INVEN-
TORY FOR THE BOs-LAW-WOR (E.

MA) AREA

. 2002 VOC 2002 NOx

Nona;traégment emissions Emissions

(tons/day) (tons/day)

Bos-Law-Wor

13.6 116.6
282.0 33.9
On-road ......... 127.4 381.4
Non-road ....... 196.2 122.1
Biogenics ....... 535.7 4.4
Total ........... 1,154.9 658.4

TABLE 2D—2002 BASE YEAR INVEN-
TORY FOR THE SPRINGFIELD (W.

MA) AREA
‘ 2002 VOC 2002 NO
Nona;traégment Emissions | Emissions
(tons/day) (tons/day)
Springfield (W.
MA) area:
Point .............. 2.4 13.0
Area ........ 45.5 5.2
On-road ......... 245 71.7
Non-road ....... 27.7 22.4
Biogenics ....... 254.6 1.1

plan, and why are these states required
to prepare one?

A reasonable further progress (RFP)
plan illustrates how an ozone
nonattainment area will make emission
reductions of a set amount over a given
time period. Section 182(b)(1) of the
CAA required moderate and above
ozone nonattainment areas to develop
plans to reduce VOC emissions by 15
percent over a six year time period
beginning with the date of enactment of
the 1990 amendments to the Act, which
occurred on November 15, 1990. EPA’s
Phase 2 rule interpreted how this
requirement would apply to areas
designated as moderate (or higher)
nonattainment of the 1997 8-hour ozone
standard, and did so in a number of
ways. See 40 CFR part 51 subpart X. Of
relevance for Connecticut,
Massachusetts, and Rhode Island is
what the Phase 2 rule required for areas
with attainment dates greater than 5
years from designation that previously
accomplished a 15% reduction in VOC
emissions pursuant to one-hour ozone
nonattainment requirements, as all three
of these states meet these criteria. For
such areas, the Phase 2 rule indicates
that RFP will be met if the area can
demonstrate a 15% reduction in ozone
precursor emissions (VOC and/or NOx)
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will occur between 2002 and 2008.# See
40 CFR 51.910(b)(2)(ii)(A)—-(B). If the
area uses NOx reductions to meet part
or all of this requirement, it must satisfy
EPA guidance concerning the
conditions under which NOx control
may be substituted for, or combined
with, VOC control in order to maximize
the reduction in ozone pollution. The
most current such guidance is EPA’s
December 1993 “NOx Substitution
Guidance.” Therefore, the RFP plans
submitted by Connecticut,
Massachusetts, and Rhode Island were
evaluated against these criteria. These
states prepared RFP plans for each of
the nonattainment areas shown in Table
1 above. We note that Connecticut’s
plan for the NY-NJ-CT area only
accounts for emission reductions from
within the Connecticut portion of the
area.

As noted above, Connecticut,
Massachusetts, and Rhode Island
submitted final, adopted RFP plans to
EPA between January 31 and April 30,
2008. Although the Phase 2 rule
required that these plans be submitted
by June 15, 2007, the states submitted
draft plans to EPA shortly after the due
date, and as discussed in this document
the plans meet EPA’s approval
requirements for RFP plans developed
to help meet the 1997 8-hour ozone
NAAQS.

Each of these state’s RFP plans rely to
some degree on NOx emission

reductions to achieve the overall 15
percent reduction in ozone precursor
emissions. Available modeling indicates
that NOx emission reductions are
clearly beneficial in Connecticut,
Massachusetts, and Rhode Island, and
so as outlined in EPA’s NOx
Substitution Guidance, use of NOx
emission reductions to meet RFP
requirements is appropriate.

The manner in which states are to
determine the required level of emission
reductions is similar to the procedure
explained in the guidance document
entitled, “Guidance on the Adjusted
Base Year Emissions Inventory and the
1996 Target for the 15% Rate of Progress
Plans” (EPA-452/R-92-005).
Adjustments to this procedure
pertaining to proper accounting of the
non-creditable emission reductions from
the pre-1990 Federal motor vehicle
control program (FMVCP) are noted
within Appendix A of the Phase 2 rule
(70 FR 71696, as corrected by 71 FR
58498).

B. What action is EPA taking on these
plans?

We are proposing approval of the RFP
plans submitted by Connecticut,
Massachusetts, and Rhode Island for the
moderate nonattainment areas shown in
Table 1 above, as revisions to these
states’ implementation plans. Note that
regarding the NY-NJ-CT moderate area,

we are proposing action today only on
the Connecticut portion of the RFP plan.

C. What emission levels must
Connecticut, Massachusetts, and Rhode
Island achieve by 20087

Tables 3a—3e below contain a
summary of the RFP calculations as
performed by Connecticut,
Massachusetts, and Rhode Island for
their moderate ozone nonattainment
areas. Some of the 2002 base year
inventory values shown in Step 1 of
Tables 3a—3e are slightly higher than
those shown in Tables 2a—2e due to
adjustments each state made to their
RFP SIPs to account for emissions
banking and trading programs. These
adjustments are described elsewhere in
this proposal. The emission target levels
are shown in step 6 of Tables 3a—3e. The
emission targets represent the maximum
amount of emissions that can occur in
2008 given the state’s selected mix of
VOC and NOx percent reductions as
noted in step 4 of the calculations. The
RFP plans submitted by Connecticut,
Massachusetts, and Rhode Island
indicate that the projected, controlled
emissions for 2008 shown in Step 7 of
Tables 3a—3e are below the 2008
emission target levels shown in step 6,
with the exception of Rhode Island’s
VOC emissions. To remedy this small
shortfall, Rhode Island allocated surplus
NOx emissions reductions that were
available as shown in Table 3e.

TABLE 3a—2008 RFP CALCULATIONS FOR THE NY-NJ-CT AREA

VOC emissions NOx emissions

Description (tons/day) (tons/day)
Step 1: Calculate 2002 base Year iNVENIOIY .........ccccuieiiiiiieeiiiiese ettt 335.3 s 189.1.
Step 2: Develop RFP inventory (SUDract DiOGeniCS) .............cccuueciiieieiiiieieeesie e 209.7 ..o 188.4.
Step 3: Develop adjusted base year inventory by subtracting non-creditable, pre-1990 FMVCP5 | —4.5 = 205.2 .... —-11.7 =176.7.

reductions from RFP inventory.

Step 4: Calculate required reduction (total of VOC and NOx reductions must equal 15 percent)

Step 5: Calculate total expected reduction (add steps 3 & 4 together)
Step 6: Set target level for 2008 (subtract step 5 from step 2) ...
Step 7: Projected, controlled 2008 emissions ...

10%; 20.5 tons
45 +20.5=24.9
209.7—-24.9 = 184.6
167.6

5%; 8.8 tons.

11.7 + 8.8 = 20.5.
186.3—-20.4 = 167.9.
142.6.

5FMVCP is the acronym for the federal motor vehicle control program. Pre-1990 FMVCP reductions are not creditable towards meeting the

15% emission reduction.

TABLE 3b—2008 RFP CALCULATIONS FOR THE GREATER CONNECTICUT AREA

VOC emissions NOx emissions

Description (tons/day) (tons/day)
Step 1: Calculate 2002 base Year iNVENIOIY .........ccccuieciiiiieiiieeeeeeeesie ettt 147.3.
Step 2: Develop RFP inventory (SUDract biOGeniCS) .............cccuueciiieieniiiiieeiesie e 146.1.
Step 3: Develop adjusted base year inventory by subtracting non-creditable, pre-1990 FMVCP —9.3=136.8.

reductions from RFP inventory.

Step 4: Calculate required reduction (total of VOC and NOx reductions must equal 15 percent)
Step 5: Calculate total expected reduction (add steps 3 & 4 together)
Step 6: Set target level for 2008 (subtract step 5 from step 2)

41If the area wishes to use NOx reductions to meet
part or all of this 15% requirement, the calculation
is not done by measuring the overall percent of

combined VOC and NOx reductions, but rather by
separately calculating the percent of VOC

10%; 17.7 tons
43+17.7=22.0
181.4—-22.0 = 159.4

5%; 6.8 tons.
9.3 +6.8=16.1.
145.5—-16.1 = 130.0.

reductions and the percent of NOx reductions, and
adding those percentages together.
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TABLE 3b—2008 RFP CALCULATIONS FOR THE GREATER CONNECTICUT AREA—Continued

Description

VOC emissions
(tons/day)

NOx emissions
(tons/day)

Step 7: Projected, controlled 2008 emissions

107.1.

TABLE 3c—2008 RFP CALCULATIONS FOR THE BOS-LAW-WOR AREA

Description

VOC emissions

NOx emissions

(tons/day) (tons/day)
Step 1: Calculate 2002 base year iNVENIOIY ...........ccccccviiiiiiiiiieeieeees e 689.0.
Step 2: Develop RFP inventory (SUDIract DiOgEniCS) ............cccuueciiieienieiesiseese e 684.6.
Step 3: Develop adjusted base year inventory by subtracting non-creditable, pre-1990 FMVCP —45.2 = 639.4.

reductions from RFP inventory.
Step 4: Calculate required reduction (total of VOC and NOx reductions must equal 15 percent)
Step 5: Calculate total expected reduction (add steps 3 & 4 together)
Step 6: Set target level for 2008 (subtract step 5 from step 2)

Step 7: Projected, controlled 2008 emissions

3%; 18.2 tons
15.3 + 18.2=33.5 ...
621.6 —33.5 = 588.1

12%; 76.7 tons.

452 +76.7 =121.9.

684.6 — 1219 =
562.7.

440.6.

TABLE 3d—2008 RFP CALCULATIONS FOR THE SPRINGFIELD AREA

Description

VOC emissions

NOx emissions

(tons/day) (tons/day)
Step 1: Calculate 2002 base Year iNVENIOIY ...........cccocuiiiiiiiiiieiieeeee ettt B354.8 oo 114.2.
Step 2: Develop RFP inventory (Subtract DiOGENICS) ...........ccouuiiiiiieieiieieeeiee et 100.2 oo, 113.1.
Step 3: Develop adjusted base year inventory by subtracting non-creditable, pre-1990 FMVCP | —2.9 =97.3 .............. —8.5=104.6.

reductions from RFP inventory.
Step 4: Calculate required reduction (total of VOC and NOx reductions must equal 15 percent)
Step 5: Calculate total expected reduction (add steps 3 & 4 together)
Step 6: Set target level for 2008 (subtract step 5 from step 2)
Step 7: Projected, controlled 2008 emissions

3%; 2.9 tons
29+29=58

29+29=58 ..
84.2

12%; 12.6 tons.
85+ 12.6 =21.1.
8.5+ 12.6 = 21.1.
66.9.

TABLE 3e—2008 RFP CALCULATIONS FOR THE PROV

IDENCE AREA

VOC Emissions

NOx emissions

Description (tons/day) (tons/day)
Step 1: Calculate 2002 basSe YEAr INVENIOIY ..........ccouiuiiiiiiieeiieeee ettt 243.4 73.2.
Step 2: Develop RFP inventory (SUDract biOgeniCS) .............cccuuuciiieieniiiiieeesie e 119.2 72.5.
Step 3: Develop adjusted base year inventory by subtracting non-creditable, pre-1990 FMVCP | —5.5 = 113.7 ........... —-3.2 =69.3.
reductions from RFP inventory.
Step 4: Calculate required reduction (total of VOC and NOx reductions must equal 15 percent) | 0% ...cccceeeveeiceveeecnnennn 15%.
Step 5: Calculate total expected reduction (add steps 3 & 4 together) ...........cccccovveevcinvieciniennens 55+0=55 ...coceuee. 3.2+ 10.4 =13.6.
Step 6: Set target level for 2008 (subtract step 5 from step 2; also, the Providence area NOx | 119.2—5.5 = 113.7 725-36—-1.1=
target includes additional 1.1 ton reduction to cover VOC shortfall). 57.8.
Step 7: Projected, controlled 2008 emissions 1154 s 55.3.

Note that in Tables 3a—3e above, all of
the projected, controlled 2008 emission
levels shown in step 7 are lower than
the corresponding 2008 emission target
levels shown in step 6, with the
exception of the Providence area’s VOC
emissions which are 1.5% higher than
the 2008 VOC target. In light of this,
Rhode Island allocated an additional
1.5% NOx reduction (which translates
to 1.1 tons) to cover this shortfall. Thus,
Rhode Island has set its 2008 NOx target
to 57.8 tons/day rather than 58.9 tons/
day. In essence, Rhode Island has
selected a 16.6% reduction in NOx
emissions and a 1.5% increase in VOC
emissions, resulting in a combined
reduction of 15.1%.

EPA’s guidance to states on the
development of RFP plans does not
directly address the situation found in
Rhode Island’s RFP plan, where surplus
reductions for one ozone precursor were
used to cover an increase in emissions
for the other precursor. For example,
EPA’s Phase 2 implementation rule
provides that moderate areas such as
Rhode Island with attainment dates
more than 5 years from the date of
designation, “(A) Shall provide for a 15
percent emission reduction from the
baseline year within 6 years after the
baseline year. (B) May use either NOx or
VOC emissions reductions (or both) to
achieve the 15 percent emission
reduction requirement. Use of NOx

emissions reductions must meet the
criteria in section 182(c)(2)(C) of the
Act.” 40 CFR 51.910(b)(2)(ii). EPA’s NOx
Substitution Guidance, which EPA
issued pursuant to section 182(c)(2)(C),
does not specifically address offsetting
an increase in one precursor with
surplus reductions from another
precursor. Thus, we reviewed the facts
of this specific case and, as explained
below, have determined that the
submitted plan is consistent with the
CAA requirements.

First, EPA’s December 1993 NOx
substitution guidance provides the
criteria that must be met in order for
NOx emission reductions to be used in
RFP plans as provided by section
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182(c)(2)(C) of the Act. The guidance
directs states to ensure that such
substitution is done only to the extent
that the modeled attainment
demonstration for the area indicates that
this substitution is appropriate. For
example, section 2 of the guidance
provides that, “This linkage provides
assurance that the RFP reductions are
consistent with the SIP attainment
demonstration. States are required to
justify substitution by illustrating
“consistency” between the cumulative
emission changes emerging from the
RFP/substitution proposal and the
emission reductions in the modeled
attainment demonstration.”

Rhode Island worked in conjunction
with the other states within the ozone
transport region (OTR) to perform the
urban airshed modeling that the state
included within its attainment
demonstration, and on development of
recommended control strategies to
reduce VOC and NOx emissions in the
Northeast such that the ozone NAAQS
would be met by 2009. This modeling
exercise showed that both VOC and
NOx emission reductions would be
needed to reach the area’s attainment
goals. The resulting suite of federal and
state control measures indicate that NOx
emission reductions figured
prominently in the area’s attainment
strategy. This is most clearly seen by the
fact that NOx emissions were projected
to decline by a greater extent than VOC
emissions between the base year and
attainment year across the OTR. This
illustrates that Rhode Island’s use of
NOx emission reductions within its RFP
plan is appropriate.

Second, the increase in VOC
emissions between 2002 and 2008 is an
artifact of EPA’s RFP calculation
procedure; the state’s actual VOC
emissions in 2008 were predicted to be
lower than they were in 2002. In
explanation, as shown in step 2 of Table
3e above, Rhode Island’s 2002
anthropogenic VOC emissions were
119.2 tons per summer day (tpsd).
However, EPA’s RFP calculation
procedure requires that emission
reductions from the pre-1990 federal
motor vehicle control program (FMVCP)
that will accrue between 2002 and 2008
be subtracted from the 2002
anthropogenic baseline because the Act,
at section 182(b)(1)(D)(i), provides such
reductions are not creditable for
purposes of meeting RFP requirements.
This subtraction is shown in step 3 of
Table 3e above, and resulted in the 2002
baseline being lowered by 5.5 tpsd to
113.7 tpsd. Since no VOC reductions
were planned for in the RFP plan, 113.7
tpsd is also the state’s target level of
emissions for VOCs. As shown in step

7 of Table 3e, Rhode Island’s 2008 VOC
emissions were estimated to be 115.4
tpsd. This is higher than the VOC target
emission level of 113.7 tpsd by 1.7 tpsd,
but is lower than the state’s actual 2002
anthropogenic baseline emissions of
119.2 tpsd by 3.8 tpsd. The preceding
comparison is not intended to diminish
the significance of the Act’s prohibition
against crediting reductions due to the
pre-1990 FMVCP towards RFP. Rather,
this analysis simply clarifies that this is
not a situation where a state proposes to
rely on a larger-than-15% decrease in
NOx emissions to offset an actual
increase in VOC emissions; rather, here
Rhode Island has in fact reduced its
VOC emissions from the baseline.

Third, in 2009, Rhode Island adopted
and implemented VOC control measures
on consumer and commercial products
and architectural and industrial
maintenance coatings. The effective date
for these two rules was June 4, 2009,
and since the RFP plan covers the time
period between 2003 to 2008 Rhode
Island did not factor reductions from
these rules into their RFP analysis.
However, these rules are now in effect
and are currently acting to lower VOC
emissions beyond that shown in the
RFP analysis. Thus, while Rhode Island
could not take credit for these emission
reductions as part of the RFP plan for
2003 to 2008, additional reductions in
VOC emissions have occurred in the
state since then.

Last, but by no means of least
importance, Rhode Island is currently in
attainment of the 1997 8-hour ozone
standard, and EPA published a clean
data determination for the area on June
3, 2010 (75 FR 31288). In addition, on
July 28, 2010 (75 FR 44179), EPA
published a notice of proposed
rulemaking indicating that this area
attained the 1997 8-hour ozone standard
by its attainment date of June 15, 2010.
Thus, our primary basis for approving
the RFP plan is to approve the 2008
motor vehicle emission budgets
contained within the plan as the plan is
not necessary to ensure that the state
makes reasonable further progress
towards the 1997 standard it has already
attained.

In light of these circumstances, EPA
has determined that it is appropriate to
propose approval of Rhode Island’s RFP
plan.

D. To what extent do the RFP plans
reduce ozone precursor emissions?

The Connecticut, Massachusetts, and
Rhode Island RFP plans indicate that
ozone precursor emissions will be
substantially reduced between 2002 and
2008, allowing each state to exceed the
15% ozone precursor emission

reduction obligation over this time
frame. Compared to 2002 emission
levels, the RFP plans and associated
modeling showed that VOC emissions
were expected to decline by 19% in
Connecticut, 16% in Massachusetts, and
3% in Rhode Island by 2008.
Additionally, NOx emissions were
expected to decline by 25% in
Connecticut, 37% in Massachusetts, and
24% in Rhode Island over this
timeframe. These percent reductions
include reductions from the pre-1990
FMVCP program shown in step 3 of
Tables 3a—3e.

E. Are banked emissions properly
accounted for within these RFP plans?

Although the initial RFP plan
submittals made by Connecticut,
Massachusetts, and Rhode Island did
not account for banked emissions, each
state made subsequent amendments to
their plans that incorporated banked
emissions into the RFP analysis.

Many states operate emissions
banking and trading programs. These
programs allow facilities that agree to
permanently cease, or alternatively
agree to permanently reduce their
emissions to levels below allowable
levels, to generate emission reduction
credits (ERCs) that can be sold or traded
to other facilities. ERCs are often
purchased by facilities seeking emission
offsets to meet the requirements of the
new source review (NSR) program. State
air agencies facilitate and monitor these
transactions by creating and
maintaining an emissions bank where
ERGCs are stored until they are
purchased. Since ERCs represent
emissions that may occur at some point
in the future, and RFP plans contain
both base year and future year emission
estimates as well as maximum allowable
(target level) emissions for the
nonattainment area as a whole, banked
emissions need to be accounted for in a
state’s RFP analysis.

On October 14, 2009, Connecticut
submitted a revision to the RFP plan
which it had originally submitted to
EPA on February 1, 2008. The revision
consisted of the incorporation of a small
number of banked NOx ERCs into the
state’s RFP analysis. The inclusion of
the banked ERCs into the RFP analysis
did not alter the state’s conclusion that
it easily meets RFP requirements. The
emission estimates within Tables 3a and
3b above reflect the revised calculations
contained within Connecticut’s October
14, 2009 submittal to EPA.

On October 23, 2009, Massachusetts
submitted a revision to the RFP plan
which it had originally submitted to
EPA on January 31, 2008. The revision
consisted of the incorporation of a small
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amount of banked VOC, and a larger
amount of banked NOx ERCs into the
state’s RFP analysis. As with
Connecticut, the inclusion of
Massachusetts’ banked ERCs into the
RFP analysis did not change the state’s
conclusion that it readily meets RFP.
Tables 3¢ and 3d above contains the
revised RFP calculations contained
within Massachusetts’ October 23, 2009
submittal.

On October 19, 2009, Rhode Island
submitted a revision to the RFP plan
which it had submitted to EPA on April
30, 2008. The revision consisted of the
incorporation of banked VOC ERCs into
the state’s RFP analysis. As with the
above mentioned submittals from
Connecticut and Massachusetts, Rhode
Island’s revised plan continues to show
that the state meets its RFP emission
reduction obligations, and these revised
estimates are reflected in Table 3e
above.

F. What are the pollution control
programs that accomplish this change
in emissions?

Many post-1990 Federal mobile
source control programs which are
creditable towards meeting RFP took
effect between 2002 and 2008, and they
are responsible for the bulk of the VOC
and NOx emission reductions that
occurred over this time frame in
Connecticut, Massachusetts, and Rhode
Island. For example, within the on-road
mobile sector the Federal Tier 2 motor
vehicle control program and controls for
heavy duty diesel vehicles and fuels
were significant programs that helped to
reduce emissions during this period of
time. Within the non-road sector,
Federal controls on diesel engines and
the Phase 2 standards for gasoline
powered handheld and non-handheld
equipment began, which helped reduce
emissions from that sector.

In addition to Federal measures for
mobile source emissions, state-adopted
control measures also acted to reduce
VOC and NOx emissions between 2002
and 2008. In Connecticut, state-adopted
rules limiting emissions from portable
fuel containers, architectural and
industrial maintenance (AIM) coatings,
pressure-vacuum (PV) valves at gasoline
service stations, and requirements for
solvent cleaning fluids were adopted
between 2002 and 2008, and will help
to reduce VOC emissions in the state.
The portable fuel container and PV
valves at gasoline station rules have
been approved by EPA into the state’s
SIP. (See 71 FR 51761). The AIM and
solvent cleaning rules have not yet been
approved by EPA into the State’s SIP,
but we are proposing approval of them
in other parts of this document and

intend to approve them prior to, or in
conjunction with, our final rulemaking
action on Connecticut’s RFP plan.
Additionally, in May of 2003, Phase 2
of the state’s limits for emissions from
municipal waste combustors began, and
this program will reduce NOx emissions
from that sector. This program has also
been approved into the state’s SIP. (See
66 FR 63311).

Connecticut’s NOx budget program
began in 2002 and so emission
reductions from the program are
reflected in the state’s 2002 base year
inventory. Connecticut’s Clean Air
Interstate Rule (CAIR) rule has taken the
place of its NOx budget program
beginning in 2009. On July 11, 2008, the
United States Court of Appeals for the
District of Columbia issued an opinion
vacating and remanding EPA’s CAIR
rule. See North Carolina v EPA, 531
F.3d 896 (DC Cir. 2008). However, on
December 23, 2008, the court granted
rehearing in part and remanded the rule
back to EPA for revision without
vacatur. 550 F.3d 1176 (DC Cir. 2008).
Accordingly, CAIR is to be implemented
as it was originally intended until EPA
revises the rule to address the court’s
remand.® Therefore, the NOx reductions
achieved by Connecticut’s NOx budget
program continue as the state has
transitioned to its CAIR program.
Connecticut’s CAIR program was
approved by EPA on January 24, 2008
(73 FR 4105).

For the on-road mobile sector, in
2004, Connecticut adopted an enhanced
motor vehicle inspection and
maintenance (I&M) program including
on-board diagnostics (OBD-2)
requirements. EPA approved
Connecticut’s I&M program with OBD—
2 requirements into the state’s SIP on
December 5, 2008 (73 FR 74019).

Massachusetts claimed emission
reduction credit within its RFP plan for
the NOx emission reductions achieved
by the state’s NOx SIP Call Trading
program, as that program’s
implementation date was in 2003.
Massachusetts submitted its “NOx
Allowance Trading Program” (also
referred to as the NOx Budget or the
NOx SIP Call trading program) to EPA
as a SIP revision request, and EPA
approved the rule into the
Commonwealth’s SIP. Amendments to
the rule were incorporated into the
state’s SIP on December 3, 2007. (72 FR
67854). EPA’s December 3, 2007 action
also approved the Commonwealth’s
CAIR, which replaced the state’s NOx
Budget program beginning in 2009.

60n August 2, 2010 (75 FR 45210), EPA proposed
the Transport Rule to address the flaws in CAIR
noted by the Court.

Therefore, NOx emissions from sources
covered by the Commonwealth’s NOx
Allowance trading program will remain
constrained after 2008 as the state
implements its CAIR control program.

Massachusetts expects to reduce on-
road mobile source emissions by its
state-run Low Emissions Vehicle (LEV)
program. Massachusetts submitted the
adopted LEV program to EPA, and EPA
approved it into the state’s SIP on
December 23, 2002 (67 FR 78179).

At the time Rhode Island developed
its RFP SIP, it was in the process of
adopting a number of control measures
for stationary sources of VOC emissions
that were set to take effect in 2009, and
so emission reductions from these
measures were not incorporated into the
state’s RFP plan because measures in
such plans need to have an impact by
2008. Rhode Island was not required to
participate in EPA’s CAIR program.
Accordingly, Rhode Island’s RFP plan
shows that it meets the 15% emission
reduction obligation by relying
exclusively on emission reductions
between 2002 and 2008 in the mobile
source sector. Additionally, the state
shows that it can meet its obligation by
relying only upon NOx emission
reductions. These emission reductions
occur as a result of the post-1990
Federal mobile source control measures,
as mentioned above, the state’s adoption
of a motor vehicle I&M Program, and the
state-adopted Low Emissions Vehicle
program. EPA has approved both of
these programs into the Rhode Island
SIP. (See 66 FR 9661, and 65 FR 12476,
respectively.)

G. Is EPA proposing approval of any
state control measures in this action?

We are proposing to approve three
VOC control measures from
Connecticut, two of which were
included in the state’s February 1, 2008
SIP submittal to EPA. These rules
consist of a solvent metal cleaning rule,
an architectural and industrial
maintenance (AIM) coatings rule, and
an asphalt paving rule submitted on
January 8, 2009. The solvent metal
cleaning and AIM coatings rules have
compliance dates in May of 2008, and
so achieve emission reductions that
help Connecticut demonstrate
compliance with its RFP obligation. The
asphalt paving rule has a May 1, 2009
compliance date and was submitted to
help the state demonstrate that it meets
the Clean Air Act section 182(b)(2)
requirement that sources in the state use
reasonably available control technology
(RACT) to control air pollution. We are
not proposing action on Connecticut’s
overall RACM or RACT submittals at



Federal Register/Vol.

75, No. 181/Monday, September 20,

2010/ Proposed Rules 57229

this time. Additional information about
each of these rules is provided below.

Metal cleaning rule. Connecticut’s
February 1, 2008 SIP submittal to EPA
included an amendment to its existing
SIP approved metal cleaning rule,
located at section 22a-174-20 of the
Regulations of Connecticut State
Agencies (“Control of organic compound
emissions, loading of gasoline and other
volatile organic compounds”), paragraph
(1) (“Metal cleaning”). The amended rule
adds a limit on the vapor pressure of
solvents used in cold cleaning and other
requirements to further limit emissions
of VOCs from metal cleaning operations.
These requirements are consistent with
the Ozone Transport Commission’s
(OTC’s) 2001 model rule for solvent
cleaning. The compliance date for the
rule was May 1, 2008.

AIM coatings rule. Connecticut’s
February 1, 2008 SIP submittal included
a new rule, section 22a-174-41
(“Architectural and industrial
maintenance coatings”), that limits VOC
emissions from AIM coatings. The
state’s rule establishes VOC content
limits consistent with those developed
in 2001 within a model rule created by
the OTC. The limits in the state’s rule
are as stringent as, or more stringent
than, those contained in the Federal
AIM rule adopted by EPA in December
1998 (40 CFR part 59, subpart D). The
compliance date for most of the
regulated product categories was May 1,
2008. EPA notes that we are relying on
the federal enforceability of section
(g)(3)(A)(iii) referenced in that section of
the rule.

Asphalt paving rule. On January 8,
2009, Connecticut submitted an
amendment to its existing SIP-approved
section 22a—174-20 (“Control of organic
compound emissions, loading of
gasoline and other volatile organic
compounds”), paragraph (k)
(“Restrictions on VOC emissions from
cutback and emulsified asphalt”). The
amended regulation includes a seasonal
ban on the use of cutback asphalt and
a reduction in the acceptable VOC
content of emulsified asphalt. The
compliance date for the rule was May 1,
2009.

Connecticut held a public hearing on
the first two rules mentioned above on
June 27, 2006, and held a hearing on the
asphalt paving rule on May 1, 2007.
EPA reviewed draft versions of these
rules and provided comments to
Connecticut during the public hearing
process, and Connecticut responded
adequately to our comments. We are
proposing approval of Connecticut’s
revised solvent metal cleaning and
asphalt paving rules, and its new AIM
coatings rule, so that they may become

part of the state’s federally enforceable
SIP.

H. Have these states met their
contingency measure obligation?

Section 172(c)(9) of the CAA requires,
in part, that nonattainment areas
provide for contingency measures “to be
undertaken if the area fails to make
reasonable further progress, or to attain
the national primary ambient air quality
standard by the attainment date
applicable under this part.” EPA has
long interpreted the Act to require that
contingency measures must provide
reductions of 3 percent of the emissions
from the adjusted base year inventory
(57 FR 13498, 13510-13511). States may
choose to meet this requirement by
consuming surplus emission reductions
shown in their RFP target level
calculations, if a surplus exists.
However, pursuant to a guidance
memorandum issued by EPA on
November 8, 1993,7 any measures that
are already required are not creditable
as contingency measures. Connecticut,
Massachusetts, and Rhode Island each
chose to meet the contingency
obligation using surplus emission
reductions as noted in the target level
calculations.

Connecticut and Massachusetts can
both readily show that ample surplus
emission reductions exist, and that they
have implemented controls not
otherwise required. In Connecticut’s
case, 2008 VOC emissions are projected
to be 5.7% lower than the target, and
NOx emissions 16.5% lower than the
target in the Greater Connecticut area.
For the Connecticut portion of the NY—
NJ—CT area, these surpluses are 8.3% for
VOC, and 14.5% for NOx. Connecticut
has adopted a number of rules that are
not otherwise required by the CAA that
it could count towards its contingency
obligation, such as its AIM coatings,
automobile refinishing, and solvent
cleaning rules. For Massachusetts, 2008
VOC emissions are projected to be
10.6% lower than the target, and NOx
emissions 22.6% lower in the Eastern
Massachusetts area. For the Western
Massachusetts area, these surpluses are
10.8% for VOC, and 27.6% for NOx.
The state’s low emission vehicle
program, which achieves both VOC and
NOx emission reductions, is an example
of a rule the state adopted that was not
otherwise required by the CAA.

Rhode Island projects that it will have
a 3.6% NOx surplus that it claims can
be devoted towards meeting the RFP

7“Clarification of Issues Regarding the
Contingency Measures that are due November 15,
1993 for Moderate and Above Ozone Nonattainment
Areas.”

contingency requirement. Given the
state’s reliance on Federal measures to
reduce emissions between 2002 and
2008, the state has not demonstrated
that it can meet the contingency
requirement via reductions from
already-adopted NOx rules not
otherwise required by the CAA.
However, Rhode Island could remedy
this by relying on the additional VOC
control programs for stationary sources
that it adopted in 2009, which included
rules establishing emission limits for
consumer and commercial products,
and on architectural and industrial
maintenance coatings. A public hearing
on these proposed rules was held on
February 20, 2009, and they were
promulgated as final state regulations
May 15, 2009, with an effective date of
June 4, 2009. Rhode Island submitted
these regulations to EPA as SIP
revisions, but EPA has not yet approved
into the Rhode Island SIP. Section 8.3
of Rhode Island’s attainment
demonstration submittal alludes to the
possibility of using reductions from
these measures as an alternative means
of meeting the RFP contingency
obligation. We are therefore proposing
to approve use of emission reductions
from these stationary source measures
(which, as noted above, have taken
effect under state law but have not yet
been approved into Rhode Island’s SIP)
as meeting the state’s contingency plan
requirement. Section 8.3 of Rhode
Island’s attainment demonstration
submittal stated that reductions from
these regulations were expected to
reduce VOC emissions by 2009 by 5.0
tons/day. This would cover the 3%
contingency obligation, as 3% of the
state’s 2002 RFP inventory for VOCs,
which is 119.2 tons/day, equals 3.6
tons/day. EPA would need to approve
these two rules into Rhode Island’s SIP
prior to, or in conjunction with, our
taking final action on the state’s RFP
plan.

I. Are transportation conformity budgets
contained in these plans?

Section 176(c) of the CAA, and EPA’s
transportation conformity rule at 40 CFR
part 93 subpart A, require that
transportation plans, programs, and
projects conform to state air quality
implementation plans. Conformity to a
SIP means that transportation activities
will not cause or contribute to new air
quality violations, worsen existing
violations, or delay timely attainment of
the NAAQS. States are required to
establish motor vehicle emission
budgets in any control strategy SIP that
is submitted for attainment and
maintenance of the NAAQS. The RFP
plans submitted by Connecticut,
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Massachusetts, and Rhode Island are
control strategy SIPs, and they contain
2008 motor vehicle budgets for VOCs
and NOx by nonattainment area. Table
4 contains these VOC and NOx
transportation conformity budgets in
units of tons per summer day:

TABLE 4.—CONFORMITY BUDGETS IN

THE CONNECTICUT, MASSACHU-
SETTS, AND RHODE ISLAND RFP
PLANS
2008 Transpor-
tation conformity
budgets
Area name (tons/day)
VOC NOx
NY-NJ-CT area (CT
portion) .......ccceeveenene. 29.7 60.5
Greater Connecticut ..... 28.5 54.3
Bos-Law-Wor (E. MA)
Area ...eeeevieeeeieeeeen 68.30 191.30
Springfield (W. MA)
area .....ccccevvveveinininnnns 11.80 31.30
Providence .......ccccccc..... 24.64 28.26

EPA issued letters on June 2, 2008 to
Connecticut, March 7, 2008 to
Massachusetts, and June 16, 2008 to
Rhode Island in which we stated these
budgets were adequate for use in
transportation conformity
determinations. Additionally, EPA
published announcements of these
adequacy findings in the Federal
Register on June 12, 2008 for
Connecticut (73 FR 33428), March 18,
2008 for Massachusetts (73 FR 14466),
and June 30, 2008 for Rhode Island
(36862). In today’s action, we are
proposing approval of the 2008
conformity budgets for VOC and NOx
for the areas shown in Table 4 above.

Connecticut and Rhode Island
increased their projected 2008 motor
vehicle emission estimates slightly to
provide a buffer to their transportation
conformity budgets. Connecticut
increased its 2008 motor vehicle
emission estimates by 2 percent, and
Rhode Island by 0.5 tons/day. Doing so
made meeting the 2008 RFP emission
target slightly more difficult to achieve.
However, both of these states were able
to meet their respective RFP targets even
after increasing their projected 2008
motor vehicle emission estimates. These
increases are reflected in the budgets
shown above in Table 4, and were also
used in the projected, controlled 2008
emission estimates shown in step 7 of
Tables 3 a, b, and e. The Connecticut
and Rhode Island 2008 motor vehicle
conformity budgets are approvable
because these states were able to show
that they can meet their 2008 RFP

emission target levels even after
providing these buffers to their budgets.

IV. Proposed Action

EPA’s review indicates that the 2002
base year emission inventories, RFP
plans, transportation conformity
budgets, and contingency plans
submitted by Connecticut on February
1, 2008, Massachusetts on January 31,
2008, and Rhode Island on April 30,
2008 to meet, in part, their obligations
under EPA’s 1997 8-hour ozone
standard meet the requirements for
these programs. Therefore, EPA is
proposing to approve these listed
components of the state’s submittals as
revisions to each state’s SIP.
Additionally, EPA is proposing
approval of three rules adopted by
Connecticut that will reduce VOC
emissions in the state. It should be
noted that each states’ submittal also
included other SIP elements, most
notably attainment demonstrations for
EPA’s 1997 8-hour ozone standard, but
EPA is not acting on those other
components at this time. Additional
details regarding the state’s submittals
and EPA’s review of these submittals is
contained in the technical support
document (TSD) prepared for this
action. The TSD is available in the
docket for this action. EPA is soliciting
public comments on the issues
discussed in this proposal or on other
relevant matters. These comments will
be considered before taking final action.
Interested parties may participate in the
Federal rulemaking procedure by
submitting written comments to the
EPA New England Regional Office listed
in the ADDRESSES section of this Federal
Register.

V. Statutory and Executive Order
Reviews

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

e Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions

of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

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

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

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

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

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

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

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

In addition, 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.

Dated: September 9, 2010.
Ira W. Leighton,

Acting Regional Administrator, EPA New
England.

[FR Doc. 2010-23402 Filed 9—17-10; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

42 CFR Chapter |
340B Drug Pricing Program
Manufacturer Civil Monetary Penalties

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Advance notice of proposed
rulemaking and request for comments.

SUMMARY: Section 602 of Public Law
102-585, the “Veterans Health Care Act
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of 1992” enacted Section 340B of the
Public Health Service Act (PHSA).
Section 340B implements a drug pricing
program by which manufacturers enter
into an agreement to sell covered
outpatient drugs to particular covered
entities at a price not exceeding the
amount determined under a statutory
formula. Manufacturers are required by
section 1927(a) of the Social Security
Act to enter in agreements with the
Secretary that comply with section 340B
if they participate in the Medicaid Drug
Rebate Program. Section 7102(a) of the
Patient Protection and Affordable Care
Act (Affordable Care Act) (Pub. L. 111—
148) requires the Secretary of HHS to
develop and issue regulations for the
340B Drug Pricing Program (340B
Program) establishing standards for the
imposition of sanctions in the form of
civil monetary penalties for
manufacturers that knowingly and
intentionally overcharge a covered
entity for a 340B drug. As HHS never
has had civil monetary penalty
authority that addresses manufacturing
overcharging of the 340B Program, these
regulations present a number of issues
that have the potential to impact
stakeholders. Accordingly, the Health
Resources and Services Administration
(HRSA) is issuing this advance notice of
proposed rulemaking (ANPRM) to
solicit public comment on multiple
issues regarding the implementation of
this requirement. These comments will
be used to help draft a proposed rule
that will be published in the Federal
Register for public comments.

DATES: Submit electronic or written
comments by November 19, 2010.
ADDRESSES: Comments in response to
this ANPRM should be marked
“Comments on the Civil Monetary
Penalties” and sent to Mr. Bradford R.
Lang, Public Health Analyst, Office of
Pharmacy Affairs (OPA), Health
Systems Bureau (HSB), Health
Resources and Services Administration
(HRSA), 5600 Fishers Lane, Parklawn
Building, Room 10C-03, Rockville, MD
20857. Comments may also be e-mailed
to: opacmp@hrsa.gov.

FOR FURTHER INFORMATION CONTACT: CDR
Krista Pedley, Director, Office of
Pharmacy Affairs (OPA), Healthcare
Services Bureau (HSB), Health
Resources Services Administration
(HRSA), 5600 Fishers Lane, Parklawn
Building, Room 10C-03, Rockville, MD
20857.

SUPPLEMENTARY INFORMATION:

I. Background

The Affordable Care Act introduces a
number of changes to the 340B Program.
The Affordable Care Act creates several

new categories of eligibility for program
participation and provides a number of
tools for improving program compliance
by manufacturers and covered entities.
As one of the many changes created by
the Affordable Care Act, section 7102(a)
amends section 340B(d) of the PHSA to
require the Secretary of HHS to provide
for the imposition of civil monetary
penalties against manufacturers. As
amended by the Affordable Care Act,
section 340B(d)(1)(B)(vi) of the PHSA
provides for:

(vi) The imposition of sanctions in the
form of civil monetary penalties,
which—

(I) Shall be assessed according to
standards established in regulations to
be promulgated by the Secretary not
later than 180 days after the date of
enactment of the Patient Protection and
Affordable Care Act;

(II) Shall not exceed $5,000 for each
instance of overcharging a covered
entity that may have occurred; and

(I1I) Shall apply to any manufacturer
with an agreement under this section
that knowingly and intentionally
charges a covered entity a price for
purchase of a drug that exceeds the
maximum applicable price under
subsection (a)(1).

Section 7102(a) of the Affordable Care
Act requires the Secretary of HHS to use
funds appropriated under section
340B(d)(4) of the PHSA to provide for
improvements in compliance by
manufacturers and covered entities. The
Affordable Care Act also includes
provisions to improve covered entity
compliance and the imposition of
sanctions. These provisions addressing
sanctions for covered entities will be
addressed separately.

The 340B Program creates complex
relationships, not only between drug
manufacturers and covered entities, but
also involves, among others,
wholesalers, group purchasing
organizations, pharmacies, and state
Medicaid agencies. Changes to the 340B
Program have the potential to alter these
complex relationships. Prior to
enactment of the Affordable Care Act,
HRSA did not have civil monetary
penalty authority for the 340B Program.
This ANPRM is being issued to gather
comments to consider in the
development of these regulations.

II. Request for Comments

The purpose of this document is to
obtain information and public comment
on how to efficiently and effectively
implement the civil monetary penalties
authorized Section 7102(a) of the
Affordable Care Act. Although HRSA
has identified several issues and areas
where HRSA believes comment would

be particularly helpful, comments may
be submitted on any issues directly
relevant to the implementation of the
specified requirements.

Areas for which HRSA is expressly
seeking comment include: (1) Existing
Models; (2) Threshold Determination;
(3) Administrative Process Elements; (4)
Hearing; (5) Appeals Process; (6)
Definitions; (7) Penalty Computation; (8)
Payment of Penalty; and (9) Integration
of Civil Monetary Penalties with Other
Provisions in the Affordable Care Act.

Commenters are requested to specify
as clearly as possible which statutory
provision they are commenting on and
provide a rationale for their proposals.

1. Existing Models

HRSA is seeking comments regarding
any aspects of other existing models for
civil monetary penalties that can be
adapted to the 340B Program. While the
340B Program has not had civil
monetary penalty authority in the past,
HHS has experience with creating and
implementing civil monetary penalties
in a number of other contexts. Certain
portions of these other civil monetary
penalty authorities can provide useful
insight as HRSA implements the 340B
Program civil monetary penalty
authority.

HRSA is currently reviewing the civil
monetary penalty authority exercised by
the OIG, Federal Aviation
Administration, Treasury, Food and
Drug Administration, United States
Department of Agriculture, Federal
Deposit Insurance Corporation, and
CMS to determine what portions of
these authorities may be adapted for the
340B Program. Specifically, HRSA is
reviewing the October 2005 DHHS
Office of Inspector General report
“Deficiencies in Oversight of the 340B
Drug Pricing Program” (OEI-05-02—
00072) which recommended that HRSA
consider as a model the Centers for
Medicare and Medicaid Services’ (CMS)
statutory authority to enforce the
Medicaid rebate program, pursuant to
section 1927(b)(3)(C)(i) of the Social
Security Act, and seek similar
authorities with respect to enforcement
of the 340B Program. HRSA is also
contemplating the use and adaptation of
the procedures codified at 42 CFR part
1003, which includes procedures for the
imposition of civil monetary penalties
by the OIG. As such, please comment on
the extent to which provisions similar to
42 CFR part 1003 should be applied in
civil monetary penalty regulations
applicable to manufacturers. HRSA is
seeking information on other existing
regulations or procedures on civil
monetary penalties that may provide
additional guidance specifically relating
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to manufacturers and civil monetary
penalties.

2. Threshold Determination

HRSA welcomes comments on when
the civil monetary penalty provision
should be applied. HRSA is
contemplating an oversight process
incorporating a variety of elements to
gather and consider grounds for
applying the penalty provision. These
include, but are not limited to, the
amount of the overcharge, the frequency
of the overcharge, the compliance
history of the manufacturer in question,
and the number of covered entities
affected. The Affordable Care Act
provides HRSA with a range of new
compliance tools. HRSA may use this
information to determine when it is
most appropriate to utilize its civil
monetary penalty authority and when it
is more appropriate to utilize its other
available compliance mechanisms.

3. Administrative Process Elements

HRSA is seeking comments on the
administrative processes that would
best administer civil monetary penalties
tailored to meet the unique context of
the 340B Program. Systems must be
created to address how civil monetary
penalty claims will be processed, what
type of notice should be required for
proposed determinations, what
involvement should be available to
overcharged covered entities, and what
type of notice should be given to third
parties and the public, etc. HRSA
invites comments on the applicability of
the particular administrative procedures
in 42 CFR part 1003 and the
appropriateness of additional
procedural elements.

4. Hearing

Civil monetary penalty systems
typically offer the opportunity for a
hearing. HRSA is inviting comments on
the manner in which such a hearing
would be structured. HRSA is
considering a large number of issues
involved in creating a fair and efficient
hearing process, including, but not
limited to: Decision-making individual
or make-up of the decision making
body; ex parte contacts; prehearing
conferences; discovery; subpoenas; fees;
form, filing, and service of papers;
motions; sanctions; burden of proof;
evidence; and post-hearing briefs.

5. Appeals Process

HRSA is considering under what
circumstances (if any) exist with respect
to establishing an appeal review process
and who should hear such an appeal.
HRSA is also considering which types
of matters may be appealed. HRSA also

invites comments on how the civil
monetary process should interact with
the administrative dispute resolution
process required by section 340B(d)(3).
6. Definitions

There are a number of key terms
needing a clearly established definition
in administering this provision in a fair
and efficient manner:

a. “Instance”—HRSA believes that
“instance” in this context could
potentially be defined either as a per
unit of drug and/or per commercial
transaction. If an entity purchases 100
units of a particular drug in a single
transaction, should this constitute 100
instances or a single instance? HRSA
also contemplates including instances of
refusing to sell a covered outpatient
drug in violation of the pharmaceutical
pricing agreement to be subject to a
penalty where a covered entity has
purchased the drug outside the 340B
Program at a price greater than the
ceiling price.

b. “Knowing and intentional”—HRSA
contemplates a standard whereby
knowing and intentional can be inferred
from the circumstances. For example,
the knowledge and intent of employees
or agents of a manufacturer may be
attributed to the company as a whole. In
cases where the ceiling price is known
by the manufacturer, the manufacturer
knows that a purchaser is a covered
entity, and the covered entity is
knowingly charged a price in excess of
the ceiling price, a finder of fact would
be able to infer intentionality of the
violation even in cases where no single
individual had knowledge of all of these
elements. HRSA anticipates there may
be circumstances where repeated
violations could be considered to be
knowingly and intentional if, for
example, a manufacturer repeatedly
miscalculates a ceiling price or
otherwise establishes a system where
overcharges are a highly probable
consequence.

7. Penalty Computation

In cases where there is a finding that
a manufacturer has knowingly and
intentionally charged a covered entity
an amount in excess of the ceiling price,
HRSA contemplates application of
variable penalties under the statute.
HRSA proposes the following criteria
for consideration: (i) Previous record of
overcharging; (ii) timeliness of response;
(iii) cooperation and good faith; (iv)
number of covered entities impacted by
the overcharges; (v) impact on patient
access; (vi) economic loss to covered
entities; (vi) economic gain to the
manufacturer; and (vii) relative
economic impact on manufacturer as to

sufficiency to deter. In determining the
penalty, discretion would be given to
the deciding official or body.
Furthermore, HRSA contemplates that
there may be circumstances under
which a penalty may be waived for
reasons of equity or other good cause.

8. Payment of Penalty

Once a penalty is assessed there are
a number of methods for transferring the
penalty to the government. HRSA
expects to have the application of
interest from the date of the overcharge.
HRSA also contemplates the ability to
adjust the amount of the penalty. To the
extent that a penalty payment or an
assessment is not paid in a timely
manner, a civil action could be pursued
by the government.

9. Integration of Civil Monetary
Penalties With Other Provisions in
Affordable Care Act

In addition to the compliance tools
already available to HRSA, such as
audits and alternative dispute
resolution, the Affordable Care Act
provides HRSA with many additional
tools to monitor compliance. These
additional tools include establishing
procedures to verify the accuracy of
ceiling prices, creating processes for
manufacturers to refund overcharges,
selective auditing of manufacturers, and
providing access to ceiling price
information. To ensure its most effective
use, the new civil monetary penalty
authority must be used in conjunction
with these other compliance tools.
HRSA anticipates that information
gathered from these other compliance
tools will be useful in civil monetary
penalty actions and also that
information gathered in civil monetary
penalty actions will be useful in
implementing these other compliance
tools. HRSA invites comments
concerning the relationship between
civil monetary penalties and other
oversight mechanisms, such as dispute
resolution, spot audits, and others.

While these nine areas were identified
for comment, we welcome comments on
any other issues that stakeholders
believe are relevant to implementing an
effective process for civil money
penalties.

Dated: September 14, 2010.

Mary K. Wakefield,

Administrator.

[FR Doc. 2010-23461 Filed 9-17-10; 8:45 am]
BILLING CODE 4165-15-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

42 CFR Chapter |

340B Drug Pricing Program
Administrative Dispute Resolution
Process

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Advance notice of proposed
rulemaking and request for comments.

SUMMARY: Section 602 of Public Law
102-585, the “Veterans Health Care Act
of 1992” enacted Section 340B of the
Public Health Service Act (PHSA).
Section 340B implements a drug pricing
program by which manufacturers who
sell covered outpatient drugs to
particular covered entities listed in the
statute must agree to charge a price that
will not exceed the amount determined
under a statutory formula. Section 7102
of the Patient Protection and Affordable
Care Act (Affordable Care Act) (Pub. L.
111-148) requires the Secretary of
Health and Human Services (HHS) to
promulgate regulations to establish and
implement an administrative dispute
resolution process for the 340B Drug
Pricing Program (340B Program). (PHSA
Section 340B(a)(5)(D) advises the
Secretary on the sanctions available
should a covered entity be found to be
in violation of (a)(5)(A) or (a)(5)(B). The
ANPRM does not currently refer to
HRSA'’s plan on how it will resolve any
decision made through the new
Administrative Dispute Resolution
Process and the sanctions in current
law). These regulations will address a
number of issues that have the potential
to impact stakeholders. Accordingly, the
Health Resources and Services
Administration is issuing an advance
notice of proposed rulemaking
(ANPRM) to solicit public comment on
multiple issues regarding
implementation of these regulations.
These comments will be used, as
appropriate, to help draft a proposed
rule that will be published in the
Federal Register for public comments.
DATES: Submit electronic or written
comments by November 19, 2010.
ADDRESSES: Comments in response to
this ANPRM should be marked
“Comments on Administrative Dispute
Resolution Process” and sent to Ms.
Dorcas Ann Taylor, Public Health
Analyst, Office of Pharmacy Affairs
(OPA), Health Systems Bureau (HSB),
Health Resources and Services
Administration (HRSA), 5600 Fishers
Lane, Parklawn Building, Room 10C-03,
Rockville, MD 20857. Comments may
also be e-mailed to: opadrp@hrsa.gov

FOR FURTHER INFORMATION CONTACT: CDR
Krista Pedley, Director, Office of
Pharmacy Affairs (OPA), Healthcare
Services Bureau (HSB), Health
Resources Services Administration
(HRSA), 5600 Fishers Lane, Parklawn
Building, Room 10C-03, Rockville, MD
20857.

SUPPLEMENTARY INFORMATION:

I. Background

The Affordable Care Act introduces a
number of changes to the 340B Program.
The Affordable Care Act creates several
new categories of eligibility for
participation and provides a number of
tools for improvement in compliance by
manufacturers and covered entities.
Among the tools is the creation of an
administrative dispute resolution
process for the resolution of claims by
covered entities and manufacturers.
Section 7102(a) of the Affordable Care
Act requires the HHS Secretary to
establish and implement an
administrative process through
regulations for resolution of (1) claims
by covered entities that they have been
overcharged for drugs purchased
through the 340B Program; and (2)
claims by manufacturers, after the
conduct of audit as authorized by
section 340B(a)(5)(C) of the PHSA, of
violations of the prohibition of
duplicate discounts or rebates and/or
the prohibition on resale of drugs
purchased under the 340B Program. As
amended by the Affordable Care Act,
section 340B(d)(3)(B) of the PHSA
requires the Secretary to promulgate
regulations that shall:

(i) Designate or establish a decision
making official or decision-making body
within the Department of Health and
Human Services to be responsible for
reviewing and finally resolving claims
by covered entities that they have been
charged prices for covered outpatient
drugs in excess of the ceiling price
described in subsection (a)(1), and
claims by manufacturers that violations
of subsection (a)(5)(A) or (a)(5)(B) have
occurred;

(ii) Establish such deadlines and
procedures as may be necessary to
ensure that claims shall be resolved
fairly, efficiently, and expeditiously;

(ii1) Establish procedures by which a
covered entity may discover and obtain
such information and documents from
manufacturers and third parties as may
be relevant to demonstrate the merits of
a claim that charges for a manufacturer’s
product have exceeded the applicable
ceiling price under this section, and
may submit such documents and
information to the administrative
official or body responsible for
adjudicating such claim;

(iv) Require that a manufacturer
conduct an audit of a covered entity
pursuant to subsection (a)(5)(C) as a
prerequisite to initiating administrative
dispute resolution proceedings against a
covered entity;

(v) Permit the official or body
designated under clause (i), at the
request of a manufacturer or
manufacturers, to consolidate claims
brought by more than one manufacturer
against the same covered entity where,
in the judgment of such official or body,
consolidation is appropriate and
consistent with the goals of fairness and
economy of resources; and

(vi) Include provisions and
procedures to permit multiple covered
entities to jointly assert claims of
overcharges by the same manufacturer
for the same drug or drugs in one
administrative proceeding, and permit
such claims to be asserted on behalf of
covered entities by associations or
organizations representing the interests
of such covered entities and of which
the covered entities are members.

The 340B Program creates
relationships between not only drug
manufacturers and covered entities, but
also involves, among others,
wholesalers, group purchasing
organizations, pharmacies, and state
Medicaid agencies. Any change to the
340B Program has the potential to alter
these relationships. The regulations
mandated by the Affordable Care Act
will be the first regulations for the 340B
Program. Prior to enactment of the
Affordable Care Act, the Health
Resources and Services Administration
(HRSA) did not have a required
administrative dispute resolution
process. The creation of a required
administrative dispute resolution
process presents a number of issues in
the context of the 340B Program that
have the potential to affect a large
number of interrelated entities. Given
these issues, HRSA is issuing this
ANPRM to gather comments prior to
committing to a particular regulatory
path.

The use of audits and dispute
resolution in the 340B program has
limited precedent. On December 12,
1996, the Secretary of HHS published
the Manufacturer Audit Guidelines and
Dispute Resolution Process for the 340B
Program (61 FR 65406). That notice
provided auditing guidelines to permit
the manufacturer of a covered
outpatient drug to audit the records of
a covered entity directly pertaining to
the covered entity’s compliance with
the requirements of section
340B(a)(5)(A) and (B) of the PHSA as to
drugs purchased from the manufacturer.
Section 340B(a)(5)(C) of the PHSA states
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the Secretary shall establish guidelines
relating to the number, scope and
duration of the audits and these audits
must be conducted in accordance with
guidelines established by the Secretary.
Further, the notice provided guidelines
for disputes that may arise between
covered entities and participating
manufacturers regarding
implementation of the provisions of
section 340B. To resolve these disputes
in an expeditious manner, HRSA
developed a voluntary dispute
resolution process.

II. Request for Comments

The purpose of this document is to
obtain information and public comment
on how to efficiently and effectively
implement the requirements to create an
administrative dispute resolution
process for the 340B Program authorized
by Section 7102 of the Affordable Care
Act. Although HRSA has identified
several issues and areas where HRSA
believes comment would be particularly
helpful, comments may be submitted on
any issues directly relevant to the
implementation of the specified
requirements.

Areas for which HRSA is expressly
seeking comment include: (1)
Administrative Procedures; (2) Existing
Models; (3) Threshold Requirements; (4)
Hearings; (5) Decision-making Official
or Body; (6) Appropriate Appeals
Procedures; (7) Deadlines; (8) Discovery
Procedures; (9) Manufacturer Audits;
(10) Consolidation of Manufacturer
Claims; (11) Covered Entity
Consolidation of Claims; (12) Claims by
Organizations Representing Covered
Entities; and (13) Integration of Dispute
Resolutions with Other Provisions in
the Affordable Care Act.

(1) Administrative Procedures

HRSA is seeking general comments
regarding the administrative procedures
associated with alternative dispute
resolution. Systems must be put in place
that address how and when to initiate
the dispute resolution process, what
level of evidence must be presented,
who can be a party to a dispute, how
dispute resolution requests will be
processed, timelines, what type of
notice is required for proposed
determinations, and what involvement
and notice should be given third parties
and the public.

(2) Existing Models

HRSA is seeking comments regarding
what aspects of other existing models
for administrative dispute resolution
can be adapted to the 340B Program.
HRSA is aware of several examples of
administrative dispute resolution both

within and outside of the Department.
Certain aspects of these other processes
can provide useful insight as HRSA
implements the 340B Program
administrative dispute resolution
authority.

One of the most useful existing
models is the current dispute resolution
guidelines for the 340B Program
outlined at 61 FR 65406 (Dec. 12, 1996)
(can also be found on the OPA Web site
at ftp://ftp.hrsa.gov/bphc/pdf/opa/
FR12121996.htm). The current dispute
resolution guidelines contain a
voluntary process for the resolution of
disputes between manufacturers and
covered entities concerning compliance
with the 340B Program. The current
guidelines outline the types of disputes
covered; steps the parties must take
before bringing a dispute; the review
process; and the assessment of
penalties. While the current process has
been underutilized (because it was a
voluntary process), it does address
many issues specific to creating a
dispute resolution process for the 340B
Program. HRSA would be interested in
receiving comments about what aspects
of the current process could be adapted
for the new administrative dispute
resolution process.

(3) Threshold Requirements

HRSA is contemplating using a
standard for bringing claims analogous
to that utilized under the current
informal dispute resolution guidelines
(61 FR 65406). These guidelines state:
“The party requesting the review may
not rely only upon allegations but is
required to set forth specific facts
showing that there is a genuine and
substantial issue of material fact in
dispute that requires a review. The
request for review shall include a clear
description of the dispute, shall identify
all the issues in the dispute, and shall
contain a full statement of the party’s
position with respect to such issue(s)
and the pertinent facts and reasons in
support of the party’s position. In
addition to the required statement, the
party shall provide copies of any
documents supporting its claim and
evidence that a good faith effort was
made to resolve the dispute.”

Generally, HRSA would expect that
the party initiating the dispute to make
a showing that it has more than mere
allegations and to also demonstrate that
it has made a good faith effort to settle
the dispute before involving the
Department. In the case of covered
entities, the dispute must involve a
claim of manufacturer overcharge.
HRSA may consider claims of
overcharge to include direct and
indirect evidence of a violation, such as

cases where refusal to sell at the 340B
price has led to the purchase of the
covered outpatient drug outside of the
340B Program. In the case of
manufacturers, the dispute must involve
a claim of a violation of subsections
340B(a)(5)(A) or (a)(5)(B) of the PHSA.
Manufacturers’ claims can only be
brought after the conduct of audits as
authorized by subsection (a)(5)(C).
Therefore, HRSA would expect that
manufacturers would present direct
evidence of a covered entity’s alleged
violations of either 340B(a)(5)(A) or
(a)(5)(B).

HRSA is seeking comments on the
feasibility of applying this construct to
the new statutorily created
administrative dispute resolution
process.

(4) Hearings

HRSA expects that the alternative
dispute resolution process would
involve some type of hearing. The
hearing could be either conducted
through an exchange of documents, in-
person, or by web access. HRSA is
inviting comments on the manner in
which such a hearing should be
structured. HRSA is considering a large
number of issues involved in creating a
fair and efficient hearing process,
including, but not limited to: Ex parte
contacts; rehearing conferences;
subpoenas; form, filing and service of
papers; motions; sanctions; burden of
proof; evidence; and post-hearing briefs.

(5) Decision-making Official or Body

HRSA expects to designate or
establish a decision-making official or
body from within the Department.
HRSA welcomes comments as to
whether the same or different decision-
makers should decide the sufficiency to
state a claim and to make a final
determination on a claim. HRSA also
invites comments on whether the
decision-making official or body should
be within HRSA, within OPA, or come
from other parts of the Department.

(6) Appropriate Appeals Procedures

HRSA expects to establish an appeals
process applicable to a final
administrative determination rendered
by the decision-making body or official.
In addition to comments regarding
existing models and the applicability of
the Administrative Procedures Act,
HRSA is requesting public comment on
the procedures related to this new 340B
dispute resolution process.

(7) Deadlines

HRSA invites comments on whether
claims should be time barred and the
standards applicable for maximum
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timeframes to bring a claim. HRSA
invites comments on deadlines for
responses to submissions by the
participants, the government and
deciding body or official and the
consequences of failure to meet a
particular deadline.

(8) Discovery Procedures

HRSA is requesting input on the
process used for discovery of
information from participating
manufacturers and covered entities.
HRSA will need to determine the scope
of documents (information, reports,
answers, records, accounts, papers,
documentary evidence, etc.) and
interrogatories eligible for discovery.
HRSA will also need to determine under
what circumstances (irrelevancy,
privileged information, unduly
burdensome, etc.) protective orders
should be utilized. Procedures to ensure
the confidentiality of information
discovered will also need to be
developed. Finally, a determination will
need to be made as to the power to
compel discovery from third parties
given that OPA has limited direct
regulatory authority through the 340B
Program over entities and individuals
outside of 340B participating drug
manufacturers and covered entities.

(9) Manufacturer Audits

The administrative dispute resolution
requirements of the Affordable Care Act
set forth that manufacturers must
conduct an audit of a covered entity
prior to bringing a claim. HRSA
currently has guidelines regarding the
requirements for initiating an audit (61
FR 65406). However, over the history of
the 340B Program manufacturers have
rarely utilized the process in the
guidelines to conduct an audit. HRSA
invites comments on whether it is
appropriate or necessary to modify the
guidelines concerning audits prior to
implementing the administrative
dispute resolution regulation or whether
the current final guidelines are
sufficient.

(10) Consolidation of Manufacturer
Claims

HRSA is required to create a process
for consideration of whether requests by
a manufacturer or manufacturers to
consolidate claims by more than one
manufacturer against the same covered
entity are “appropriate and consistent
with the goals of fairness and economy
of resources.” HRSA seeks comments on
how to create this process, the evidence
to be considered, timing of requests to
join in a consolidated claim, and the
interests to be weighed.

(11) Covered Entity Consolidation of
Claims

Similar to the consolidation of
manufacturer claims, HRSA is required
to create a process for consideration of
requests for consolidation of particular
covered entity claims. HRSA invites
comment on whether the standard for
manufacturers and covered entities
should differ and whether there should
be a presumption of allowing such
consolidation of claims absent a finding
that consolidation would be
inconsistent with the goals of fairness
and economy of resources.

(12) Claims by Organizations
Representing Covered Entities

The legislation provides for claims by
organizations representing entities.
HRSA is interested in input on when a
third party can bring claims on behalf of
member covered entities in the context
of a binding formal dispute resolution
process and how to ensure that the
group in fact represents the interests of
the covered entities. In order to ensure
that such organizations actually
represent the interests of covered
entities, HRSA is contemplating that
prior to seeking to file a claim on behalf
of covered entities, such groups must
have a signed agreement with the
covered entities. The agreement would
indicate that the organization is
authorized to bring a claim on behalf of
the covered entities; the precise nature
of the claim; that the covered entities
agree to participate in good faith and
abide by discovery procedures; and that
the covered entities agree to be bound
by any decision of the decision-making
official or body. HRSA contemplates a
decision-making official or body having
the authority to not allow claims that
would result in unfairness or a
substantial waste of resources.

(13) Integration of Dispute Resolutions
With Other Provisions in the Affordable
Care Act

In addition to the compliance tools
already available to HRSA, such as
audits and alternative dispute
resolution, the Affordable Care Act
provides HRSA with many additional
tools to monitor compliance. These
additional tools include establishing
procedures to verify the accuracy of
ceiling prices; creating processes for
manufacturers to refund overcharges;
selective auditing of manufacturers;
annual recertification of covered
entities; and providing access to ceiling
price information. The use of the new
administrative dispute resolution
authority must be used in conjunction
with these other compliance tools to

ensure its most effective use. HRSA
invites comments concerning the
relationship between administrative
dispute resolution and other oversight
mechanisms.

While these thirteen areas were
identified for comment, we welcome
comments on any other issues that
stakeholders believe are key to
implementing an effective alternate
dispute resolution process.

Dated: September 14, 2010.
Mary K. Wakefield,
Administrator.
[FR Doc. 2010-23460 Filed 9-17-10; 8:45 am|
BILLING CODE 4165-15-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635
[Docket No. 100825390-0431-01]
RIN 0648-BA17

Atlantic Highly Migratory Species;
Atlantic Shark Management Measures

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

ACTION: Advance notice of proposed
rulemaking; request for comments.

SUMMARY: NMF'S issues this advance
notice of proposed rulemaking (ANPR)
to provide background information and
request public comment on potential
adjustments to the regulations governing
the U.S. Atlantic shark fishery to
address several specific issues currently
affecting management of the shark
fishery and to identify specific goals for
management of fishery in the future.
NMEFS is requesting public comment
regarding the potential implementation
of changes to the quota and/or permit
structure that are currently in place for
the Atlantic shark fishery. NMFS is also
requesting comments on the
implementation of programs such as
catch shares, limited access privilege
programs (LAPPs), individual fishing
quotas (IFQs), and/or sectors for the
Atlantic shark fishery.
DATES: Written comments regarding the
issues in this ANPR must be received no
later than 5 p.m. on January 14, 2011.
Public meetings to obtain additional
comments on the items discussed in this
ANPR will be held in September,
October, November, and December
2010. Please see the SUPPLEMENTARY
INFORMATION section of this ANPR for
specific dates, times, and locations.
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ADDRESSES: You may submit comments,
identified by “0648—-BA17”, by any one
of the following methods:

e Electronic submissions: Submit all
electronic public comments via the
Federal e-Rulemaking Portal: http://
www.regulations.gov.

e Fax:301-713-1917, Attn: Margo
Schulze-Haugen.

e Mail: NMFS SF1, 1315 East-West
Highway, Silver Spring, MD 20910.

Instructions: All comments received
are part of the public record and
generally will be posted to portal
http://www.regulations.gov without
change. All personal identifying
information (for example, name,
address, etc.) voluntarily submitted by
the commenter may be publicly
accessible. Do not submit confidential
business information or otherwise
sensitive or protected information.
NMFS will accept anonymous
comments. Attachments to electronic
comments will be accepted in Microsoft
Word, Excel, WordPerfect, or Adobe
PDF file formats only.

Related documents, including the
2006 Consolidated Highly Migratory
Species (HMS) Fishery Management
Plan (FMP) and its amendments and the
2009 Stock Assessment and Fishery
Evaluation (SAFE) Report are available
upon request at the mailing address
noted above or on the HMS
Management Division’s Web page at:
http://www.nmfs.noaa.gov/sfa/hms/.

Public meetings to obtain additional
comments on the items discussed in this
ANPR will be held in New Jersey, North
Carolina, Maryland (HMS Advisory
Panel (AP) meeting), Florida, and
Louisiana. Please see the
SUPPLEMENTARY INFORMATION section of
this ANPR for specific dates, times, and
locations.

FOR FURTHER INFORMATION CONTACT:
Karyl Brewster-Geisz, LeAnn Southward
Hogan or Delisse Ortiz at 301-713—-2347
or fax at 301-713-1917.

SUPPLEMENTARY INFORMATION: The
Atlantic shark fisheries are managed
under the authority of the Magnuson-
Stevens Fishery Conservation and
Management Act (Magnuson-Stevens
Act). In 1999, NMFS revised the 1993
Shark FMP and included swordfish and
tunas in the 1999 FMP for Atlantic
Tunas, Swordfish, and Sharks (1999
FMP). The 1999 FMP was amended in
2003, and in 2006, NMFS consolidated
the Atlantic tunas, swordfish, and shark
FMP and its amendments and the
Atlantic billfish FMP and its
amendments into the 2006 Consolidated
Atlantic HMS FMP. The 2006
Consolidated HMS FMP was amended
in 2008 and 2010 to address

management needs in the Atlantic shark
fishery.

I. Background

The Fishery Conservation
Amendments of 1990 (Pub. L. 101-627)
amended the Magnuson Fishery
Conservation and Management Act
(later renamed the Magnuson-Stevens
Fishery Conservation and Management
Act or Magnuson-Stevens Act) and gave
the Secretary of Commerce (Secretary)
the authority to manage HMS in the
Exclusive Economic Zone (EEZ) of the
Atlantic Ocean, Gulf of Mexico, and
Caribbean Sea under authority of the
Magnuson-Stevens Act (16 U.S.C. 1811,
16 U.S.C. 1854(f)(3)). The Secretary has
delegated the authority to manage
Atlantic HMS to NMFS.

In 1993, NMFS implemented the FMP
for Sharks of the Atlantic Ocean. Some
of the management measures in the
1993 FMP included:

¢ Establishing a fishery management
unit (FMU) consisting of 39 frequently-
caught species of Atlantic sharks,
separated into three groups for
assessment and regulatory purposes
(Large Coastal Sharks (LCS), Small
Coastal Sharks (SCS), and pelagic
sharks);

e Establishing calendar year
commercial quotas for the LCS and
pelagic sharks and dividing the annual
quota into two equal half-year quotas
that applied to the following two fishing
periods—January 1 through June 30 and
July 1 through December 31;

o Establishing a recreational trip limit
of four sharks per vessel for LCS or
pelagic shark species groups and a daily
bag limit of five sharks per person for
sharks in the SCS species group;

o Establishing a framework procedure
for adjusting commercial quotas,
recreational bag limits, species size
limits, management units, fishing year,
species groups, estimates of maximum
sustainable yield (MSY), and permitting
and reporting requirements;

o Prohibiting finning by requiring
that the ratio between wet fins and
dressed carcass weight at landing not
exceed five percent;

e Prohibiting the sale by recreational
fishermen of sharks or shark products
caught in the EEZ;

¢ Requiring annual commercial
permits for fishermen who harvest and
sell shark products (meat products and
fins); and

o Establishing a permit eligibility
requirement that the owner or operator
(including charter vessel and headboat
owners/operators who intend to sell
their catch) show proof that at least 50
percent of earned income has been
derived from the sale of the fish or fish

products or charter vessel and headboat
operations or at least $20,000 from the
sale of fish during one of three years
preceding the permit request.

Based in part on the results of the
1998 LCS stock assessment, in April
1999, NMFS published the final 1999
FMP for Atlantic Tunas, Swordfish and
Sharks, which included numerous
measures to rebuild or prevent
overfishing of Atlantic sharks in
commercial and recreational fisheries.
The 1999 FMP amended and replaced
the 1993 FMP. Some of the management
measures related to sharks that changed
in the 1999 FMP included:

¢ Reducing commercial LCS and SCS
quotas;

¢ Establishing ridgeback and non-
ridgeback categories of LCS;

¢ Implementing a commercial
minimum size for ridgeback LCS;

¢ Reducing recreational retention
limits for all sharks;

¢ Establishing a recreational
minimum size for all sharks except
Atlantic sharpnose;

¢ Implementing limited access in
commercial fisheries;

¢ Establishing new procedures for
counting dead discards and state
landings of sharks after Federal fishing
season closures against Federal quotas;
and

e Establishing season-specific over-
and underharvest adjustment
procedures.

In 2002, additional LCS and SCS
stock assessments were conducted.
Based on these assessments, NMFS re-
examined many of the shark
management measures in the 1999 FMP
for Atlantic Tunas, Swordfish, and
Sharks and amended the 1999 FMP
(Amendment 1). The changes in
Amendment 1 to the 1999 FMP affected
all aspects of shark management. The
final management measures in
Amendment 1 included, among other
things:

e Aggregating the LCS;

e Using MSY as a basis for setting
commercial quotas;

¢ Eliminating the commercial
minimum size;

e Establishing regional commercial
quotas and trimester commercial fishing
seasons, adjusting the recreational bag
and size limits, establishing gear
restrictions to reduce bycatch or reduce
bycatch mortality; and

e Establishing a time/area closure off
the coast of North Carolina.

The 2006 Consolidated HMS FMP
consolidated the management of all
Atlantic HMS into one comprehensive
FMP, adjusted the regulatory framework
measures, continued the process for
updating HMS Essential Fish Habitat
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(EFH), and combined and simplified the
objectives of the previous FMPs.
Measures that were specific to the shark
fisheries included, but were not limited
to:

e Mandatory protected species safe
handling and release workshops and
certifications for all vessel owners and
operators that have pelagic longline
(PLL) or bottom longline (BLL) gear on
their vessels and that had been issued
or were required to be issued any of the
HMS limited access permits (LAPs) to
participate in HMS longline and gillnet
fisheries.

e Mandatory Atlantic shark
identification workshops for all
federally permitted shark dealers to
train shark dealers to properly identify
shark carcasses; and

e The requirement that the second
dorsal fin and the anal fin remain on all
sharks through landing.

In 2005/2006, new stock assessments
were conducted on the LCS complex,
and sandbar, blacktip, porbeagle, and
dusky sharks. Based on the results of
those assessments, NMFS amended the
2006 Consolidated HMS FMP
(Amendment 2). NMFS implemented
management measures consistent with
recent stock assessments for sandbar,
porbeagle, dusky, and blacktip sharks
and the LCS complex. Some of the
management measures implemented in
Amendment 2 included:

¢ Initiating rebuilding plans for
porbeagle, dusky, and sandbar sharks
consistent with stock assessments;

¢ Implementing commercial quotas
and retention limits consistent with
stock assessment recommendations to
prevent overfishing and rebuild
overfished stocks;

e Modifying recreational measures to
reduce fishing mortality of overfished
stocks and stocks with overfishing
occurring;

¢ Modifying reporting requirements;

¢ Requiring that all Atlantic sharks be
offloaded with fins naturally attached;
and

¢ Collecting shark life history
information via the implementation of a
shark research program.

An SCS stock assessment was
finalized during the summer of 2007
which assessed finetooth, Atlantic
sharpnose, blacknose, and bonnethead
sharks. Based on the results of this
assessment, NMFS amended the 2006
Consolidated HMS FMP (Amendment
3). The measures in Amendment 3
included, among other things:

¢ Implementing a rebuilding plan for
blacknose sharks;

e Implementing commercial SCS
quotas consistent with stock assessment
recommendations;

e Taking action at the international
level to end overfishing of shortfin mako
sharks; and

¢ Promoting the release of shortfin
mako sharks in the recreational and
commercial fisheries.

A. Need for Action

As outlined above, since sharks have
been federally managed, there have been
many changes to the regulations and
major rules related to sharks, either
through FMP amendments or regulatory
amendments, in order to respond to
results of stock assessments, changes in
stock status, and other fishery
fluctuations. Despite modifications to
the regulations or Amendments to the
FMP in order to respond to these
changes, the Atlantic shark fishery,
particularly the LCS portion of the
fishery, continues to be faced with
problems such as commercial landings
that exceed the quotas, declining
numbers of fishing permits since limited
access was implemented, complex
regulations, “derby” fishing conditions
due to small quotas and short seasons,
increasing numbers of regulatory
discards, and declining market prices.
Rather than react to these issues every
year with a new regulation or every
other year with a new FMP amendment,
NMFS would like to be more proactive
in management and explore methods to
establish more flexible regulations that
would consider the changing needs of
the fishery. To achieve this objective,
NMFS must establish specific long-term
management goals for the shark fishery,
including the goals of rebuilding
overfished stocks, preventing
overfishing, and the other objectives of
the 2006 Consolidated HMS FMP and
its amendments. In this ANPR, NMFS
requests comments and input on what
the specific fishery goals should be and
on potential short-term and long-term
changes to the Atlantic shark fishery in
order to achieve those goals.

II. Potential Management Solutions

A. Quota Structure Changes

Several changes could be made to the
current shark quota structure. Currently,
NMEF'S calculates the total allowable
catch (TAC) for a shark species based on
stock assessments. NMFS partitions
these TACs into commercial landings,
recreational landings, and dead
discards. NMFS bases the commercial
quotas on the commercial landings
partition and adjusts them according to
rebuilding plans to end overfishing.
Within this overall quota structure,
NMFS is considering changes. NMFS is
considering, among other things:
Managing the species in complexes only

with no individual species quotas;
having species-specific quotas only;
moving species within a complex to
different complexes; re-considering
regional quotas; establishing bycatch
quotas for prohibited shark species or
protected resources; and limiting quotas
by gear type such as gillnet quotas, BLL
quotas, and recreational quotas.

Managing the species in complexes
only, with no individual species quotas,
would re-establish the method of shark
management established in the 1993
FMP. For example, the fishery could
return to an LCS complex, an SCS
complex, and a pelagic shark complex.
Managing the shark species by
complexes in this way simplified season
opening dates and the process for
setting quotas. The species complex
management approach worked well
when the stock assessments were
conducted on the complex, but became
complicated when stock assessments
began to be completed for individual
species because stock assessment
recommendations for TACs were given
for individual species rather than for the
complex. NMFS is seeking public
comment on how, if NMFS were to
return to this management structure,
quotas should be set if the stock status
of species differs within a complex.
Should the overall complex quota be
based on the species with the poorest
stock status, the best stock status, or an
average stock status? How should NMFS
determine within which complex a
species should be placed? Should the
complex be based on biology, gear type,
stock status, or something else?

If NMFS were to move forward with
species-specific quotas, this could result
in more than twenty individual shark
quotas. If each shark species had an
individual quota, the season for each
species could open and close at
different times during the year.
Currently, species-specific quotas
within the shark fishery are based on
recommendations from species-specific
stock assessments. NMFS is seeking
public comment on how, if a particular
species has no species-specific stock
assessment, the quotas should be
derived. In the SCS fishery, there is a
species-specific quota and a complex
quota, and when the species-specific
quota is caught, both the species-
specific and the complex quotas are
closed. If NMFS were to move to
individual species quotas only, should
these quotas be linked or should they
close independently of each other? If the
quotas were not linked, how should
NMEFS account for dead discards of each
species?

NMFS is considering whether
blacktip sharks should be moved from
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the LCS complex to the SCS complex
because this species tends to be caught
with the same gear as the other SCS
species, or whether this species should
be removed from the LCS complex and
managed separately. NMFS is seeking
public comment on how blacktip sharks
should be managed, including whether,
if blacktip sharks were moved to the
SCS complex, should the SCS complex
quota be adjusted? If blacktip sharks
were managed with an individual quota,
how should this quota be derived? Are
there other species that should move to
different complexes or have their own
quota?

Other possible changes to the current
shark quota structure could include re-
considering regional quotas. Currently,
the LCS quotas are separated into an
Atlantic quota and a Gulf of Mexico
quota, and the SCS and pelagic shark
fisheries have no regional quotas. In the
past, the LCS fishery was managed in
three regions: The Gulf of Mexico, North
Atlantic and South Atlantic. The
purpose of the three regions was to
provide flexibility to adjust regional
quotas to reduce mortality of juvenile
and reproductive female sharks, provide
fishing opportunities when sharks were
present in various regions, and account
for differences between species’
utilization of various pupping grounds.
When the LCS fishery was managed in
three regions, however, NMFS received
feedback from fishery participants that
this approach was not meeting the
related goals to providing fishing
opportunities. One reason for this was
because there were instances when
fishing effort would change in these
regions and NMFS would have to
transfer quota among regions to
compensate for one region’s overharvest
and another region’s underharvests of
the regional quota. Due to regional
differences in migration patterns and
seasonality of some shark species, some
fishery participants have expressed
interest in further splitting the LCS
quotas in the Atlantic and Gulf of
Mexico. NMFS is seeking public
comment on these management issues
and approaches, including: If additional
regional quotas were developed, where
should these regions occur and how
should the quotas be determined?
Similarly, if NMFS were to implement
quotas specific to gear type, such as
gillnet gear, BLL, and rod and reel, how
should these quotas be established?

B. Permit Structure Changes

Several changes could be made to the
Atlantic shark permit structure.
Currently, the directed and incidental
commercial shark permits are LAPs and
no new commercial permits are being

issued. NMFS implemented LAPs in the
1999 FMP for Atlantic Tunas, Swordfish
and Sharks to remove latent effort from
HMS commercial fisheries. As of
November 2009, there were 221 directed
permits and 282 incidental limited
access permits in the Atlantic shark
fishery. Currently, if new participants
would like to join the fishery, they must
find a participant who is willing to sell/
transfer his or her commercial permit.
There are upgrading restrictions that
apply to all directed limited access
permit holders. An owner may upgrade
a vessel with a directed limited access
permit or transfer the directed limited
access permit to another vessel only if
the upgrade or transfer does not result
in an increase in horsepower of more
than 20 percent or an increase of more
than 10 percent in length overall, gross
registered tonnage, or net tonnage from
the original qualifying vessel’s
specifications. In addition, if a permit is
expired for more than a year, the permit
becomes permanently invalid and can
no longer be renewed. NMFS therefore
is considering and seeks public
comment on management measures
such as: Permit stacking; a use or lose
permit system; and matching permit
capacity to the shark quotas.

If NMFS were to implement a permit
stacking system (as explained below),
this would likely mean that fishermen
with multiple shark LAPs could use
them concurrently on one vessel and
that the trip limits of the individual
permits could be used concurrently as
well. For example, the current non-
sandbar LCS trip limit is 33 per trip.
Under permit stacking, if two directed
shark permits were stacked onto one
vessel, that vessel would have a trip
limit of 66 non-sandbar LCS per trip.
Such a system could provide additional
opportunities and security for fishermen
who have access to more than one
permit and could provide for a more
efficient use of resources where
fishermen only need to pay fuel costs
for one vessel rather than two or more
vessels. While this approach may
provide benefits for fishermen, NMFS
also wants to explore the appropriate
limits on permit stacking. For instance,
such a system could provide for inactive
permits to be brought back into the
fishery resulting in additional effort and
exacerbating current fishing problems.
NMFS is seeking public comment on
these types of issues, including, how
many permits could be stacked onto one
vessel?” How would inactive/latent
permits be handled, and could they be
stacked onto an active vessel? Should
incidental shark permits be eligible for
stacking and could fishermen without

multiple permits be able to buy
additional permits in order to stack
them on a vessel? How would a permit
stacking system incorporate the
upgrading restrictions that are currently
in place?

If NMFS were to implement a use or
lose permit system, this may mean that
fishermen who do not use their
commercial shark permit for a specified
amount of time would lose the permit
and would be unable to re-enter the
shark fishery. NMFS is seeking public
comment and input on these types of
measures, including how and whether
this type of use or lose system should
apply to directed and incidental shark
permit holders and how long should
permits remain inactive before they are
lost. What should NMFS do with the
permits that are lost? Should those
permits be removed from the fishery
permanently or should NMFS sell those
permits to other fishermen?

Another potential solution would be
to limit the number of permits to match
the effort needed to catch the quota over
the entire year. NMFS is seeking public
comment on these types of measures,
including how and whether NMFS
could implement a permit system of this
type, and whether both inactive and
active permits could be removed from
the fishery. This type of system would
be different from the current LAP
system, as that system was designed to
remove latent effort only. If permit
numbers were matched to the amount of
quota, how should those permits be
allocated? Should the permits be given
to the most active and directed shark
fishermen (which would result in the
fewest number of permits) or to the least
active shark fishermen (which would
result in more permits but could remove
the fishermen who rely on the fishery
the most)?

C. Catch Shares

NMEF'S has received multiple
questions and requests from fishermen
and other shark fishery constituents to
consider catch shares for the Atlantic
shark fishery. Requests to consider catch
shares have come from gillnetters in
Florida and BLL fishermen in the Gulf
of Mexico. Additionally, fishermen
throughout the fishery, including
fishermen who fish only in state waters,
have asked what catch shares would
mean for the shark fishery. To be
responsive to these requests, this section
will give background information on
catch shares, including sectors, and
pose questions related to how these
programs would apply to the Atlantic
shark fishery.

“Catch share” is an umbrella term that
is used to describe fishery management
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programs that provide a portion of the
TAC to individuals, cooperatives,
communities, or other eligible entities.
Catch shares can include LAPPs, IFQs,
sectors, and fishery cooperatives. Catch
shares can address a variety of fishery
needs such as lengthening fishing
seasons, lowering operating costs,
improving market conditions,
promoting safe fishing operations,
reducing bycatch and discard mortality,
and improving quota monitoring and
timely reporting. Catch shares can also
address different fishery goals such as
eliminating overfishing, stopping derby
fishing, and improving socio-economic
conditions. In addition, catch shares can
address fishery concerns such as loss of
small boats and fleets, exclusion of
small vessel owners or new entrants,
and sustainability of fishing
communities.

Each catch share program is unique
and there are many elements to consider
when designing one for a specific
fishery. For example, the design needs
to consider eligibility or who will
participate in the catch share program,
as well as the allocation of quota shares.
When considering quota allocation, the
duration of the quota shares,
transferability of the shares, and
preventing excessive accumulation of
shares are important issues to consider.
It is also important to consider how to
protect existing fishery communities
and business sectors and ensure the
stability and participation of traditional
operations. Many catch share programs
apply to commercial fishermen, but
recreational fishermen are an important
part of most fisheries. As such, another
consideration is the allocation between
commercial and recreational fishermen
and whether shares can be moved
between those sectors. An additional
element of a catch share program that
should be considered is the monitoring
and enforcement of the program and
how to ensure compliance within the
catch share program.

When considering catch shares for the
Atlantic shark fishery, NMFS has the
following design questions: Should a
catch share program encompass all
species of Atlantic sharks? Should there
be species-specific catch share programs
within the Atlantic shark fishery?
Should NMFS consider a pilot catch
share program for certain species or
regions? If a federal shark catch share
program were implemented, how would
that work with the different states or the
Atlantic States Marine Fishery
Commission (ASMFC)? Would the states
or ASMFC have their own allocation, or
would they be included in the federal
catch share allocation? Since most of the
current catch share programs apply to

commercial fisheries, should the
recreational shark fishery be considered
for a catch share program? If so, how
would that work? If not, how would the
TAC be allocated between the two
sectors?

As described above, a catch share is
an umbrella term that describes many
types of programs. One type of catch
share program is a sector program. A
sector is a group of persons acting as an
entity to which NMFS has granted a
share or fraction of the TAC in order to
achieve objectives and goals within a
fishery consistent with an FMP. The
allocation share to a sector would be to
the group, not to individuals, and
distribution of that allocation share to
members of the group is internal to the
group and is not handled by NMFS. A
sector can negotiate and enforce plans,
agreements and contracts similar to
those required of fishing communities
and regional fishery associations. The
sector participants can select who
would participate, and participation
would be voluntary. The rules within a
sector would be set up by the sector but
would be agreed upon by NMFS. When
considering sectors for the Atlantic
shark fishery, a group of fishermen
could decide on a sector approach and
work with NMFS to design regulations
specific to that sector that addressed the
needs of the group. The regulations
within a shark sector could include
season openings and quota shares,
among other things. Anyone outside of
a sector within the shark fishery would
follow general shark regulations. For
example, for a number of years, directed
shark gillnet fishermen, because of their
experience with the gear and with
working with the Atlantic Large Whale
Take Reduction Team (ALWTRT), have
been requesting that NMFS limit access
of new participants into the shark
gillnet fishery. Under a sector scenario,
those fishermen could form a sector
with specific gillnet regulations.
Additionally, a number of fishermen
along the Atlantic Ocean and in the Gulf
of Mexico have been requesting NMFS
to re-establish regions to allow them to
fish when certain species of sharks are
in their area. Under a sector scenario,
those fishermen could form sectors (e.g.,
a North Atlantic sector and an eastern
Gulf of Mexico sector). NMFS would
then work with those sectors to
establish specific season openings and
quota allocations. Permit holders
outside the sector, even if fishing in the
same area, would not necessarily have
the same season opening or quota
availability as fishermen in that sector.

As described above, sectors are just
one type of catch share program. There
are numerous examples in the United

States and around the world of different
types of catch share programs. Such a
program is designed specifically for
each fishery to address the problems in
that fishery. Some catch share programs
that appear successful are: The Alaska
IFQ Halibut and Sablefish Program
(http://www.nmfs.noaa.gov/sfa/
domes_fish/catchshare/docs/
ak_halibut_sablefish.pdf) and the
Georges Bank Cod Hook Sector (http://
www.nmfs.noaa.gov/sfa/domes fish/
catchshare/docs/gbcod_hooksector.pdf).
NMFS is seeking public comment and
input on catch share issues, including
whether a type of catch share program
may appear to provide the most
opportunity and stability for the fishery.
Which type of catch share program
should NMFS consider or not consider
and for what reasons? For additional
information on catch shares please visit
the NOAA Fisheries Catch Shares Web
site at, http://www.nmfs.noaa.gov/sfa/
domes_fish/catchshare/index.htm.

III. Shark Management Process

In considering the above options for
the shark fishery, it is also important to
consider the different aspects of the
rulemaking process. Currently, the
Atlantic shark fishery is managed under
the 2006 Consolidated HMS FMP and
its amendments. In certain cases, NMFS
must amend the FMP; for example,
when NMFS receives new fishery
information such as new stock
assessment information indicating a
stock is overfished, NMFS must prepare
an FMP amendment in order to develop
a rebuilding plan for that particular
shark species and to end overfishing.
FMP amendments may be warranted
due to other types of new information
and generally take approximately two
years to complete and implement. The
public is involved in the amendment
process during scoping and again at the
proposed rule stage. An example of a
recent amendment is Amendment 3 to
the 2006 Consolidated HMS FMP (75 FR
30484, June 1, 2010), which was based
on the 2007 SCS stock assessment that
indicated NMFS needed to establish a
rebuilding plan and end overfishing of
blacknose sharks.

Unlike FMP amendments, regulatory
amendments are changes to the
regulations that can be made without
amending the FMP. Regulatory
amendments are often the result of new
information (e.g., the quota was filled
faster than expected) and generally take
about a year to complete and
implement. Examples of past changes
that have been made with regulatory
amendments include implementing trip
limits, implementing biological opinion
requirements, changing regional quotas,
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and changing gear operation and
deployment requirements. Regulatory
changes of this nature tend to be
reactive and result when current
management measures need to be
modified. Generally, the public is
involved at the proposed rule stage for
these types of regulatory changes.

Annual specifications are another
type of rulemaking action that NMFS
uses to adjust the annual commercial
shark quotas that are established in the
FMP. The annual specifications take
about 6 months to complete. Annual
specifications adjust the quotas based
on over- and underharvests in the
previous year(s) and establish season
opening dates for the Atlantic shark
fishery. A recent example of an annual
specification is the final rule that
established quotas and season opening
dates for the 2010 Atlantic shark
commercial fishing season based on
over- and underharvests in 2009 (75 FR
250, January 5, 2010). Depending on the
outcome of this ANPR process, NMFS
will consider rules or FMP amendments
as appropriate.

IV. Summary

This ANPR explains the Atlantic
shark management history while also
describing ongoing issues within the
shark fishery, as well as many
approaches to future management that
NMFS could implement in order to
address these issues in the future. Some
of the ideas discussed are specific
changes to the current quota and permit
structures, which could potentially be
implemented in the short-term through
a regulatory action in one to two years.
The other changes discussed include
implementing a catch share or sector
program for the Atlantic shark fishery,
which could be implemented by
amending the 2006 Consolidated HMS
FMP. It is NMFS’s goal to move forward
with proactive management for the
Atlantic shark fishery and implement a
viable and flexible solution that will
achieve specific shark fishery goals and
objectives for the future of the Atlantic
shark fishery.

V. Submission of Public Comments

The comment period for all topics
discussed in this ANPR closes on
January 14, 2011. Please see the
ADDRESSES section of this ANPR for
additional information regarding the
submission of written comments.

NMFS requests comments on the
potential adjustment of regulations or an
FMP amendment governing the Atlantic
shark quota and permit structure as well
as comments on the potential
consideration of catch shares and
sectors for the Atlantic shark fishery.

The preceding sections provide
background information regarding these
topics and ideas for potential changes.
The public is encouraged to submit
comments related to the specific ideas
and questions asked in each of the
preceding sections. NMFS is also
seeking additional ideas/solutions for
changes to the Atlantic shark fishery.
All written comments received by the
due date will be considered in drafting
proposed changes to the Atlantic shark
regulations. In developing any proposed
regulations, NMFS must consider and
analyze ecological, social, and economic
impacts. Therefore, NMFS encourages
comments that would contribute to the
required analyses, and respond to the
questions presented in this ANPR.

VI. Public Meetings

NMFS will hold six public meetings
to receive comments from fishery
participants and other members of the
public regarding this ANPR. These
meetings will be physically accessible to
people with disabilities. Request for
sign language interpretation or other
auxiliary aids should be directed to
Karyl Brewster-Geisz or LeAnn
Southward Hogan at 301-713-2347
(phone) or 301-713-19197 (fax), at least
7 days prior to the meeting. For
individuals unable to attend a meeting,
NMFS also solicits written comments on
the ANPR (see DATES and ADDRESSES).

The meeting dates, locations, and
times follow. All meetings will begin
with an opportunity for individuals to
view information on the issues raised in
this ANPR and ask questions followed
by a presentation and opportunity for
public comment.

1. September 21-23, 2010: HMS
Advisory Panel Meeting, Crowne Plaza
Hotel, 8777 Georgia Avenue, Silver
Spring, MD 20910.

2. October, 21, 2010: Ocean County
Library, Stafford Branch, 129 North
Main Street, Manahawkin, New Jersey
08050, 6—9 p.m.

3. October 26, 2010: Manteo Town
Hall, 407 Budleigh Street, Manteo,
North Carolina 27954, 6—9 p.m.

4. November 8, 2010: Belle Chasse
Auditorium, 8398 Highway 23, Belle
Chasse, Louisiana 70037, 6—9 p.m.

5. December 15, 2010: West St.
Petersburg Community Library, 6605
5th Avenue North, St. Petersburg, FL
33710, 6-9 p.m.

6. December 16, 2010: Fort Pierce
Library, 101 Melody Lane, Fort Pierce,
FL 34950, 5—8 p.m.

Classification

This action is not significant pursuant
to Executive Order 12866.

Authority: 16 U.S.C. 971 et seq. and 1801
et seq.

Dated: September 14, 2010.
Samuel D. Rauch III,

Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

[FR Doc. 2010-23438 Filed 9-17-10; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 635
[Docket No. 100622276—-0307—-02]
RIN 0648—-AY98

Atlantic Highly Migratory Species;
2011 Commercial Fishing Season and
Adaptive Management Measures for
the Atlantic Shark Fishery

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

ACTION: Proposed rule; request for
comments.

SUMMARY: This proposed rule would
establish opening dates and adjust
quotas for the 2011 fishing season for
sandbar sharks, non-sandbar large
coastal sharks (LCS), small coastal
sharks (SCS), and pelagic sharks. Quotas
will be adjusted based on the framework
established in Amendment 2 to the 2006
Consolidated Highly Migratory Species
Fishery Management Plan, which
requires adjustments for any over- and/
or underharvests experienced during the
2009 and 2010 Atlantic commercial
shark fishing seasons. In addition to
establishing opening dates and adjusting
annual quotas, this proposed rule
analyzes adaptive management
measures, such as various opening dates
for the fishing season as well as
allowing adjustments through inseason
actions in the allowable number of fish
that can be taken via trip limits, to
provide flexibility in management in
furtherance of equitable fishing
opportunities to the extent practicable
for commercial shark fishermen in all
regions and areas. The proposed
measures could affect fishing
opportunities for commercial shark
fishermen in the Atlantic and Gulf of
Mexico.

DATES: Written comments will be
accepted until October 20, 2010. NMFS
will hold four public hearings on this
proposed rule on September 22, 2010, in
Silver Spring, MD; September 27, 2010,
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in Tequesta, FL; October 4, 2010, in
Belle Chasse, LA; and a meeting on
October 6, 2010, via conference call to
receive comments from fishery
participants and other members of the
public regarding this proposed rule.

ADDRESSES: The public hearings will be
held at the Crowne Plaza Hotel, 8777
Georgia Avenue, Silver Spring, MD
20910; Tequesta Branch Library, 461
Old Dixie Highway North, Tequesta, FL
33469; Belle Chasse Auditorium, 8398
Highway 23, Belle Chasse, LA, 70037;
and via conference call at 1-800-857—
3903; passcode: 2381782.

You may submit comments, identified
by 0648—AY98, by any one of the
following methods:

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

e Fax:301-713-1917, Attn: Karyl
Brewster-Geisz or Guy DuBeck, or Jackie
Wilson at 404—-806—9188.

e Mail: 1315 East-West Highway,
Silver Spring, MD 20910. Please mark
the outside of the envelope “Comments
on the Proposed Rule To Establish
Quotas and Adaptive Management
Measures for the 2011 Atlantic Shark
Commercial Fishing Season.”

e Instructions: No comments will be
posted for public viewing until after the
comment period has closed. All
comments received are a part of the
public record and generally will be
posted to http://www.regulations.gov
without change. All Personal Identifying
Information (e.g., name, address)
voluntarily submitted by the commenter
may be publicly accessible. Do not
submit Confidential Business
Information or otherwise sensitive or
protected information.

NMFS will accept anonymous
comments (enter N/A in the required
fields, if you wish to remain
anonymous). You may submit
attachments to electronic comments in
Microsoft Word, Excel, WordPerfect, or
Adobe PDF file formats only.

FOR FURTHER INFORMATION CONTACT:
Karyl Brewster-Geisz or Guy DuBeck by
phone: 301-713-2347 or fax: 301-713—
1917, or Jackie Wilson by phone: 240—
338-3936 or fax: 404—806—9188.

SUPPLEMENTARY INFORMATION:

Background

The Atlantic shark fishery is managed
under the authority of the Magnuson-
Stevens Fishery Conservation and
Management Act (Magnuson-Stevens
Act). The 2006 Consolidated HMS FMP
and its amendments under the
Magnuson-Stevens Act are implemented
by regulations at 50 CFR part 635.

On June 24, 2008, NMFS published a
final rule (73 FR 35778, corrected at 73
FR 40658, July 15, 2008) implementing
Amendment 2 to the 2006 Consolidated
HMS FMP (Amendment 2). That final
rule established the annual quotas for
sandbar sharks, non-sandbar LCS, and
pelagic sharks, and also reduced the
annual base quotas for non-sandbar LCS
and sandbar sharks through December
31, 2012, to account for large
overharvests that occurred in 2007. The
final rule also established a shark
research fishery that allows for the
commercial harvest of sandbar sharks;
sandbar harvest is prohibited outside of
the shark research fishery. In addition,
that final rule established accounting
measures for under- and overharvests
and redefined the shark fishery regions.

On June 1, 2010, NMFS published a
final rule (75 FR 30484) implementing
Amendment 3 to the 2006 Consolidated
HMS FMP. This rule established, among
other things, new base quotas for
blacknose shark and non-blacknose SCS
fisheries.

Under Amendments 2 and 3 to the
2006 Consolidated HMS FMP, the
Atlantic shark annual quotas apply to
all areas of the Atlantic Ocean, Gulf of
Mexico, and Caribbean Sea. NMFS has
split the non-sandbar LCS quota outside
the research fishery between two
regions, the Atlantic and Gulf of
Mexico. The boundary delineating these
two regions is a line beginning on the
east coast of Florida, at the mainland, at
25°20.4" N. lat. and proceeding due east.
Any water and land to the south and
west of that boundary, including the
Caribbean, is considered, for the
purposes of quota monitoring and
setting of quotas, to be within the Gulf
of Mexico region. Any water and land
to the north and east of that boundary,
for the purposes of quota monitoring
and setting of quotas, is considered to be
within the Atlantic region.

As described below, in addition to
establishing the adjusted annual quotas,
NMFS is also proposing several changes
to the regulations regarding flexibility in
season opening dates and retention
limits. The following summarizes the
current history of the program.

In Amendment 2, NMFS decreased
the number of fishing seasons from
three seasons to one because of the
reduced quotas that were implemented
to rebuild overfished shark stocks,
prevent overfishing, and meet the other
objectives of Amendment 2. NMFS also
reduced the commercial retention limits
for non-sandbar LCS and prohibited the
retention of sandbar sharks, except in a
small shark research fishery.
Historically, sandbar sharks accounted
for majority of the sharks caught in the

directed LCS fishery. As such, as
described in Amendment 2, NMFS felt
that prohibiting sandbar sharks in
combination with low retention limits
for non-sandbar LCS would reduce the
LCS fishery to incidental levels. NMFS
expected this incidental LCS fishery
would last year-round and provide the
mid-Atlantic fishery participants the
opportunity to catch part of the non-
sandbar LCS quota during the summer
months when LCS migrate northward
and for shark fishermen, who hold
directed and incidental commercial
shark permits, to be able to land LCS
incidentally year-round as they targeted
other species in other fisheries.
However, this expectation did not
happen in the 2009 or 2010 non-sandbar
LCS fisheries as shark fishermen
continued to direct on non-sandbar LCS,
despite the low retention limits.

In 2009, all the Atlantic commercial
shark fisheries opened on January 23,
2009 (73 FR 79005, December 24, 2008).
On June 6, 2009, the non-sandbar LCS
fishery closed in the Gulf of Mexico
region (74 FR 26803, June 4, 2009). In
the Gulf of Mexico region, fishery
participants had limited opportunities
to harvest the 2009 Gulf of Mexico non-
sandbar LCS quota due to the June 6,
2009 closure of the non-sandbar LCS
fishery. State fishermen in Louisiana
were further limited due to a state water
closure from April 1-June 30.

In 2009, the non-sandbar LCS fishery
in the Atlantic region closed on July 1,
2009 (74 FR 30479, June 26, 2009). Due
to this closure, and also because of the
mid-Atlantic bottom longline (BLL)
closure in federal waters from January
1-July 31; the state water closure in
Virginia, Maryland, Delaware, and New
Jersey from May 15—July 15; and the
limited availability of non-sandbar LCS
in northern Atlantic waters at the
beginning of the year due to migratory
patterns, the fishery participants from
North Carolina and northward did not
have a non-sandbar LCS fishing season
in 2009.

In 2009, NMFS received requests to
consider delaying the 2010 non-sandbar
LCS fishing season until July in the
Atlantic region to allow more shark
fishing opportunities in the Mid-
Atlantic. NMFS delayed the opening of
the 2010 non-sandbar LCS in the
Atlantic region until July 15, 2010, in
order to allow for more equitably
distributed shark fishing opportunities
as intended by Amendment 2. It is too
early to determine if the delay in the
Atlantic region until July 15 provided
more broadly distributed opportunities
to all fishermen in that region.

For the Gulf of Mexico region in 2010,
the season opened on February 4, 2010
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(75 FR 250), and then closed six weeks
later on March 17, 2010 (75 FR 12700),
when the quota was taken. Because of
the closure and inclement weather in
the area, many fishery participants in
the region did not have opportunities to
participate in the 2010 Gulf of Mexico
non-sandbar LCS fishery.

Based on these experiences, NMFS is
considering measures in a draft
environmental assessment that would
provide NMFS annual flexibility to
extend all of the shark fishery seasons
to provide participants from all areas
expanded opportunities to harvest a
portion of the available non-sandbar
LCS shark quota in the Atlantic and
Gulf of Mexico regions. These measures
would consider criteria that could be
used to delay the opening of the fishing
season through the annual
specifications process as well as to
adjust trip limits via inseason actions to
provide expanded access to the resource
and to address ecological concerns. This
flexibility would allow NMFS to
consider unanticipated events including
large scale issues (e.g., BP/Deepwater
Horizon oil spill) or small scale issues
(e.g., inclement weather or slight shifts
in migratory patterns due to colder or
warmer water) in order to provide more
equitable fishing opportunities across
all regions to the extent practicable.

Accounting for Under- and
Overharvests

Consistent with §635.27(b)(1)(1)(A), if
the available non-sandbar LCS quota in
a particular region or in the research
fishery is exceeded in any fishing
season, NMFS will deduct an amount
equivalent to the overharvest(s) from the
quota in that region or in the research
fishery for the following fishing season
or, depending on the level of
overharvest(s), NMFS may deduct an
amount equivalent to the overharvest(s)
spread over a number of subsequent
fishing seasons to a maximum of five
years, in the specific region or research
fishery where the overharvest occurred.
If the available quota for sandbar sharks,
blacknose sharks, non-blacknose SCS,
blue sharks, porbeagle sharks, and

pelagic sharks (other than porbeagle or
blue sharks) is exceeded in any fishing
season, NMFS will deduct an amount
equivalent to the overharvest(s) from the
following fishing season quota or,
depending on the level of
overharvest(s), NMFS may deduct an
amount equivalent to the overharvest(s)
spread over a number of subsequent
fishing seasons to a maximum of five
years. If the blue shark quota is
exceeded, NMFS will reduce the annual
commercial quota for pelagic sharks by
the amount that the blue shark quota is
exceeded prior to the start of the next
fishing year or, depending on the level
of overharvest(s), deduct an amount
equivalent to the overharvest(s) spread
over a number of subsequent fishing
years to a maximum of five years.

Consistent with § 635.27(b)(1)(1)(B), if
an annual quota for sandbar sharks,
blacknose sharks, non-blacknose SCS,
blue sharks, porbeagle sharks, or pelagic
sharks (other than porbeagle or blue
sharks) is not exceeded, NMFS may
adjust the annual quota depending on
the status of the stock or quota group.

If the annual quota for non-sandbar LCS
is not exceeded in either region or in the
research fishery, NMFS may adjust the
annual quota for that region or the
research fishery depending on the status
of the stock or quota group. If the stock/
complex (e.g., sandbar sharks, porbeagle
sharks, non-sandbar LCS, blue sharks)
or specific species within a quota group
(e.g., blacktip sharks within the non-
sandbar LCS complex) is declared to be
overfished, to have overfishing
occurring, or to have an unknown
status, NMFS will not adjust the
following fishing year’s quota for any
underharvest, and the following fishing
year’s quota will be equal to the base
annual quota (or the adjusted base quota
for sandbar sharks and non-sandbar LCS
until December 31, 2012).

Currently, blacknose sharks and
sandbar sharks have been determined to
be overfished with overfishing
occurring. Porbeagle sharks have been
determined to be overfished. Blue
sharks and pelagic sharks (other than

porbeagle or blue sharks) have an
unknown stock status. Finally, blacktip
sharks in the Gulf of Mexico region were
determined to not be overfished with no
overfishing occurring. However,
blacktip sharks are included in the non-
sandbar LCS complex for the Atlantic
and Gulf of Mexico regions, the status
of which has been determined to be
unknown. As a result, no underharvests
from the 2010 Atlantic commercial
shark fishing season would be applied
to the 2011 annual quotas or adjusted
base quotas of these complexes.

Thus, the 2011 proposed quotas
would be equal to the base annual quota
for blacknose sharks, porbeagle sharks,
blue sharks, and pelagic sharks (other
than porbeagle or blue sharks) or the
adjusted base annual quota for sandbar
sharks and non-sandbar LCS, minus any
potential overharvests that occurred in
the 2009 and 2010 fishing seasons.

The non-blacknose SCS complex has
been determined to not be overfished
and has no overfishing occurring;
therefore, any underharvest from the
2010 Atlantic commercial shark fishing
season would be applied to the 2011
annual quotas or adjusted base quotas.

2011 Proposed Quotas

This rule proposes minor changes to
the overall adjusted base and annual
commercial quotas due to overharvests
that occurred in 2009 and 2010. The
proposed 2011 quotas by species and
species group are summarized in Table

Based on dealer reports received as of
July 31, 2010, the non-sandbar LCS
quota in the Gulf of Mexico region was
exceeded during the 2010 Atlantic
commercial shark fishing season. In the
final rule, NMFS will adjust the quotas
based on dealer reports received as of
October 31, 2010. Thus, all of the 2011
proposed quotas for the respective shark
complexes/species are subject to change
if any overharvests occur before the
final rule for this action. All dealer
reports that are received by NMFS after
October 31, 2010, will be used to adjust
the 2012 quotas, as appropriate.

TABLE1—2011 PROPOSED QUOTAS AND OPENING DATES FOR THE ATLANTIC SHARK FISHERIES
[All quotas and landings are dressed weight (dw), in metric tons (mt), unless specified otherwise]

Preliminary 2010

2011 Base annual

2011 Proposed

Season opening

Species group Region 2010 annual quota landings” Overharvest quota2 quota dates
(A) (B) () (D) (b-C)
Non-Sandbar Large | Gulf of Mexico ....... 390.5 (860,896 Ib 407.9 (899,896 Ib 17.4 | 390.5 (860,896 Ib 373.1 (822,536 Ib On or about Janu-

Coastal Sharks.

Atlantic

dw).
169.7 (374,121 Ib
dw).

dw).
22.2 (49,026 Ib dw)

dw).
187.8 (414,024 Ib
dw).

dw).
190.43 (419,756 Ib
dw).

ary 1, 2011.
July 15, 2011.

Non-Sandbar LCS
Research Quota.

No regional quotas

37.5 (82,673 Ib dw)

25.2 (55,487 Ib dw)

37.5 (82,673 Ib dw)

37.5 (82,673 Ib
dw).
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TABLE1—2011 PROPOSED QUOTAS AND OPENING DATES FOR THE ATLANTIC SHARK FISHERIES—Continued
[All quotas and landings are dressed weight (dw), in metric tons (mt), unless specified otherwise]

Species group

Region

2010 annual quota

(A)

Preliminary 2010
landings?

B)

Overharvest

©)

2011 Base annual
quota?

(D)

2011 Proposed
quota

(D-C)

Season opening
dates

Sandbar Research
Quota.

Non-Blacknose
Small Coastal
Sharks.

Blacknose Sharks

Blue Sharks ...........
Porbeagle Sharks

Pelagic Sharks
Other Than

No regional quotas

No regional quotas

No regional quotas
No regional quotas

No regional quotas
No regional quotas

87.9 (193,784 Ib
dw).

221.6 (488,539 Ib
dw).

19.9 (43,872 Ib dw)

273 (601,856 Ib
dw).

1.5 (3,307 Ib dw) ...

488 (1,075,856 Ib
dw).

42.6 (93,844 Ib dw)

40.0 (88,187 Ib dw)

6.8 (15,082 Ib dw)
3.4 (7,388 Ib dw) ...
1.3 (2,824 Ib dw) ...

92.9 (204,750 Ib
dw).

87.9 (193,784 Ib
dw).

221.6 (488,539 Ib
dw).

19.9 (43,872 Ib dw)

273 (601,856 Ib
dw).

1.7 (3,748 Ib dw) ...

488 (1,075,856 Ib
dw).

87.9 (193,784 Ib
dw).

221.6 (488,539 Ib
dw).

19.9 (43,872 Ib
dw).

273 (601,856 Ib
dw).

1.7 (3,748 |b dw).

488 (1,075,856 Ib
dw).

On or about Janu-
ary 1, 2011.

Porbeagle or
Blue.

1Landings are from January 1, 2010, until July 31, 2010, and are subject to change.
22010 annual base quotas for sandbar and non-sandbar LCS are the annual adjusted base quotas that are effective from July 24, 2008, until December 31, 2012

(50 CFR 635.27(b)(1)(iil) and (iv)).

3NMFS intends to adjust the 2011 quota for Atlantic non-sandbar LCS to account for the 2.6 mt dw that was over estimated in the landings report in 2010 after the

final rule establishing the 2010 quota published.

1. Proposed 2011 Quotas for Non-
Sandbar LCS and Sandbar Sharks
Within the Shark Research Fishery

The 2011 proposed commercial
quotas within the shark research fishery
are 37.5 mt dw (82,673 1b dw) for non-
sandbar LCS and 87.9 mt dw (193,784
Ib dw) for sandbar sharks. This
proposed rule would not change any of
the overall adjusted base commercial
quotas.

Within the shark research fishery, as
of July 31, 2010, preliminary reported
landings of non-sandbar LCS were at
67.1 percent (25.2 mt dw), and sandbar
shark reported landings were at 48.4
percent (42.6 mt dw). Reported landings
have not exceeded the 2010 quota to
date. Therefore, based on preliminary
estimates and consistent with the
current regulations at § 635.27(b)(1)(vii),
NMFS is not proposing to reduce 2011
quotas in the shark research fishery
based on any overharvests.

Under §635.27(b)(1)(i)(A), because
individual species, complexes, or
species within a complex have been
determined to be either overfished, have
overfishing occurring, overfished with
overfishing occurring, or have an
unknown status, underharvests for these
species and/or complexes would not be
applied to the 2011 quotas. Therefore,
NMFS proposes 2011 quotas for non-
sandbar LCS and sandbar sharks within
the shark research fishery would be 37.5
mt dw (82,673 Ib dw) and 87.9 mt dw
(193,784 1b dw), respectively.

2. Proposed 2011 Quotas for the Non-
Sandbar LCS in the Gulf of Mexico
Region

The 2011 proposed quota for non-
sandbar LCS in the Gulf of Mexico

region is 373.1 mt dw (822,536 1b dw).
As of July 31, 2010, preliminary
reported landings were at 104.5 percent
(407.9 mt dw) for non-sandbar LCS in
the Gulf of Mexico region. These
reported landings exceed the 2010 quota
by 17.4 mt dw. As such, NMFS’s
proposal deducts the overharvest from
the 2011 annual quota. Therefore, the
2011 proposed quota for non-sandbar
LCS in the Gulf of Mexico region is
373.1 mt dw (822,536 1b dw) (390.5 mt
dw annual base quota—17.4 mt dw of
2010 overage = 373.1 mt dw 2011
adjusted annual quota).

3. Proposed 2011 Quotas for the Non-
Sandbar LCS in the Atlantic Region

The 2011 proposed quota for non-
sandbar LCS in the Atlantic region is
190.4 mt dw (419,756 1b dw). As of July
31, 2010, preliminary reported landings
were at 13.1 percent (22.2 mt dw) for
non-sandbar LCS in the Atlantic region
as the commercial season opened on
July 15, 2010. In the final rule
establishing the 2010 quotas (75 FR 250,
January 5, 2010), NMFS accounted for
an overharvest of non-sandbar LCS of
18.1 mt dw (39,903 1b dw) using data
that was reported as of October 31,
2009. Between that date and December
31, 2009, the reported landings dropped
by 2.6 mt dw. This decline is due to
normal quality control procedures that
occur when updated data are supplied.
As such, in accordance with
§635.27(b)(1)(i), the amount that was
deducted from the 2010 annual quota,
based on preliminary numbers that were
later corrected, would be added to the
proposed 2011 non-sandbar LCS quota
in the Atlantic region. Thus, the 2011
proposed commercial non-sandbar LCS

quota would be 190.4 mt dw (419,756 lb
dw) (187.8 mt dw annual base quota +
2.6 mt dw 2009 over estimated landings
=190.4 mt dw 2011 adjusted annual
quota).

4. Proposed 2011 Quotas for SCS and
Pelagic Sharks

The 2011 proposed annual
commercial quotas for non-blacknose
SCS, blacknose sharks, blue sharks,
porbeagle sharks, and pelagic sharks
(other than porbeagle or blue sharks) are
221.6 mt dw (488,539 Ib dw), 19.9 mt
dw (43,872 b dw), 273 mt dw (601,856
Ib dw), 1.7 mt dw (3,748 Ib dw), and 488
mt dw (1,075,856 lb dw), respectively.

As of July 31, 2010, preliminary
reported landings of non-blacknose SCS,
blacknose sharks, blue sharks, porbeagle
sharks, and pelagic sharks (other than
porbeagle and blue sharks) were at 18
percent (40 mt dw), 34.4 percent (6.8 mt
dw), 1.2 percent (3.4 mt dw), 85 percent
(1.3 mt dw), and 19 percent (92.9 mt
dw), respectively. These landings are
within the available quotas at this time.
As described above, while NMFS may
adjust quotas for underharvests
depending on stock status, NMFS will
always adjust quotas for overharvests.

Non-blacknose SCS have not been
declared to be overfished, to have
overfishing occurring, or to have an
unknown status. As such, any
underharvests for the non-blacknose
SCS would be applied to the 2011
quotas.

All the other SCS or pelagic species
are considered overfished, to have
overfishing occurring, or to have an
unknown status. Therefore, the 2011
proposed quotas would be the base
annual quotas for non-blacknose SCS,
blacknose sharks, blue sharks, porbeagle
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sharks, and pelagic sharks (other than
blue and porbeagle sharks) (221.6 mt dw
(488,539 1b dw), 19.9 mt dw (43,872 1b
dw), 273 mt dw (601,856 1b dw), 1.7 mt
dw (3,748 Ib dw), and 488 mt dw
(1,075,856 1b dw), respectively).

Proposed Adaptive Management
Measures

Under the current regulations, the
Atlantic shark commercial fishing
seasons for each species or species
complex is anticipated to open on or
about January 1 of each year, and
continue year-round. In recent years, the
quota for some of the shark species
groups and regions has lasted only a
short period of time instead lasting year-
round as expected under Amendment 2.
For example, in the Atlantic region in
2009, the non-sandbar LCS quota lasted
for approximately six months, and in
the Gulf of Mexico in 2010, the non-
sandbar LCS quota was taken within six
weeks.

One approach to the proposed
adaptive management measures in the
environmental assessment would be to
maintain the status quo approach to
establishing trip limits (33 non-sandbar
LCS/trip) as well as consider
alternatives to allow inseason flexibility
regarding trip limits in order to extend
fishing opportunities year-round. This
approach would either maintain the
current 33 non-sandbar LCS trip limits
(sub-alternative 1A) or consider
reductions in the trip limits to help
ensure the fishing season extends
throughout the year (sub-alternatives 1B
and 1C).

A second approach would be to allow
flexibility in the opening of the season
for Atlantic shark fisheries through the
annual specifications process and
inseason actions to adjust shark trip
limits in either region to provide
expanded opportunities for constituents
across the fishery, as is the intent of
Amendment 2. In addition, having such
flexibility would help NMFS respond
throughout the management region to
any future unanticipated large and small
scale events.

This second approach was also
analyzed in Amendment 2; however, as
described in Amendment 2, NMFS did
not select this approach at that time
because NMFS felt that fishermen
would fish for non-sandbar LCS in an
incidental manner. As described earlier,
after Amendment 2, fishermen
continued to direct on non-sandbar LCS.
Neither approach would alter the
objectives in the 2006 Consolidated
HMS FMP or its Amendments. Rather,
these two approaches look at different
ways of maintaining the shark fishery
given rebuilding plans and other

management measures, such as time/
area closures, that were designed to
rebuild overfished stocks, prevent
overfishing, and provide opportunities
to fish for some shark species, as
appropriate. Neither approach would
change the overall quota, the rebuilding
plan, time/area closures, or other
management measures. Only the
opening dates and retention limits
would change under these approaches.
Thus, the main differences between the
approaches are how fast and at what
time of year the quota will be taken. In
considering these approaches, NMFS
analyzed several alternatives in the
environmental assessment.
Sub-alternative 1A, the no action
alternative, would maintain the existing
regulations for the current trip limits
established in the 2006 Consolidated
HMS FMP and its amendments. The
Atlantic shark commercial fishing
season for each species or species
complex would be anticipated to open
on or about January 1 of each year and
continue until the fishery is closed.
Additionally, over- or underharvests in
a given fishing year would be accounted
for in the following year depending on
the status of the species.
Sub-alternative 1B would allow
NMFS to modify the non-sandbar LCS
trip limit through an inseason action, if
needed, to extend the fishing season in
the Gulf of Mexico region if the
available quota is being harvested at a
rate that would not ensure a reasonable
season length. The trip limit could be
reduced from the current trip limit
established under Amendment 2 to the
2006 Consolidated HMS FMP down to
zero non-sandbar LCS per trip based on
the amount of remaining quota and the
time left in a given fishing season.
NMFS’ decision to reduce the trip limit,
and to what extent it would be reduced,
would be based on the criteria discussed
under sub-alternative 2B.
Sub-alternative 1C would modify the
non-sandbar LCS trip limit through an
inseason action, as needed, to extend
the fishing season in the Atlantic region
if the available quota is being harvested
at a rate that would not allow for a
reasonable season length. Similar to
sub-alternative 1B, the trip limit could
be reduced and decisions to reduce the
trip limit would be based on the criteria
discussed under sub-alternative 2B.
Alternative 2, the preferred
alternative, considers multiple sub-
alternatives that would revisit the
current shark management structure.
These proposed management measures
would allow flexibility in setting the
opening date of the Atlantic shark
fisheries through the annual
specifications process and allow for

more equitable fishing opportunities for
constituents across all areas. Another
proposed management measure would
provide flexibility by allowing inseason
actions to make adjustments to the non-
sandbar LCS trip limits in either region
to provide equitable opportunities for
constituents across the fishery, as is the
intent of Amendment 2.

Sub-alternative 2A, a preferred
alternative in the environmental
assessment, would establish a process
and criteria for selecting the opening
dates of the shark fisheries through the
annual specifications process in the
Atlantic and Gulf of Mexico regions.
This alternative presumes that the
quotas for some fisheries, such as the
non-sandbar LCS fisheries, would not
last the entire fishing year given that the
fishing behavior has changed since the
implementation of Amendment 2. This
alternative would provide additional
flexibility to ensure the fisheries open at
times beneficial for fishermen while
also considering the ecological needs of
the different species. Consistent with
current practice, NMFS would establish
the yearly shark quotas and announce
the opening of the fishing season
through annual rulemaking with notice
and public comment at the beginning of
each fishing season. Under this
alternative, NMFS would consider the
following criteria and other relevant
factors in establishing the opening
dates:

1. The available annual quotas for the
current fishing season for the different
species/complexes based on any over-
and/or underharvests experienced
during the previous commercial shark
fishing seasons;

2. Estimated season length based on
available quota(s) and average weekly
catch rates of different species/
complexes in the Atlantic and Gulf of
Mexico regions from the previous years;

3. Length of the season for the
different species/complexes in the
previous years and whether fishermen
were able to participate in the fishery in
those years;

4. Variations in seasonal distribution,
abundance, or migratory patterns of the
different species/complexes based on
scientific and fishery information;

5. Effects of catch rates in one part of
a region precluding vessels in another
part of that region from having a
reasonable opportunity to harvest a
portion of the different species/
complexes quotas;

6. Effects of the adjustment on
accomplishing the objectives of the 2006
Consolidated HMS FMP and its
amendments; and/or
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7. Effects of a delayed opening with
regard to fishing opportunities in other
fisheries.

Sub-alternative 2B, a preferred
alternative in the environmental
assessment, would provide NMFS the
ability to adjust the trip limits via
inseason actions based on certain
criteria. This alternative presumes that
the quotas for some fisheries, such as
the non-sandbar LCS fisheries, would
not last the entire fishing year given that
the fishing behavior has changed since
the implementation of Amendment 2
and builds in flexibility to try to extend
the availability of the quota. The goal of
the alternative is to lengthen the season
to provide, to the extent practicable,
equitable opportunities across the
fishing management region while also
considering the ecological needs of the
different species. The criteria NMFS
would consider in making adjustments
via inseason actions to trip limits in
either the Atlantic or Gulf of Mexico
regions would be the following:

1. The amount of remaining shark
quota in the relevant area or region, to
date, based on dealer reports;

2. The catch rates of the relevant
shark species/complexes, to date, based
on dealer reports;

3. Estimated date of fishery closure
based on when the landings are
projected to reach 80 percent of the
quota given the realized catch rates;

4. Effects of the adjustment on
accomplishing the objectives of the 2006
Consolidated HMS FMP and its
amendments;

5. Variations in seasonal distribution,
abundance, or migratory patterns of the
relevant shark species based on
scientific and fishery-based knowledge;
and/or,

6. Effects of catch rates in one part of
a region precluding vessels in another
part of that region from having a
reasonable opportunity to harvest a
portion of the relevant quota.

For the 2011 Atlantic commercial
shark fishing season, NMFS does not
propose to change the trip limit when
the season opens. Currently, the trip
limits are 33 non-sandbar LCS per trip
for shark directed permit holders and 3
non-sandbar LCS per trip for shark
incidental permit holders. Under sub-
alternative 2B, NMFS could later modify
the trip limits through an inseason
action with five days’ advance notice
from filing of such a change.

Proposed Fishing Season Notification
for the 2011 Atlantic Commercial Shark
Fishing Season

Based on the proposed criteria and
processes described above, NMFS
proposes that the 2011 Atlantic

commercial shark fishing season for the
shark research, non-sandbar LCS in the
Gulf of Mexico region, non-blacknose
SCS, blacknose sharks, blue sharks,
porbeagle sharks, and pelagic sharks
(other than porbeagle and blue sharks)
in the northwestern Atlantic Ocean,
including the Gulf of Mexico and the
Caribbean Sea, would open on the
effective date of the final rule for this
action. NMFS proposes to open the
Atlantic non-sandbar LCS fishery on
July 15, 2011. The delay in the Atlantic
non-sandbar LCS fishery would provide,
to the extent practicable, equitable
opportunities across the fishing
management region while also
considering the ecological needs of the
different species. Without delaying the
opening date, based on catch rates from
2009, the south Atlantic fishermen
would likely catch the regional quota
before the sharks could migrate to the
north Atlantic area.

All of the shark fisheries would
remain open until December 31, 2011,
unless NMFS determines that the
fishing season landings for sandbar
shark, non-sandbar L.CS, blacknose
sharks, non-blacknose SCS, blue sharks,
porbeagle sharks, or pelagic sharks
(other than porbeagle or blue sharks)
have reached, or are projected to reach,
80 percent of the available quota. At that
time, consistent with §635.28(b)(1),
NMFS will file for publication with the
Office of the Federal Register a notice of
closure for that shark species group and/
or region that will be effective no fewer
than 5 days from date of filing. From the
effective date and time of the closure
until NMFS announces, via a notice in
the Federal Register, that additional
quota is available, the fishery for the
shark species group and, for non-
sandbar LCS, region would remain
closed, even across fishing years,
consistent with § 635.28(b)(2).

Request for Comments

Comments on this proposed rule may
be submitted via http://
www.regulations.gov, mail, or fax.
Comments may also be submitted at a
public hearing (see Public Hearings and
Special Accommodations below). NMFS
solicits comments on this proposed rule
by October 20, 2010 (see DATES and
ADDRESSES). NMF'S will hold four
public hearings for this proposed rule.
These hearings will be physically
accessible to people with disabilities.
Requests for sign language
interpretation or other auxiliary aids
should be directed to Guy DuBeck at
(301) 713—-2347 or Jackie Wilson at (240)
338-3936 at least 7 days prior to the
hearing date. The public is reminded
that NMFS expects participants at the

public hearings to conduct themselves
appropriately. At the beginning of each
public hearing, a representative of
NMFS will explain the ground rules
(e.g., alcohol is prohibited from the
hearing room; attendees will be called to
give their comments in the order in
which they registered to speak; each
attendee will have an equal amount of
time to speak; and attendees should not
interrupt one another). The NMFS
representative will attempt to structure
the meeting so that all attending
members of the public will be able to
comment, if they so choose, regardless
of the controversial nature of the
subject(s). Attendees are expected to
respect the ground rules, and, if they do
not, they will be asked to leave the
hearing.

Classification

Pursuant to section 304(b)(1)(A) of the
Magnuson-Stevens Act, the NMFS
Assistant Administrator has determined
that the proposed rule is consistent with
the 2006 Consolidated HMS FMP and
its amendments, other provisions of the
MSA, and other applicable law, subject
to further consideration after public
comment.

NMFS prepared an environmental
assessment for this rule that discusses
the impact on the environment as a
result of this rule. In this proposed
action, NMFS is considering adding
flexibility to shark management
measures by analyzing criteria that
would allow for delays to the start of the
different shark species/complex fishing
seasons each year as well as allow for
inseason adjustments to the shark trip
limits, as appropriate, to extend the
fishing season, as necessary. These
measures are meant to provide, to the
extent practicable, equitable
opportunities across the fishing
management region while also
considering the ecological needs of the
different species. A copy of the
environmental assessment is available
from NMFS (see ADDRESSES).

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866.

An initial regulatory flexibility
analysis (IRFA) was prepared, as
required by section 603 of the RFA
(RFA). The IRFA describes the
economic impact this proposed rule, if
adopted, would have on small entities.
A description of the action, why it is
being considered, and the legal basis for
this action are contained at the
beginning of this section in the
preamble and in the SUMMARY section of
the preamble. A summary of the
analysis follows. A copy of this analysis
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is available from NMFS (see
ADDRESSES).

In compliance with section 603(b)(1)
of the Regulatory Flexibility Act, the
purpose of this proposed rulemaking is,
consistent with the Magnuson-Stevens
Act and the 2006 Consolidated HMS
FMP and its amendments, to adjust the
2011 proposed quotas for non-sandbar
LCS, sandbar sharks, blacknose sharks,
non-blacknose SCS, blue sharks,
porbeagle sharks, or pelagic sharks
(other than porbeagle or blue sharks)
based on overharvests from the previous
fishing year. An additional purpose is to
provide flexibility in the regulations to
allow for a delay in the opening of the
fishing season, and allow inseason
adjustments in the trip limits to slow
the fishery down during the season, as
necessary. This flexibility is intended to
provide, to the extent practicable,
equitable opportunities across the
fishing management region while also
considering the ecological needs of the
different species.

In compliance with section 603(b)(2)
of the Regulatory Flexibility Act, the
objectives of this proposed rulemaking
are to: (1) Adjust the annual quotas for
non-sandbar LCS in the Atlantic region
due to overestimations in the final rule
in 2010 and non-sandbar LCS in the
Gulf of Mexico region due to minor
overharvests in 2010; (2) create new
criteria and a process for selecting the
opening dates of the shark fisheries in
the Atlantic and Gulf of Mexico regions;
and (3) adjust the trip limits inseason
for non-sandbar LCS based on certain
criteria and processes.

Section 603(b)(3) requires Federal
agencies to provide an estimate of the
number of small entities to which the
rule would apply. NMFS considers all
HMS permit holders to be small entities
because they either had average annual
receipts less than $4.0 million for fish-
harvesting, average annual receipts less
than $6.5 million for charter/party
boats, 100 or fewer employees for
wholesale dealers, or 500 or fewer
employees for seafood processors. These
are the Small Business Administration
(SBA) size standards for defining a
small versus large business entity in this
industry.

The commercial shark fishery is
comprised of fishermen who hold a
shark directed or incidental limited
access permits (LAP) and the related
industries including processors, bait
houses, and equipment suppliers, all of
which NMFS considers to be small
entities according to the size standards
set by the SBA. The proposed rule
would apply to the approximately 221
directed commercial shark permit
holders, 2782 incidental commercial

shark permit holders, and 105
commercial shark dealers as of
November 5, 2009.

This proposed rule does not contain
any new reporting, recordkeeping, or
other compliance requirements (5 U.S.C.
603(b)(4)). Similarly, this proposed rule
would not conflict, duplicate, or overlap
with other relevant Federal rules (5
U.S.C. 603(b)(5)). Fishermen, dealers,
and managers in these fisheries must
comply with a number of international
agreements, domestic laws, and other
FMPs. These include, but are not
limited to, the Magnuson-Stevens Act,
the Atlantic Tunas Convention Act, the
High Seas Fishing Compliance Act, the
Marine Mammal Protection Act, the
Endangered Species Act, the National
Environmental Policy Act, the
Paperwork Reduction Act, and the
Coastal Zone Management Act. NMFS
does not believe that the new
regulations proposed to be implemented
would duplicate, overlap, or conflict
with any relevant regulations, Federal or
otherwise.

Under section 603(c), agencies are
required to describe any alternatives to
the proposed rule which accomplish the
stated objectives and which minimize
any significant economic impacts. These
impacts are discussed below and in the
Environmental Assessment for the
proposed action. Additionally, the
Regulatory Flexibility Act (5 U.S.C. 603
(c) (1)—(4)) lists four general categories
of significant alternatives that would
assist an agency in the development of
significant alternatives. These categories
of alternatives are: (1) Establishment of
differing compliance or reporting
requirements or timetables that take into
account the resources available to small
entities; (2) clarification, consolidation,
or simplification of compliance and
reporting requirements under the rule
for such small entities; (3) use of
performance rather than design
standards; and (4) exemptions from
coverage of the rule for small entities.

In order to meet the objectives of this
proposed rule, consistent with
Magnuson-Stevens Act and the
Endangered Species Act (ESA), NMFS
cannot exempt small entities or change
the reporting requirements only for
small entities. Thus, there are no
alternatives discussed that fall under the
first and fourth categories described
above. In addition, none of the
alternatives considered would result in
additional reporting or compliance
requirements (category two above).
NMEFS does not know of any
performance or design standards that
would satisfy the aforementioned
objectives of this rulemaking while,
concurrently, complying with the

Magnuson-Stevens Act. As described
below, NMFS analyzed two different
main alternatives in this proposed
rulemaking with 5 sub-alternatives and
provides justification for selection of the
preferred alternative to achieve the
desired objective.

NMEF'S considered two main
alternatives for the shark fishery in the
short term. One approach would be to
maintain the status quo approach to
establishing trip limits (33 non-sandbar
LCS/trip) as well as consider
alternatives to allow inseason flexibility
regarding trip limits in order to extend
fishing opportunities year-round
(alternative 1 and its sub-alternatives).
The other approach would be to allow
flexibility in the opening of the season
for Atlantic shark fisheries through the
annual specifications process and allow
adjustments via inseason actions to
shark trip limits in either region to
provide expanded opportunities for
constituents across the fishery, as is the
intent of Amendment 2 (alternative 2
and its sub-alternatives).

Under alternative 1, NMFS
considered three sub-alternatives. Sub-
alternative 1A, the No Action
alternative, would maintain the current
vessel trip regulations for non-sandbar
LCS. This would result in no additional
impacts to small entities. Limited access
directed shark permit holders would
continue to be able to land up to 33 non-
sandbar LCS per trip. On average,
between 2008 and 2009, approximately
