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

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

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 52
[Document No. AMS-FV-08-0075]
RIN 0581—-AC89

Country of Origin Labeling of Packed
Honey

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This final rule adopts an
interim rule, with change, establishing
new regulations addressing country of
origin labeling for packed honey bearing
any official USDA mark or statement.
Also, the rule added a new cause for
debarment from inspection and
certification service for honey if country
of origin labeling requirements are not
met for packages of honey containing
official USDA grade marks or
statements. The rule was necessary
because section 10402 of the Food,
Conservation and Energy Act of 2008
(2008 Farm Bill) amended the
Agricultural Marketing Act of 1946 to
require country of origin labeling for
honey if it contains official USDA grade
marks or statements.

DATES: Effective Date: February 3, 2011.
FOR FURTHER INFORMATION CONTACT:
Chere L. Shorter by phone at (202) 720-
4693 or e-mail to
Chere.Shorter@ams.usda.gov.

SUPPLEMENTARY INFORMATION: The
regulations governing inspection and
certification of processed fruits and
vegetables 7 CFR part 52, were amended
by an interim final rule published in the
Federal Register on July 8, 2009 (74 FR
32389) to include provisions for country
of origin labeling requirements for
packed honey; and for debarment of
services if the country of origin labeling
requirements are not met for packages of

honey containing official USDA grade
marks or statements. The interim final
rule became effective on October 6,
2009.

Section 10402 of the 2008 Farm Bill
(Pub. L. 110-246) amended section
1622(h) of the Agricultural Marketing
Act of 1946, (7 U.S.C. 1621-1627, 1635—
1638), to require that all packed honey
bearing any official USDA mark or
statement also bear “legibly and
permanently in close proximity (such as
on the same side(s) or surface(s)) to the
certificate, mark, or statement, and in at
least a comparable size, the [country or]
countries of origin of the lot or container
of honey, preceded by the words
‘Product of’ or other words of similar
meaning.” Section 10402 also
establishes that a violation of the
labeling requirements may be deemed
by the Secretary of Agriculture to be
sufficient cause for debarment from the
benefits of the Act, only with respect to
honey, and that the honey amendments
shall take effect one year after the date
of enactment of the 2008 Farm Bill,
which is June 18, 2009.

The Act authorizes official inspection,
grading, and certification for processed
fruits, vegetables, and processed
products made from them. This
amendment to the Act required the
amendment of the regulations in 7 CFR
part 52, which provide for official
inspection and certification services
with respect to processed fruit,
vegetables, and miscellaneous products
and the fees charged for such services.
Section 52.53 describes and illustrates
the use of approved certification marks.
Section 52.54 lists the acts or practices
that may cause debarment by the
Administrator of any person from any
benefits of the Act for a specified period
of time. These include: (1) Fraud or
misrepresentation in filing an
application; submission of samples; use
of an inspection report or certificate; use
of the words “Packed under continuous
inspection of the U.S. Department of
Agriculture,” any legend signifying that
the product has been officially
inspected, any statement of grade or
similar words; use of a facsimile form;
(2) willful violations of the regulations;
or (3) interfering with an inspector,
inspector’s aid, or licensed sampler.
Pursuant to the amendment of the Act
by the 2008 Farm Bill, section 52.54 was
amended to add a new paragraph
providing for debarment of services if

the country of origin labeling
requirements are not met for honey.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule is not intended
to have a retroactive effect. There are no
administrative procedures which must
be exhausted prior to any judicial
challenge to the provisions of this rule.

Executive Order 12866

This rule has been determined to be
not significant for purposes of Executive
Order 12866 and, therefore, has not
been reviewed by the Office of
Management and Budget (OMB).

Regulatory Flexibility Act and
Paperwork Reduction Act

As required by the Regulatory
Flexibility Act (5 U.S.C. 601-612) the
Agricultural Marketing Service (AMS)
has prepared a regulatory flexibility
analysis.

AMS estimates that there are between
139,600 and 212,000 beekeepers in the
United States. The vast majority of
beekeepers (95 percent) are hobbyists
with fewer than 25 hives, or bee
colonies, and about 4 percent are part-
time beekeepers who keep from 25 to
299 hives. Together, hobbyists and part-
time beekeepers account for about 50
percent of bee colonies and about 40
percent of honey produced. Commercial
beekeepers are those with 300 or more
bee colonies. There are approximately
1,600 commercial beekeeping
operations in the United States, which
produce about 60 percent of the nation’s
honey.

AMS believes that there are
approximately 2,700 producers of
honey, 41 handlers/packers, and 614
importers of honey and honey products.
The Small Business Administration [13
CFR 121.201] defines small agricultural
producers as those having annual
receipts of $750,000 or less annually
and small agricultural service firms as
those having annual receipts of $7
million or less. Using these criteria,
most producers and handlers/packers
would be considered small businesses,
while most importers would not.

National Agricultural Statistics
Service (NASS) data report that U.S.
production of honey, from producers
with five or more colonies, totaled 144
million pounds in 2009, representing a
decrease of 14 percent from 2004. The
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number of U.S. bee colonies producing
honey in 2009 was 2.4 million (based on
beekeepers who manage five or more
colonies).

The average annual yield per colony
was 58.5 pounds of honey. The average
producer price per pound was $1.44.
The 2009 honey crop was valued at
more than $208.2 million.

The top six honey producing States in
2009 were North Dakota, South Dakota,
California, Florida, Minnesota, and
Montana. NASS reported the value of
honey sold from these six States in 2009
was $144,843 and the volume produced
was 101,697,000 pounds.

Based on data fgom Department of
Commerce, U.S. Census Bureau, Foreign
Trade Statistics, seventeen countries
produced more than 98 percent of the
honey imported into the U.S. In 2009,
six of these countries produced over 80
percent of the total honey imported into
the United States. These countries and
their share of the imports are Brazil (19
percent), Vietnam (18 percent), India (14
percent), Argentina (11 percent),
Malaysia (9 percent), and Canada (9
percent). Imports accounted for 62
percent of U.S. consumption in 2006, an
increase of 18 percent, up from 51
percent since 2002. The United States is
one of the world’s largest markets for
industrial honey. This sector accounts
for approximately 45 percent of total
domestic consumption. The primary
users of industrial honey are bakery,
health food, and cereal manufacturers.
Other users such as the food service
industry account for another 10 percent
of domestic consumption. Individual
consumers who purchase small amounts
of honey for personal use also
significantly contribute to overall
consumption in the United States.

USDA grades for honey are not
mandatory, but beekeepers, handlers/
packers labeling honey as a particular
grade are responsible for the accuracy of
the label. The U.S. Standards for Grades
of Honey are located on the AMS Web
site at http://www.ams.usda.gov/
processedinspection.

The Act authorizes the inspection,
certification, and identification of class,
quality, quantity, and condition of
agricultural commodities, under the
Act, no person is required to use the
services.

The 2008 Farm Bill amended the Act
to require that packaged honey bearing
a grade mark or statement, continuous
inspection mark or statement, sampling
mark or statement, or any combination
of marks or statements of the
Department of Agriculture, must also
bear the one or more names of the
countries of origin of the lot or container
of honey legibly and permanently in

close proximity to and at least in
comparable size to the mark or
statement.

Under the existing regulations
governing the inspection and grading of
processed fruits, vegetables, and
miscellaneous products, section 52.53
provides for the use of approved
identification marks and paragraph (h)
describes or lists prohibited uses of
approved identification. Section
52.53(h) provides that, except for
officially inspected or otherwise
approved products, no label or
advertising material used upon, or in
conjunction with, a processed product
shall bear a brand name, trademark,
product name, company name, or any
other descriptive material as it relates or
alludes to any official U.S. Department
of Agriculture certificate of quality or
loading, grade mark, grade statement
(except honey and maple syrup which
may bear such grade mark or statement),
continuous inspection mark, continuous
inspection statement, sampling mark or
sampling statement or combinations of
one or more of the above. Therefore,
honey and maple syrup may bear
official USDA grade marks without
official inspection.

This rule applies to domestic as well
as foreign sources of honey. Under this
rule, any honey that has an official U.S.
grade mark must include in its label the
country of origin in letters at least the
same size and in close proximity to the
grade mark. For example, if foreign or
domestic honey were labeled U.S. Grade
A, then it would have to identify its
country or countries of origin.
Conversely, if the honey is not officially
grade labeled, the country of origin
labeling is not necessary whether the
honey is domestic or foreign. This
discussion has been clarified from that
which appeared in the interim rule.

AMS believes that under current
industry labeling practices, packages of
honey that include the official U.S.
grade marks, in most cases, also include
country of origin labeling. However,
country of origin information usually is
located on the back of the package. The
Act requires that all honey bearing any
official USDA mark or statement also
bear legibly and permanently in close
proximity (such as on the same side(s)
or surface(s)) to the certificate, mark, or
statement, and in at least a comparable
size, the country or countries of origin
of the lot or container of honey,
preceded by the words “Product of” or
other words of similar meaning.

Because honey does not require
official inspection in order to carry
official USDA grade marks and since
there are no existing programs that
require the official inspection and

certification of honey, AMS believes
that there will be little, if any, impact on
the honey industry or small producers,
except if a handler or importer is
carrying official marks on their labels
beyond the date that this rule is
effective and has not reconfigured their
labels. AMS believes that product
labeling changes normally involve
reconfiguring labeling without
substantial costs and without having to
purchase new equipment.

With regard to alternatives to this
rule, section 10402 of the 2008 Farm
Bill amends the Act, which requires
AMS to amend its regulations.

Enforcement will be handled by AMS
if it receives complaints. All complaints
will be turned over to our Compliance
and Analysis Program (Compliance)
who will investigate the alleged
violation. Compliance would then
determine the validity of the complaint,
and appropriate action would be taken.

The Agency has identified some
Federal rules that may conceivably be
viewed to duplicate or overlap with this
rule. Under pre-existing Federal laws
and regulations, country of origin
labeling is required by the Tariff Act of
1930, 19 U.S.C. 1304(a) and CBP
Regulations, 19 CFR part 134.

Such requirements are enforced by
the U.S. Customs and Border protection
(CPB) as authorized by the Tariff Act of
1930 and CBP regulations (19 U.S.C.
1304(a) and 19 CFR part 134. This law
requires that every imported item must
be conspicuously and indelibly marked
in English to indicate to the ultimate
purchaser its country of origin.

Summary of Comments

AMS received six comments; four
commenters were in favor and two
opposed the rule.

Three commenters requested that a
requirement for country of origin and
country of process be placed on all
containers of honey. The statute
provides only for identification of
country of origin as previously
discussed, when packages of honey bear
official USDA marks or statements.
Accordingly, these comments were not
adopted.

One commenter stated that COOL
should be required for all other bee
products intended to be ingested
(including bee pollen, royal jelly, etc.),
that are offered for sale in the U.S.
including any containers that have been
repackaged from bulk containers
shipped to or processed in the U.S.
However, the country of origin
amendment to the 1946 Act is only
applicable to packaged honey.
Nonetheless, country of origin labeling
is required for imported products under
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the Tariff Act of 1930 and CBP
regulations. Accordingly, these
comments were not adopted.

One commenter requested that added
ingredients be included on the labels.
The labeling of added ingredients was
not included in the 2008 Farm Bill
amendment. The U.S. Food and Drug
Administration regulates the labeling of
food products. (See 21 CFR 101.4.)
Accordingly this comment was not
adopted.

One commenter requested that
additional time be granted to allow
domestic packers to exhaust current
inventories of labels. The commenter
stated that packers order labels in large
quantities to effect cost savings and
estimated that many domestic packers
will need at least one year to use up
current supplies and that an additional
six months would be required for this
stock to be sold from retailers’ shelves.
The new rule also affects packers of
domestic honey, who are now required
to include country of origin on their
labels; formerly, only imported product
required a COOL declaration.

As stated in the interim rule, the
Department provided a 90-day period
for packers to exhaust current
inventories of labels. The Department
believes this is a reasonable amount of
time to allow packaged honey bearing
any USDA mark or statement already in
the chain of commerce to clear the
system and allow the honey industry
time to reconfigure labels as
appropriate. Enforcement will be
handled by AMS if it receives
complaints. All complaints will be
turned over to the AMS Compliance and
Analysis Program (Compliance) who
will investigate the alleged violation.
Compliance will then determine the
validity of the complaint and
appropriate action to be taken.

One commenter asked if the country
of origin can be abbreviated on the label.
AMS considers generic abbreviations as
appropriate if they comply with CBP
requirements.

AMS has reviewed this rule pursuant
to the Paperwork Reduction Act (44
U.S.C. 3501-3520), and has determined
that there are no additional information
collection requirements imposed by this
rule.

List of Subjects in 7 CFR Part 52

Food grades and standards, Food
labeling, Honey, Miscellaneous
products, Debarment of services,
Reporting and recordkeeping
requirements, Approved identification,
Country of origin labeling, and
Prohibited uses of approved
identification.

m For the reasons set forth in the
preamble, 7 CFR part 52 is amended as
follows:

PART 52—PROCESSED FRUITS AND
VEGETABLES, PROCESSED
PRODUCTS THEREOF, AND CERTAIN
OTHER PROCESSED FOOD
PRODUCTS

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

Authority: 7 U.S.C. 1621-1627.

m 2. Section 52.54 is revised to read as
follows:

§52.54 Debarment of services.

(a) The following acts or practices, or
the causing thereof, may be deemed
sufficient cause for the debarment, by
the Administrator, of any person,
including any agents, officers,
subsidiaries, or affiliates of such person,
from any or all benefits of the Act for
a specified period. The Rules of Practice
Governing Formal Adjudicatory
Proceedings Instituted by the Secretary
Under Various Statutes set forth in
§§1.130 through 1.151 of this title and
the Supplemental Rules of Practice in
part 50 of this chapter shall be
applicable to such debarment action.

(1) Fraud or misrepresentation. Any
misrepresentation or deceptive or
fraudulent practice or act found to be
made or committed in connection with:

(i) The making or filing of an
application for any inspection service;

(ii) The submission of samples for
inspection;

(1ii) The use of any inspection report
or any inspection certificate, or appeal
inspection certificate issued under the
regulations in this part;

(iv) The use of the words “Packed
under continuous inspection of the U.S.
Department of Agriculture,” any legend
signifying that the product has been
officially inspected, any statement of
grade or words of similar import in the
labeling or advertising of any processed
product;

(v) The use of a facsimile form which
simulates in whole or in part any
official U.S. certificate for the purpose
of purporting to evidence the U.S. grade
of any processed product.

(2) Willful violation of the regulations
in this subpart. Willful violation of the
provisions of this part of the Act.

(i) Country of origin labeling for
packed honey. The use of a label or
advertising material on, or in
conjunction with, packaged honey that
bears any official certificate of quality,
grade mark or statement, continuous
inspection mark or statement, sampling
mark or statement, or any combination
of the certificates, marks, or statements

of the Department of Agriculture is
hereby prohibited unless there appears
legibly and permanently in close
proximity (such as on the same side(s)
or surface(s)) to the certificate, mark, or
statement, and in at least a comparable
size, the one or more names of the one
or more countries of origin of the lot or
container of honey, preceded by the
words ‘Product of’ or other words of
similar meaning.

(A) A violation of the requirements of
this section may be deemed by the
Secretary to be sufficient cause for
debarment from the benefits of the
regulations governing inspection and
certification only with respect to honey.

(3) Interfering with an inspector,
inspector’s aid, or licensed sampler.
Any interference with, obstruction of, or
attempted interference with, or
attempted obstruction of any inspector,
inspector’s aide, or licensed sampler in
the performance of his duties by
intimidation, threat, assault, bribery, or
any other means—real or imagined.

Dated: December 22, 2010.
Rayne Pegg,

Administrator, Agricultural Marketing
Service.

[FR Doc. 2010-33137 Filed 1-3—11; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-1286; Directorate
Identifier 2010-CE-064-AD; Amendment
39-16563; AD 86-25-07 R1]

RIN 2120-AA64

Airworthiness Directives; ROLLADEN-
SCHNEIDER Flugzeugbau GmbH
Model LS6 Gliders

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: We are rescinding an existing
airworthiness directive (AD) for the
products listed above. The existing AD
resulted from mandatory continuing
airworthiness information (MCAI)
issued by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

During flights at speeds between 250 to 270
km/h (135 to 145 kts) aileron flutter occurred
resulting in damage of control stick
attachment.



254

Federal Register/Vol. 76, No. 2/Tuesday, January 4, 2011/Rules and Regulations

Since issuance of that AD, we have
determined that the AD is not
applicable because the Model LS6 is not
type certificated in the United States.

DATES: This AD is effective January 19,
2011.

We must receive comments on this
AD by February 18, 2011.

ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:202—-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Office (phone: 800-647—
5527) is in the ADDRESSES section.
Comments will be available in the AD
docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT: Jim

Rutherford, Aerospace Engineer, Small

Airplane Directorate, FAA, 901 Locust,

Room 301, Kansas City, Missouri 64106;
phone: (816) 329-4165; fax: (816) 329—

4090; e-mail: jim.rutherford@faa.gov.

SUPPLEMENTARY INFORMATION:
Discussion

In 1986, we issued AD 86—-25-07,
Amendment 39-5487 (51 FR 44901,
December 15, 1986). That AD required
actions intended to address an unsafe
condition on the products listed above.
Since we issued AD 86—25-07, we have
determined that the AD is not
applicable because the only version of
the Model LS6 type certificated in the
United States is the Model LS6-c. Since
the Model LS6 is not type certificated in
the United States, there are no airplanes
affected by that AD. We have also
determined that the unsafe condition
does not exist in the Model LS6-c
gliders.

FAA’s Determination

We are issuing this AD rescission
because we evaluated all the relevant
information and determined the existing
AD is not applicable to the Model LS6
glider, and the unsafe condition
described previously is not likely to
exist or develop in the Model LS6-c
gliders type design.

FAA'’s Justification and Determination
of the Effective Date

AD 86-25-07 is not applicable to the
Model LS6 because it is not type
certificated in the United States.
Therefore, we find that notice and
opportunity for prior public comment
are unnecessary and that good cause
exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this is a final rule that was
not preceded by notice and an
opportunity for public comment, we
invite you to submit any written
relevant data, views, or arguments
regarding this AD. Send your comments
to an address listed under the
ADDRESSES section. Include the docket
number FAA-2010-1286 and
Directorate Identifier 2010—-CE-064—AD
at the beginning of your comments. We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

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

We are issuing this rulemaking under
the authority described in subtitle VII,
part A, subpart III, section 44701:
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition

that is likely to exist or develop on
products identified in this rulemaking
action.
Regulatory Findings

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

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

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

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

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

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

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
rescinding AD 86-25—07, Amendment
39-5487 (51 FR 44901, December 15,
1986):

86-25-07 R1 ROLLADEN-SCHNEIDER
Flugzeugbau GmbH: Amendment 39—
16563; Docket No. FAA—-2010-1286;
Directorate Identifier 2010-CE-064—AD.

Effective Date

(a) This AD is effective January 19, 2011.
Affected ADs

(b) This AD rescinds AD 86—25-07.
Applicability

(c) This AD rescission applies to Model
LS6 gliders, all serial numbers, that are
certified in any category.
Subject

(d) Joint Aircraft System Component
(JASC)/Air Transport Association (ATA) of
America Code 27, Flight Controls.
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Issued in Kansas City, Missouri, on
December 21, 2010.

Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2010-32798 Filed 1-3-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-0829; Directorate
Identifier 2010-NE-23-AD; Amendment 39—
16524; AD 2010-24-05]

RIN 2120-AA64

Airworthiness Directives; Pratt &
Whitney Canada Corp. (P&WC)
PW305A and PW305B Turbofan
Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: The FAA is correcting an
airworthiness directive (AD) that
published in the Federal Register. That
AD applies to the products listed above.
The agency docket No. and the engine
type in the subject heading and
paragraph (c) in the Summary section
and the Regulatory text are incorrect.
This document corrects that error. In all
other respects, the original document
remains the same.

DATES: This final rule is effective
January 3, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at hitp://
www.regulations.gov; or in person at the
Docket Management Facility between

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

FOR FURTHER INFORMATION CONTACT:
James Lawrence, Aerospace Engineer,
Engine Certification Office, FAA, 12
New England Executive Park,
Burlington, MA 01803; phone: (781)
238-7176; fax: (781) 238—7199; e-mail:
james.lawrence@faa.gov.
SUPPLEMENTARY INFORMATION:
Airworthiness Directive 2010-24—05,
amendment 39-16524 (75 FR 72653,
November 26, 2010), currently requires

updating the airworthiness limitations
section of the engine maintenance
manuals for Pratt & Whitney Canada
(P&WC) PW305A and PW305B turbofan
engines.

As published, the agency docket No.
in the Summary section and the engine
type in the Summary section and in the
Regulatory text are incorrect.

No other part of the preamble or
regulatory information has been
changed; therefore, only the changed
portion of the final rule is being
published in the Federal Register.

The effective date of this AD remains
January 3, 2011.

Correction of Non-Regulatory Text

In the Federal Register of November
26, 2010, AD 2010-24—05; Amendment
39-16524 is corrected as follows:

On page 72653, in the third column,
on line 19 under 14 CFR Part 39, change
“Docket No. FAA-2010-0892” to
“Docket No. FAA-2010-0829”.

On page 72653, in the third column,
on line 25 under 14 CFR Part 39, change
“PW305A and PW305B Turboprop” to
“PW305A and PW305B Turbofan”.

Correction of Regulatory Text

§39.13 [Corrected]

m In the Federal Register of November
26, 2010, on page 72655, in the first
column, paragraph (c) of AD 2010-24—
05 is corrected to read as follows:

* * * * *

(c) This AD applies to Pratt & Whitney
Canada Corp. (P&WC) PW305A and PW305B
turbofan engines with certain impellers, part
numbers (P/Ns) 30B2185, 30B2486,
30B2858-01, or 30B4565—01 installed. These
engines are installed on, but not limited to,
Hawker-Beech Corporation BAe.125 series
1000A, 1000B, and Hawker 1000 airplanes
and Learjet Inc. Learjet 60 airplanes.

* * * * *

Issued in Burlington, Massachusetts, on
December 22, 2010.

Peter A. White,

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

[FR Doc. 2010-33171 Filed 1-3-11; 8:45 am]
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Parts 275 and 279
[Release No. IA-3129; File No. S7-10-00]
RIN 3235-Al17

Amendments To Form ADV; Extension
of Compliance Date

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule; extension of
compliance date.

SUMMARY: The Securities and Exchange
Commission is extending the
compliance date for Part 2B of Form
ADV, the brochure supplement, and for
certain rule provisions that relate to the
delivery of brochure supplements. The
Commission is extending the
compliance date generally for four
months to provide certain investment
advisers additional time to design, test
and implement systems and controls to
satisfy their obligations to prepare and
deliver brochure supplements.

DATES: The effective date for
amendments to Part 2 of Form ADV and
related rules under the Advisers Act
remains October 12, 2010. The
compliance date for Form ADV, Part 2B
and the provisions of rule 204-3
concerning the delivery of brochure
supplements is extended generally for
four months as described in the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
Vivien Liu, Senior Counsel, or Daniel
Kahl, Branch Chief, at (202) 551-6787 or
IArules@sec.gov, Office of Investment
Adviser Regulation, Division of
Investment Management, U.S. Securities
and Exchange Commission, 100 F
Street, NE., Washington, DC 20549—
8549.

SUPPLEMENTARY INFORMATION: On July
28, 2010, the Commission adopted
amendments to Part 2 of Form ADV [17
CFR 279.1], and related rules under the
Investment Advisers Act of 1940 [15
U.S.C. 80b] (“Advisers Act”),! to require
registered investment advisers to
provide clients with a brochure and
brochure supplements written in plain
English (“Adopting Release”).2 The
brochure contains information about the
advisory firm, whereas the brochure
supplement contains information about
the advisory personnel on whom clients
rely for investment advice.

When we adopted amendments to
Form ADV last July, we established two
separate compliance dates for delivering
brochure supplements. New investment
adviser registrants, i.e., those that apply
for registration on or after January 1,
2011, would begin providing brochure
supplements to clients upon registering.
Existing investment adviser registrants
would provide brochure supplements to
new and prospective clients upon filing
their annual updating amendment to

1See e.g., rule 204-3 [17 CFR 275.204-3], which
requires registered advisers to deliver brochures
and brochure supplements.

2 Amendments to Form ADV, Investment
Advisers Act Rel. No. 3060 (July 28, 2010) [75 FR
49234 (Aug. 12, 2010)].
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Form ADV for fiscal year ends
beginning on December 31, 2010, and to
existing clients within 60 days of filing
the annual updating amendment. Most
registered advisers have fiscal years
ending on December 31 and must, as a
result, file an annual updating
amendment by March 31, 2011.3 Absent
an extension of the compliance date,
these advisers would be required to
deliver their first brochure supplements
to new and prospective clients no later
than March 31, 2011 and to existing
clients no later than May 31, 2011.

We have received correspondence
from the Securities Industry and
Financial Markets Association
(“SIFMA?”), requesting that we delay the
compliance date for at least an
additional four months, until July 31,
2011, solely with respect to
requirements regarding delivery of the
brochure supplement.* SIFMA asserts
that preparing and disseminating
brochures with respect to thousands of
supervised persons to tens of thousands
of clients presents its members with
substantial logistical challenges in
meeting the compliance date. It asserts
that its members need additional time to
design, test and implement systems and
controls that will assure that each client
receives an accurate brochure
supplement with respect to the
supervised person who provides advice
to that client.

Based on the concerns expressed in
the correspondence, and in light of
similar concerns that have been
expressed by other investment advisers
to our staff, we are persuaded that a
limited extension of the compliance
date for the delivery of brochure
supplements for existing registered
advisers is appropriate.> We have based
this decision on the information SIFMA
has provided and our experience in
overseeing the industry. In addition, to
provide consistent treatment for newly
registering advisers, we are also
persuaded that the limited extension of
the compliance date for the delivery of
brochure supplements is appropriate for
these advisers as well. We are not
extending the compliance date for the

3Based on Investment Adviser Registration
Depository data as of December 1, 2010, 92% of
SEC-registered investment advisers report a
December fiscal year end.

4+Memorandum from Morgan Lewis on behalf of
certain SIFMA member firms dated Dec. 16, 2010
available at http://www.sec.gov/rules/proposed/
$71000.shtml.

5The North American Securities Administrators
Association has recommended that the State
securities authorities provide the same extension
for State-registered investment advisers. However,
State-registered advisers should contact the States
where they are registered to confirm compliance
dates.

filing and delivery of the brochure
required by Part 2A of Form ADV and
related rules under the Advisers Act,
which is required for newly registering
investment advisers beginning on
January 1, 2011, and for existing
registered advisers when they file their
annual updating amendments for fiscal
years ending on and after December 31,
2010.

Accordingly, the Commission believes
it is appropriate to modify and extend
the compliance date for brochure
supplements for the following
investment advisers: 6

Existing Registered Investment
Advisers. All investment advisers
registered with the Commission as of
December 31, 2010, and having a fiscal
year ending on December 31, 2010
through April 30, 2011, have until July
31, 2011, to begin delivering brochure
supplements to new and prospective
clients. These advisers have until
September 30, 2011 to deliver brochure
supplements to existing clients. The
compliance dates for delivering
brochure supplements for existing
registered investment advisers with
fiscal years ending after April 30, 2011
remain unchanged.

Newly-registered Investment Advisers.
All newly registered investment
advisers filing their applications for
registration from January 1, 2011
through April 30, 2011, have until May
1, 2011 to begin delivering brochure
supplements to new and prospective
clients. These advisers have until July 1,
2011 to deliver brochure supplements to
existing clients. The compliance dates
for delivering brochure supplements for
newly-registered investment advisers
filing applications for registration after
April 30, 2011 remain unchanged.

The Commission finds that, for good
cause and the reasons cited above,
including the brief length of the
extension we are granting, notice and
solicitation of comment regarding the
extension of the compliance date for
Part 2B of Form ADV and the provisions
of rule 204-3 that relate to the delivery
of brochure supplements are
impracticable, unnecessary, or contrary
to the public interest.” In this regard, the

6 Advisers may choose to deliver brochure
supplements earlier than the dates outlined in this
release.

7 See Section 553(b)(3)(B) of the Administrative
Procedure Act (5 U.S.C. 553(b)(3)(B)) (“APA”) (an
agency may dispense with prior notice and
comment when it finds, for good cause, that notice
and comment are “impracticable, unnecessary, or
contrary to the public interest”). This finding also
satisfies the requirements of 5 U.S.C. 808(2),
allowing the rules to become effective
notwithstanding the requirement of 5 U.S.C. 801 (if
a Federal agency finds that notice and public
comment are “impractical, unnecessary or contrary

Commission also notes that investment
advisers need to be informed as soon as
possible of the extension and its length
in order to plan and adjust their
implementation process accordingly.
Dated: December 28, 2010.
By the Commission.
Elizabeth M. Murphy,
Secretary.
[FR Doc. 2010-33142 Filed 1-3—11; 8:45 am]
BILLING CODE 8011-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 50
[Docket No. FDA-2009-N-0592]
RIN No. 0910-AG32

Informed Consent Elements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
current informed consent regulations to
require that informed consent
documents and processes for applicable
drug (including biological products) and
device clinical trials include a specific
statement that clinical trial information
will be entered into a databank. The
databank referred to in this final rule is
the clinical trial registry databank
maintained by the National Institutes of
Health/National Library of Medicine
(NIH/NLM) which was created by
statute. The submission of clinical trial
information to this data bank also is
required by statute. This amendment to
the informed consent regulations is
required by the Food and Drug
Administration Amendments Act of
2007 (FDAAA) and is designed to
promote transparency of clinical
research to participants and patients.

DATES: Effective date: This rule is
effective March 7, 2011.

to the public interest,” a rule “shall take effect at
such time as the Federal agency promulgating the
rule determines”). Also, because the Regulatory
Flexibility Act (5 U.S.C. 601-612) only requires
agencies to prepare analyses when the
Administrative Procedures Act requires general
notice of rulemaking, that Act does not apply to the
actions that we are taking in this release. The
change to the compliance date is effective upon
publication in the Federal Register. This date is less
than 30 days after publication in the Federal
Register, in accordance with the APA, which allows
effectiveness in less than 30 days after publication
for “a substantive rule which grants or recognizes
an exemption or relieves a restriction.” See 5 U.S.C.
553(d)(1).
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Compliance date: The compliance
date of this final rule is March 7, 2012,
for clinical trials that are initiated on or
after the compliance date. See section III
of this document for an additional
explanation of the compliance date and
required implementation of this final
rule.

FOR FURTHER INFORMATION CONTACT:
Jarilyn Dupont, Office of Policy, Office
of Commissioner, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, rm. 4248, Silver Spring,
MD 20993-0002, 301-796—4830.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Introduction

II. Overview of the Final Rule

III. Compliance Date

IV. Comments on the Proposed Rule
V. Legal Authority and Enforcement
VI. Environmental Analysis

VII. Analysis of Impacts

VIIL Paperwork Reduction Act

IX. Federalism

X. References

I. Introduction

In the Federal Register of December
29, 2009 (74 FR 68750), FDA issued a
notice of proposed rulemaking (NPRM)
to amend 21 CFR 50.25, its regulations
governing informed consent documents
and processes. This final rule revises the
current informed consent regulations to
require a new element for informed
consent documents and processes that
will inform the potential clinical trial
participant that information about
applicable clinical trials has been, or
will be, entered into a databank that is
publicly accessible at http://
www.ClinicalTrials.gov. (See section
IV.F of this document for a discussion
of applicable clinical trials.) The final
rule adds this requirement in a new
paragraph, §50.25(c), and redesignates
existing paragraphs.

This final rule is issued under section
801 of FDAAA (Pub. L. 110-85,
September 27, 2007), which requires
that information on an applicable
clinical trial be submitted to NIH for
inclusion in the clinical trial registry
databank. This section also requires that
the Secretary of the Department of
Health and Human Services (HHS)
update certain informed consent
regulations to mandate that informed
consent documents and processes
include a statement that the required
clinical trial information has been or
will be submitted for inclusion in the
registry databank. The current informed
consent regulations do not include
provisions similar to those required by
FDAAA. (See parts 50 and 312 (21 CFR

parts 50 and 312) and 21 CFR
812.2(b)(1)(iii) and 812.25(g)).

Section 801 of FDAAA amends the
Public Health Service Act (the PHS Act)
to require the Secretary, acting through
the Director of NIH, to expand the
existing clinical trial registry databank
established under section 113 of the
Food and Drug Administration
Modernization Act (FDAMA), enacted
November 21, 1997 (Pub. L. 105-115
currently codified at 42 U.S.C. 282(i)).
The new provision requires the Director
to ensure that the databank is made
publicly available through the Internet
and to expand the databank to require
the submission of specified information
for applicable drug clinical trials and
applicable device clinical trials. (The
term “drug” includes biological products
regulated under section 351 of the PHS
Act (42 U.S.C. 262).) The provision also
requires the Secretary of HHS to ensure
that the databank includes links to
results information for those clinical
trials that form the primary basis of an
efficacy claim or are conducted after the
drug involved or device involved is
cleared or approved. In addition, section
801(b)(3)(A) of FDAAA states:

NEW DRUGS AND DEVICES.—

INVESTIGATIONAL NEW DRUGS.—
Section 505(i) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(i)) is amended
in paragraph (4), by adding at the end the
following: “The Secretary shall update such
regulations to require inclusion in the
informed consent documents and process a
statement that clinical trial information for
such clinical investigation has been or will
be submitted for inclusion in the registry data
bank pursuant to subsection (j) of section 402
of the Public Health Service Act.”

I1. Overview of the Final Rule

We considered all of the comments to
the NPRM and the additional data and
accompanying materials submitted with
the comments. We also consulted with
our internal experts on informed
consent documents and processes as
well as our internal experts in
communicating health-related
information to the public, clinical trial
participants, and patients in evaluating
the required statement.

In response to the comments, and
based on our internal reconsideration of
the proposed requirements in the
NPRM, we have amended the specific
language of the statement required to be
included in informed consent
documents and processes. The
mandatory statement is now shorter,
less complex, and more understandable
for potential clinical trial participants.
Specific terms that are not commonly
used by lay persons, or were deemed to
be misleading or confusing, have been
clarified and simplified. The mandatory

statement has been revised to facilitate
understanding while maintaining the
purpose of the statutory provision.

In response to comments expressing
confusion and/or concern over the
proposed placement of the new
requirement as a “basic” element of
informed consent under § 50.25(a), a
new paragraph (c) has been added and
the existing paragraphs have been
redesignated. This separate new
paragraph emphasizes the unique basis
of the new element—required only for
applicable clinical trials—as compared
with existing basic elements which
align with various ethics codes and
apply to all clinical investigations
regulated by FDA and clinical
investigations that support applications
for research or marketing permits for
products regulated by FDA.

New paragraph § 50.25(c) interacts
with all other requirements of part 50 as
do the other requirements and
provisions of §50.25. Similar to other
informed consent elements, it is subject
to the regulations governing
documentation of informed consent
(§50.27) and Institutional Review Board
(IRB) waivers (§56.109(c)(1) (21 CFR
56.109)). When a short form written
consent document is chosen
(§50.27(b)(2)), a short form and written
summary must be provided to the
clinical trial participant. All of these are
considered “informed consent
documents” and must contain the new
statement (Ref. 1). For example, if an
IRB waives the requirement for a signed
written consent form under
§56.109(c)(1), and requires “the
investigator to provide subjects with a
written statement regarding the
research,” this written statement is
considered a part of the documentation
of ensuring the informed consent of the
participant and thus, it must include the
new statement (§56.109(d)).

III. Compliance Date

In response to comments, and after
consideration of the intent and purpose
of the new statutory requirement, we
have determined that the compliance
date of new §50.25(c) will be 1 year
after the effective date of this final rule
for all informed consent documents and
processes related to a clinical
investigation that is initiated on or after
the compliance date of this rule. In
section IV.B of this document we
provide, in our responses to the
comments made concerning the
effective date, additional explanation of
the application of the compliance date
to particular clinical investigations.
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IV. Comments on the Proposed Rule

We received 68 comments on the
NPRM. Comments were received from
IRBs, academic research centers, clinical
investigators, physicians, health care
professional societies, trade
organizations representing clinical
research organizations, drug and device
sponsors, blood banks, clinical research
organizations, research hospitals,
medical device manufacturers,
nonprofit organizations for ethical
research, patient advocacy
organizations, health care attorneys,
pharmacy and law students, and others.

To make it easier to identify
comments and our responses, the word
“Comment,” in parentheses, will appear
before each comment, and the word
“Response,” in parentheses, will appear
before each response. We also have
numbered the comments to make it
easier to distinguish between comments;
the numbers are for organizational
purposes only and do not reflect the
order in which we received the
comments or any value associated with
the comment. We have combined
similar comments under one numbered
comment.

A. General Comments

(Comment 1) We received comments
that objected to adding any statement to
informed consent documents about
submitting information to the databank
to be posted on the ClinicalTrials.gov
Web site. The principal reasons given
for these objections were that the
additional statement: (1) Lengthens
already lengthy informed consent
documents, exacerbating potential
participants’ confusion and anxiety
upon reading consent forms; (2)
unnecessarily burdens or overwhelms
participants because it does not provide
information necessary to make an
informed decision about whether to
participate in a clinical trial; (3) fails to
advance human subject protection in
any way; and (4) will cause patients to
ignore more important aspects of the
consent form or other research-related
forms. Other comments approved the
inclusion of a statement that alerted
potential participants to the clinical
trials registry databank to inform them
how the data are generally used and to
increase awareness of the clinical trial
registry.

(Response) We appreciate the
concerns expressed by the comments
regarding the increasing length of
informed consent documents and the
additional information required to be
provided to potential clinical trial
participants. Section 801(b)(3)(A) of
FDAAA, however, requires the

Secretary to update FDA’s regulations to
“require inclusion in the informed
consent documents and process a
statement that clinical trial information
for such clinical investigations has been
or will be submitted for inclusion in the
registry data bank.” Thus, while we
appreciate the concerns, Congress has
directed that this be implemented by
FDA.

While FDA has been directed by
statute to include this particular
statement in informed consent
documents and processes related to
applicable clinical trials, there is
increasing support for informing clinical
trial participants about the clinical trials
in which they participate and the
outcome of those trials whether it is
included in the informed consent
document or through other efforts. The
rationale for informed consent is to
ensure that participants enter into the
research voluntarily and with adequate
information (Refs. 2, 3, and 4).
Communications, other than the specific
informed consent, may include
informing the participant on how to
obtain or access information relating to
the outcomes of the research (Refs. 5
and 6). Implementing the statutory
provision by including the statement in
the informed consent documents and
processes, as required, also advances
these other goals.

We disagree with comments that the
new statement does not provide any
information necessary to make an
informed decision about whether to
participate in a clinical trial. As noted
in the NPRM, alerting potential clinical
trial participants to the existence of a
publicly accessible databank, whether
in the informed consent or during the
process, can reassure them that a
transparent system exists to help ensure
greater accountability and responsibility
of investigators (74 FR 68750 at 68752).
Clinical research (as opposed to clinical
practice) is not designed to deliver
therapeutic benefits to individual
patients, so it is possible that potential
clinical trial participants would want to
know the overall benefits that may
accrue to society at large (Refs. 7 and 8).
One of the basic elements of informed
consent which investigators are required
to inform participants of is “a
description of any benefits to the subject
or to others which may reasonably be
expected from the research.”
(§50.25(a)(3)). The reference to the
databank Web site allows participants to
ascertain the nature, scope, and progress
of a registered applicable clinical trial,
thus reassuring the participant that
participation in a trial contributes to the
advancement of medical knowledge, an
important benefit in the full disclosure

of risks and benefits. Although the
current statutory requirement at 42
U.S.C. 282(j), section 402(j) of the PHS
Act, only requires registration at
http://www.ClinicalTrials.gov for certain
applicable clinical trials, and not all
clinical trials, this limitation does not
lessen the value of the information for
participants.

We do not agree that the new required
statement significantly increases the
length of consent forms to such a degree
as to increase participants’ confusion
and anxiety. The revised language
consists of four short sentences, which
will minimally impact a potential
subject’s reaction to a consent form.
These additional sentences will not
dwarf or diminish other important
information in informed consent forms
and documents. FDA responded to
similar comments when it issued the
final rule that established § 50.25
concerning the basic and additional
elements of informed consent. Many of
the comments suggested that there were
too many elements, they were
duplicative, and they would simply
confuse research participants. Other
comments expressed the concern that
the elements would require a long,
detailed consent form that would be
confusing and would detract from the
intended purposes of the regulation that
relevant information about a study be
conveyed to the human subject (46 FR
8942 at 8949, January 27, 1981). In
responding to all of the comments, FDA
defended the required elements, and,
although minor changes were made to
simplify the final rule, FDA maintained
that the informed consent process
involved “giving the subject all the
information concerning the study that
the subject would reasonably want to
know.” (46 FR 8942 at 8949, January 27,
1981) This same reasoning applies to
the requirements of the new element in
§50.25(c). Congress has decided that
clinical trial participants would
reasonably want to know that applicable
clinical trials will be registered and that
certain results and other information
will be available in a publicly accessible
databank.

(Comment 2) One comment objected
to the new statement as an “inefficient
method of implementing the statutory
mandate of FDAAA.”

(Response) We disagree. The statutory
mandate of FDAAA is specific. It
requires FDA to update its regulations to
“require inclusion in the informed
consent documents and process a
statement that clinical trial information
for such clinical investigation has been
or will be submitted for inclusion in the
registry data bank.” The NPRM
proposed to implement the statutory
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mandate by requiring the new statement
in informed consent documents and
processes and the final rule adopts that
proposal. We believe the short required
statement accomplishes the statutory
mandate in the most efficient manner
possible.

(Comment 3) Two comments
suggested that the new statement should
not be included because research
involving de-identified data is exempt
from human-subjects regulation since
only de-identified data are submitted to
http://www.ClinicalTrials.gov.

(Response) We believe this comment
reflects a misunderstanding about the
statutory requirements to register
applicable clinical trials with NIH at
http://www.ClinicalTrials.gov. The new
informed consent element applies to
“applicable clinical trials,” which
necessarily involve research on human
subjects. The fact that only de-identified
data derived from the applicable clinical
trial will be submitted to the databank
is irrelevant to the requirement to
include the new statement in informed
consent documents. Human subjects are
still involved in the underlying
“applicable clinical trial” and informed
consent regulations apply to the clinical
investigation. We emphasize that the
new element is required by statute, and
the subsequent reporting of only de-
identified data to NIH in no way creates
an exemption to the statutory or
regulatory requirement.

B. Effective Date, Compliance Date, and
Retroactivity

(Comment 4) Many comments
requested clarification on the effective
date of the regulation and whether it
would be applied retroactively.
Specifically, comments requested
clarification on the following clinical
trial scenarios: (1) Clinical studies that
received favorable ethics committee
opinion but patient recruitment has not
begun before the effective date, (2)
clinical studies that received favorable
ethics committee opinion and patient
recruitment has begun before final rule,
(3) clinical studies where IRB rulings
are pending or not yet submitted to IRB,
(4) protocol amendment (requiring re-
consent) dated within 30 days of the
final rule. Other comments stated that
the rule should not require re-consent of
enrolled participants. One comment
requested a 6-month grace period for
compliance after the rule takes effect.

(Response) As discussed in section III
of this document, we have decided to
make the compliance date 1 year after
the effective date of this final rule. This
means that FDA intends to enforce this
final rule, new § 50.25(c), only for
informed consent documents and

processes for clinical investigations that
are initiated on or after the compliance
date.

To address the specific examples in
the comments, we generally would
consider that for purposes of this final
rule only, a clinical investigation has
been initiated if the sponsor/investigator
has had any informed consent
documents for that clinical investigation
cleared or approved by an IRB, a
regulatory body, or other human
subjects review entity. This
interpretation of the initiation of the
clinical trial/investigation is limited to
this final rule. If the clinical
investigation is a multi-site trial and
informed consent documents have been
cleared or approved for one or more
sites before the compliance date of this
final rule, but not for all sites, the
clinical investigation will be considered
to have initiated before the compliance
date. The informed consent documents
for the remaining clinical investigation
sites would be considered part of the
clinical investigation that initiated prior
to the compliance date.

Re-consent, based solely on the new
requirement, of clinical trial
participants in clinical investigations
that were initiated before the
compliance date will not be required. If
a clinical investigation is ongoing as of
the final rule compliance date, the new
requirement will not be applicable. We
recognize that this will mean that if the
informed consent documents and
processes of the ongoing clinical
investigation are required to be
amended for any other purpose and re-
consent of the already enrolled or
actively participating clinical trial
participants is required for that other
purpose, compliance with new
§50.25(c) will not be required.

When the original informed consent
regulations were issued in 1981, we
chose to impose those requirements
strictly prospectively—only clinical
investigations that began on or after the
effective date of the regulation were
required to comply with new parts 50
and 56 (21 CFR part 56. (See 46 FR 8942
at 8945 to 8946, January 27, 1981.) In
determining that those new
requirements should apply only
prospectively, we “balanced the cost of
compliance against possible added
protections to be gained by research
participants, and determined that the
potential cost of imposing the
requirements retroactively outweighs
the potential gain. The informed
consent regulations that will continue to
be in effect until the effective date of
part 50 have assured that at least
minimum standards of informed
consent have been met in studies

initiated before the effective date * * *”
(46 FR 8942 at 8946). We believe the
same principles apply in this final rule
and the regulation will not be applied
retroactively. There is nothing in this
rule, however, that would prohibit
inclusion of the statement in
circumstances in which there may be re-
consent for other reasons.

We are aware that many educational
and governmental institutions, IRBs,
and industry sponsors have created
model templates for informed consent
documents. These model templates
generally are developed to address
various situations and include
mandatory provisions to ensure
compliance with all regulatory
requirements (Refs. 9 and 10). We
anticipate that the compliance date for
the final rule will permit sufficient time
for this new required statement in
§50.25(c) to be added to existing model
templates. While there is a benefit to
including the new statement in existing
informed consent documents and
processes, we do not believe the benefit
outweighs the difficulty, cost, and
complexity of requiring revision to all
existing informed consent documents.

(Comment 5) One comment requested
clarification on whether the new
element would require sponsors to re-
consent participants enrolled in clinical
trials. This comment noted FDA’s 1998
Information Sheet Guidances for IRBs,
Clinical Investigators, and Sponsors:
Frequently Asked Questions (No. 45),
advising that enrolled and actively
participating subjects should be
informed of a change that might relate
to a subject’s willingness to participate
in the study.

(Response) As discussed in the
Response to Comment 4, re-consent will
not be required solely based on the new
requirements of § 50.25(c). While the
FDA’s 1998 Information Sheets for IRBs,
Clinical Investigators, and Sponsors:
Frequently Asked Questions (No. 45)
recommends that already enrolled and
actively participating subjects be
informed of a change that might relate
to a subject’s willingness to participate
in the study, we are not requiring such
a notification based on this new
requirement. If this recommendation
were to be followed by clinical
investigators, we would expect that
such notice, if warranted, already had
occurred, as applicable clinical trials
have been statutorily required to be
registered with NIH at http://
www.ClinicalTrials.gov since 2007 and
results posting for certain trials has been
required since 2008.

(Comment 6) One comment expressed
concern that the specific language of the
new element would have to be revised
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after NIH issued regulations to
implement changes to
ClinicalTrials.gov. This comment
recommended that FDA issue a
guidance instead of a regulation because
a guidance would be easier to change,

if necessary, after the NIH regulations
issued.

(Response) We decline to issue a
guidance in lieu of a regulation. Section
801(b)(3)(A) of FDAAA makes clear that
the “Secretary shall update [FDA’s]
regulations,” not merely issue a
guidance. NIH’s subsequent regulations
will not impact the specific language of
the new element as the language of the
required statement is not affected by the
statutory or regulatory interpretation of
an “applicable clinical trial.” There is a
statutory definition of “applicable
clinical trial” and no matter what
additional regulatory explanation of
“applicable clinical trial” is provided in
a future rulemaking, it will not affect or
change the required statement. Changes
to the definition only will impact the
determination made by sponsors and
investigators about their clinical trial
and whether it is an “applicable clinical
trial” subject to the registration
requirements of 42 U.S.C. 282(j)(1)(A),
section 402(j)(1)(A) of the PHS Act. That
separate determination is made prior to
the inclusion of the mandatory
statement in informed consent
documents and processes.

C. New Section 50.25(c)

In order to address some of the
concerns raised by comments, and on
our own initiative, we have created a
new paragraph (c) in §50.25 to include
the requirements of this final rule.
While this is a “required” element of
informed consent documents and
processes, it is only required if the
clinical trial is an “applicable clinical
trial” as defined in FDAAA, 42 U.S.C.
282(j)(1)(A), section 402(j)(1)(A) of the
PHS Act, and any relevant regulation.
Although there were comments
suggesting that § 50.25(b) was the more
appropriate location for the required
provision, we are concerned that such
placement would be confusing given the
specific requirement of section
801(b)(3)(A) of FDAAA and the
mandatory nature of its inclusion when
an applicable clinical trial is involved.
To avoid any confusion, we have
created a new paragraph (c) in §50.25
and redesignated existing paragraphs.

(Comment 7) Many comments
suggested that the rule should amend
§50.25(b), “Additional Elements of
Informed Consent,” rather than
§50.25(a), “Basic Elements of Informed
Consent.” Some comments reasoned that
the new statement could not be

considered a “basic element” because it
would not apply to all clinical trials,
only applicable clinical trials. For
example, a phase 1 or device feasibility
study would not be considered an
applicable clinical trial under the
statutory definition in FDAAA. These
comments further reasoned that the new
statement qualified as an “additional
element” because it would be required
only “when appropriate” (i.e., in
applicable clinical trials).

(Response) We agree with the
comments that the element should not
be included in § 50.25(a) since the
statutory provision limits it to inclusion
in informed consent documents and
processes only for “applicable clinical
trials.” We disagree, however, that the
new statement should be included as an
“additional element” under § 50.25(b) as
this may raise further confusion as to
the mandatory nature of the
requirement.

As noted in the preamble to the final
rule establishing the original informed
consent elements, “[t|he elements listed
as ‘additional’ are not material to every
clinical investigation.” (46 FR 8942 at
8949, comments 41 and 42) This new
element, however, is statutorily
required, and therefore, is material to all
applicable clinical trials. Investigators
do not have the discretion to determine
whether the element is “appropriate” for
a particular applicable clinical trial.
Therefore, we decline to include the
new element in § 50.25(b) and, instead,
have created a new paragraph (c).

Nothing in this preamble affects our
explanation in the 1981 final rule that
“when any one of those additional
elements would be appropriate,
§50.25(b) requires that the additional
information be provided to the subject.”
(emphasis added)

(Comment 8) One comment
recommended that FDA accomplish its
statutory mandate to inform potential
participants about the databank by
amending § 50.25(a) to require a
statement that describes whether results
or other aspects of the trial may be
published. This comment suggested that
posting of results on http://
www.ClinicalTrials.gov be treated like
any other publication of clinical trial
results in journals or elsewhere.

(Response) We do not agree that the
statement proposed by the comments
would accomplish our statutory
mandate, which specifies that informed
consent regulations be updated to
require that a statement that clinical
trial information has been or will be
submitted for inclusion in the registry
data bank. A statement that simply
alludes to the general possibility of
publication does not accomplish the

statutory mandate or the objectives set
forth in the NPRM and this final rule:
informing clinical trial participants and
potential patients about the data bank;
directing them to the http://
www.ClinicalTrials.gov Web site in
order to enhance the system of checks
and balances for the research
community and trial sponsors; assisting
individuals in deciding whether to
participate in a trial; and, providing
patients with additional information
beyond traditional publications.

(Comment 9) One comment
recommended that the new element
amend § 50.25(a)(5), which requires a
statement describing the extent to which
confidentiality of records identifying the
subject will be maintained. This
comment expressed concern that a
wholly new provision devoted to a new
basic element in § 50.25(a) would place
undue emphasis on “low-risk” reporting
requirements to the detriment of the
other “high-risk” provisions of § 50.25(a)
devoted to protecting clinical trial
participants.

(Response) We agree that the new
element has a unique basis and thus
differs in a fundamental way from the
basic consent elements in §50.25(a) but
disagree that the new element should be
located in §50.25(a)(5). Section
50.25(a)(5) requires that in seeking
informed consent, investigators provide
to potential participants “A statement
describing the extent, if any, to which
confidentiality of records identifying the
subject will be maintained and that
notes the possibility that the Food and
Drug Administration may inspect the
records.” This statement concerning
confidentiality is applicable to all
aspects of the clinical trial data. The
same confidentiality standards that
apply to a submission of an article to a
medical journal also apply to a http://
www.ClinicalTrials.gov submission—
only aggregate data are provided. Thus,
creating a paragraph of § 50.25(a) which
would identify only the extent to which
confidentiality would be maintained
with respect to submissions of data to
http://www.ClinicalTrials.gov could be
confusing and misleading.

To avoid confusion and to emphasize
the unique basis for the new element,
FDA has created a new paragraph (c) in
§50.25. This paragraph specifies that
the new element is required for all
applicable clinical trials but not for non-
applicable clinical trials. Thus,
§50.25(c) is distinct from §50.25(a),
which requires basic elements for all
clinical trials of FDA-regulated products
whether or not they are “applicable
clinical trials,” and from §50.25(b),
which requires additional elements in
informed consent documents and
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processes “when appropriate.”
Furthermore, the new element merits a
wholly new provision owing to its
unique basis. The new element has an
external informational component
directed to the participant, it enhances
the protection of the human subject
participating in the “applicable clinical
trial,” and is statutorily mandated.

D. Specific Language for Informed
Consent Documents and Processes

(Comment 10) Many comments
objected to specific required language,
as opposed to a general requirement for
the content of the message with
flexibility to craft the exact language.
These comments stated that specific
language denies institutions the
flexibility to tailor the language to the
local community, subject population,
type of study, or, in non-U.S. trials,
other countries’ unique data privacy
concerns. One comment stated that
requiring specific language is
inconsistent with other elements of
informed consent, which specifies
content but not language. Another
comment objected to the specific
language because it would require
additional clarifying language about
other registries.

(Response) In proposing specific
language, we considered issues similar
to those raised by the comments but
concluded that the risk of inaccurate
and confusing statements was too great
to permit investigators and sponsors to
craft their own statements regarding the
inclusion of clinical trial information in
http://www.ClinicalTrials.gov. The
comments received in response to the
NPRM support our previous conclusion
that specific language needs to be
provided. While we agree that the
proposed language should be simpler
and more understandable, and has been
made so in this final rule, the diverse
comments showed much confusion and
misunderstanding about the FDAAA
statutory requirements for registration of
clinical trials with NIH and the type of
information required to be provided to
potential clinical trial participants.
Suggested revisions to simplify the
language resulted in very different, and
often inaccurate, messages. If each
sponsor/entity were to craft their own
individual statement, we are concerned
that participants in different clinical
trials would receive vastly different
messages. Many statements could be
inaccurate, confusing, or different from
that intended by the statutory
requirement. We want to ensure that
potential clinical trial participants
receive a consistent and accurate
message and are directed to the specific
Web site that contains the clinical trial

databank. Investigators, sponsors, and
IRBs are not restricted from providing
additional explanation. It is essential,
however, that one common message
appear consistently in all informed
consent documents and processes. The
provision of the specific language also
will make it easier for IRBs and other
review entities to identify the inclusion
of this statutorily required statement in
their review of informed consent
documents and processes and to
incorporate it into any model templates.

E. Communication and Readability of
Language

(Comment 11) Many comments
criticized the new statement as too
complex or technical for many potential
clinical trial participants to understand.
Some comments noted that the
proposed language registered
approximately 18 on the Flesch-Kincaid
reading grade level (Ref. 11) Many
recommended that the required new
statement register at an eighth-grade
reading level (8 on the Flesch-Kincaid
scale). Other comments objected to
undefined terms not commonly used
(e.g., “data bank,” “registry”), phrases
that were meaningful to sponsors but
not trial participants (submission “at the
appropriate and required time”), and
words perceived as too unspecific to be
informative (e.g., “information,” “not
personally identifiable,” “certain clinical
trials”).

(Response) We agree that the language
proposed in the NPRM was too complex
and may be too difficult for some
potential participants to understand. We
consulted with our internal experts on
risk communication to identify specific
problems with the proposed statement
and to devise a statement that was more
understandable across a greater range of
reading skills (Ref. 12). We have revised
the statement to include simpler
language, and removed many of the
terms perceived as objectionable. For
example, the statement no longer
contains the words “data bank” and
“registry;” these are replaced by the
more commonly used term “Web site.”
Sponsor-oriented phrases and some
general words also have been removed.
The revised statement registers 7.2 on
the Flesch-Kincaid reading scale.

We have not further defined the term
“information” in the statement. The
definition depends on when data are
submitted to the databank and what
would be included depends on the data
fields being completed. The word
“information” is basic enough to
encompass anything that may be
required to be submitted to the databank
at any point in time. The statement
provides the specific Web address to the

databank so that clinical trial
participants may visit the Web site to
see what “information” is included in a
particular clinical trial record. The new
statement will read as follows:

“A description of this clinical trial
will be available on http://www.Clinical
Trials.gov, as required by U.S. Law. This
Web site will not include information
that can identify you. At most, the Web
site will include a summary of the
results. You can search this Web site at
any time.”

(Comment 12) Several comments
expressed concern that a statement
using complex language would be
difficult to translate into other languages
for international consent forms or for
U.S. clinical trial participants whose
first language is not English.

(Response) We have revised the
required statement to use simpler
language and do not believe that the
revised statement will pose translation
difficulties. See the response to
Comment 18 for additional discussion
on translation of the required statement.

(Comment 13) One comment objected
to directing participants to a Web site
that promotes therapeutic
misconception. Therapeutic
misconception is the common
misunderstanding among clinical trial
participants that the primary purpose of
a clinical trial is to provide therapeutic
treatment, rather than experimental
research.

(Response) We disagree that http://
www.ClinicalTrials.gov promotes
therapeutic treatment as the primary
focus of the clinical trials posted to the
databank. The ClinicalTrials.gov Web
site makes clear that clinical trials are
research studies. Extensive questions
and answers are provided on the Web
site detailing what a clinical trial is and
what participation encompasses.
Regardless, the informed consent
documents and process, properly
administered, should dispel any
misconception about the purpose of the
clinical trial.

(Comment 14) Several comments
stated that the reference to the
ClinicalTrials.gov Web site should be
omitted because: (1) It was not
necessary for a subject to make an
informed decision about whether to
participate in the trial and (2) the Web
site had no more information than the
informed consent document about the
trial. Other comments favored the
reference to ClinicalTrials.gov, stating
that this information is consistent with
the goals of enhancing transparency of
clinical trials, boosting public
confidence in the clinical research
process, and better informing potential
participants.
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(Response) We decline to omit the
reference to http://
www.ClinicalTrials.gov and agree the
specific Web site is helpful to direct
potential participants to that databank
and to help them become better
educated about clinical trials. The
specific Web site address also
eliminates the need for the participant
to search the Internet for access to the
databank Web site. The Web site
address allows participants to more
quickly take the opportunity to view the
contents of the databank and review the
types of information submitted to and
posted on the Web site. The Web site is
not intended to substitute for the
information and description of the
clinical trial in the consent form;
however, the Web site also can provide
reference to other related trials
conducted before or after the clinical
trial in which the participant took part.
Furthermore, the Web site does have
more information than the informed
consent documents since the databank
may eventually contain the final results
of the specific clinical trial for which
the participant consented—information
the informed consent documents will
not contain.

(Comment 15) Two comments
recommended that the statement list
Web sites other than http://
www.ClinicalTrials.gov because the link
could change in the future, or more
common Web sites would be easier for
participants to find. The comment
alternatively recommended that the rule
reference FDA’s Web site, which should
provide a link to the clinical trials
databank.

(Response) We decline to replace
http://www.ClinicalTrials.gov with
another or FDA’s own Web site. In
response to the comments that the Web
site might change, it is unlikely that this
Web address will change, since it has
been in use for over 10 years. If in the
future it is altered, we can revise the
final rule with an amendment
identifying the new Web address. We
think it important that clinical trial
participants know specifically where to
locate the clinical trial information
without having to perform an Internet
search. We do not see any advantage in
referring potential participants to more
“common” Web sites that link to
http://www.ClinicalTrials.gov instead of
a direct link. In fact, http://
www.ClinicalTrials.gov has become
quite well known and could be
considered a “common” Web site itself.
The Web site currently has over 50
million page views per month and
65,000 visitors daily.

(Comment 16) One comment
suggested that the new statement was

misleading in several ways: (1) It
implies that the trial is registered only
at ClinicalTrials.gov and not elsewhere,
(2) it implies that results for all trials
will be submitted to the databank; and
(3) the statement that U.S. law requires
submission of information to the
databank does not take into account that
some studies are voluntarily registered.

(Response) The new words have been
carefully chosen to accurately represent
how clinical trial data are included in
the databank. First, the element states
that “A description of this clinical trial
will be available on http://www.Clinical
Trials.gov, as required by U.S. law.” The
new element is required only in
informed consent documents and
processes related to applicable clinical
trials, so this statement is true. The new
statement should not be included in
informed consent documents or
processes for clinical trials that are not
applicable clinical trials because, as the
regulation makes clear, only applicable
clinical trials are subject to the
requirement. Second, we have chosen to
say “will be available” to generalize the
statement for early-phase participants
(when the trial has not been registered
yet) and participants joining after the
trial is registered at http://
www.ClinicalTrials.gov. Under the
statute, responsible parties for
applicable clinical trials must submit
relevant clinical trial information to
NIH/NLM for inclusion in the registry
databank no later than 21 days after the
first participant is enrolled in the
applicable clinical trial. We believe
“will be available” reasonably applies to
all participants and is simpler than
saying “has been or will be submitted.”
Third, the revised language states that
“At most, the Web site will include a
summary of the results.” Thus, potential
participants will not expect that clinical
trial results will always appear on the
Web site but, if results do appear, these
will be in summary form. Fourth, the
statement makes no reference to non-
applicable or voluntarily registered
trials, and we disagree that the language
misleads anyone about these other trials
in any way. By stating that “this clinical
trial will be available * * * as required
by U.S. law,” the new element in no way
implies that other types of trials cannot
be registered. The new language also
does not imply that all clinical trials
must be registered; it only refers to the
clinical trial in which the participant is
taking part.

(Comment 17) Several comments
suggested that the regulation also
should require an alternate statement for
non-applicable, voluntarily registered
clinical trials that they will not be
included in the databank. These

comments suggested that such a
statement would be necessary for
potential participants to make an
informed decision about whether to
participate in the trial.

(Response) We decline to include an
alternate statement for non-applicable,
voluntarily registered clinical trials,
some of which may be registered in the
databank. Potential participants will
have no expectation that a non-
applicable clinical trial will be
registered, since an informed consent
document for a non-applicable clinical
trial is not required to include the new
statement. If an investigator, sponsor, or
IRB feels that a potential participant
would want to know about the existence
of a registry databank for trials other
than the one the participant is
contemplating or for non-applicable
clinical trials, nothing in this regulation
would prevent an investigator, sponsor,
or IRB from informing potential
participants of such information in an
appropriate manner.

(Comment 18) One comment
requested that FDA provide translations
into other languages frequently
encountered in the United States. This
comment also recommended that if FDA
would not provide such translations,
then FDA should state in the regulation
that the text may be freely translated
into other languages.

(Response) Under § 50.20, the
informed consent document should be
in language understandable to the
subject (or legally authorized
representative). When the potential
participants are non-English speaking or
the clinical investigator or the IRB
anticipates that the consent interviews
will be conducted in a language other
than English, the IRB should require a
translated consent document to be
prepared and assure that the translation
is accurate. As required by §50.27, a
copy of the consent document must be
given to each subject. In the case of non-
English speaking participants, this
would be the translated document.
While a translator may be helpful in
facilitating conversation with a non-
English speaking subject, routine ad hoc
translation of the consent document
should not be substituted for a written
translation. This is explained in more
detail in our guidance documents/
information sheets concerning informed
consent (Ref. 13). The statement can be
translated into languages other than
English for potential clinical trial
participants. FDA will not provide
translations of the statement.

(Comment 19) One comment
recommended that the words “federal
law” be replaced with a reference to U.S.
law, since “federal law” might cause
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confusion in multinational clinical
trials.

(Response) We agree and the revised
statement indicates that the clinical trial
description on http://
www.ClinicalTrials.gov is required by
“U.S. law.”

F. Applicable Clinical Trials

(Comment 20) Several comments
requested clarification on whether
certain types of clinical trials, such as
investigational device trials considered
to be non-interventional, would be
considered “applicable clinical trials.”
Several bloodbank organizations
specifically inquired about clinical
studies done by blood centers under
investigational new drug applications
(INDs) to validate new blood screening
tests.

(Response) We decline to provide a
more detailed definition of “applicable
clinical trial,” as it is not necessary for
the purposes of this final rule. Section
801(a)(1) of FDAAA contains a statutory
definition of this term (section
402(j)(1)(A) of the PHS Act). NIH/NLM
also has elaborated on the meaning of
“applicable clinical trial” at http://
prsinfo.clinicaltrials.gov/fdaaa.html and
at http://prsinfo.clinicaltrials.gov/
ElaborationsOnDefinitions.pdf (Ref. 14),
which represents NIH’s current thinking
on the definitions. It is possible these
definitions will be expanded upon in
rulemaking by NIH. It is the
responsibility of the sponsors and
investigators to determine if their
clinical trial meets the definition of an
applicable clinical trial and to ensure
compliance with the most current
applicable statutory and regulatory
requirements.

(Comment 21) Several comments
recommended that the new statement
not be required in the informed consent
forms for clinical trials conducted
outside of the United States, even if
done in support of U.S. regulatory
approval or conducted under an FDA
IND. These comments stated that the
new element should be required only
when the clinical trials are conducted in
the United States. These comments
reasoned that: (1) Institutions and
patients in other countries may object to
or be offended by U.S.-centric language,
(2) 21 other countries and regions
already have in place or are in the
process of implementing their own
clinical trial registries, (3) foreign
governments may prefer references to
their own countries’ registries, and (4)
foreign IRBs and ethics committees may
have their own informed consent
requirements that conflict with the new
statement.

(Response) We disagree. The new
informed consent statement applies to
all “applicable clinical trials” as defined
in section 801(a)(1) of FDAAA. FDAAA
does not limit “applicable clinical trials”
to only those conducted in the United
States; it also includes clinical trials that
are not conducted in the United States
that are subject to FDA'’s jurisdiction.
Thus, informed consent documents and
processes of all “applicable clinical
trials,” including those conducted in
foreign countries, must include this new
statement regarding the inclusion of
information in the clinical trial
databank. Congress did not provide an
exemption from this requirement for
applicable clinical trials conducted in
foreign countries.

(Comment 22) One comment
requested clarification on whether the
new element is required only when a
trial is conducted under a U.S. IND or
is otherwise subject to FDA regulation at
the time the research participant is
enrolled. This comment focused in
particular on data from non-U.S. trials
that were not conducted under a U.S.
IND or subject to FDA regulation at the
time of inception but were later
submitted in support of a new drug
application (NDA).

(Response) Yes, the new requirement,
§50.25(c), applies only when a trial is
conducted under a U.S. IND or is
otherwise subject to FDA regulation.

(Comment 23) Several comments
expressed concern that the new element
would conflict with or cause confusion
about other countries’ registries or
informed consent practices. One
comment suggested that the new
statement might conflict with the
informed consent practices of IRBs and
ethics committees residing outside the
United States, and that foreign
governments may not want references to
a U.S. database in the informed consent
forms for multinational trials being
conducted in their countries. This
comment recommended that the new
element apply to informed consent
documents used only at U.S. clinical
trial sites and not for clinical trials at
foreign sites even if the clinical trial was
conducted under an FDA IND.

(Response) See the response to
Comment 21.

(Comment 24) One comment
suggested that U.S. participants in
international clinical trials be informed
that information about the trial also may
be available in the registries of other
countries. This comment further
suggested including the statement
“Information about this trial may also be
available on the Internet in the clinical
trial registries of other countries.”

(Response) We decline to require a
statement alerting potential participants
of information about clinical trial
registries of other countries. If other
countries require the inclusion of such
a statement, we would not object. FDA
is only requiring a reference to the NIH/
NLM databank as it has been directed to
do by Congress. Nothing in this final
rule prevents investigators, sponsors, or
IRBs from advising potential
participants that information about the
clinical trial may be found in other
countries’ registries.

(Comment 25) One comment praised
the Agency’s decision to apply the
ClinicalTrials.gov reporting
requirements to drug and device trials.
Another comment acknowledged the
Agency’s authority to issue a regulation
applying the statutory requirement to
device trials but requested that FDA use
its discretion to not exercise that
authority until Congress explicitly
indicated that drug and device trials
should be treated the same.

(Response) FDA has decided to
require that all applicable clinical trials
(including applicable device clinical
trials) include the new required
statement for the reasons stated in the
NPRM: To maintain consistency of
informed consent requirements for all
applicable clinical trials, to simplify
informed consent requirements for
clinical trials involving both drugs and
devices, to offer all potential
participants the same information that
could affect their decisions to enter a
clinical trial, and to efficiently
implement the statutory mandate. Our
legal authority to issue this regulation
and require it to be applied to
applicable device clinical trials is
further described in section V of this
document.

G. Other Miscellaneous Comments

(Comment 26) One comment stated
that “the sharing of de-identified data
falls under the category of exempt
research or is not considered human
subject research at all, and it is common
for IRBs, following the regulations, to
allow the research to go forward with a
waiver of the consent requirement.” The
comment apparently suggests that the
new element can be or should be
waived.

(Response) Similar to other provisions
required by § 50.25, the new element is
waiveable only under the exceptions
specified in §§50.23 and 50.24 for
waiver of informed consent. Some
clinical trials (those that are conducted
or supported by HHS) are also governed
by 45 CFR part 46, which permits an
IRB to waive the requirement for one or
more elements of informed consent. It
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should be noted for purposes of
clarification that under 45 CFR 46.102(f)
research using de-identified data would
not be considered research on a human
subject and, thus, the waiver of the
informed consent requirement would
not be applicable.

As a general matter, clinical research
that both involves FDA-regulated
products and is conducted or supported
by HHS must meet the requirements of
both sets of regulations. If such clinical
trials are also applicable clinical trials
under FDAAA, the new element must
be included in the informed consent
documents and process for these trials
unless waived under part 50, regardless
of whether an IRB determines that one
or more of the elements is waiveable
under 45 CFR part 46.

In some instances, review of records
containing de-identified data may be
exempt from IRB review because such
record review does not qualify as
human subject research. This is not
always the case under FDA regulations
and there are some circumstances in
which the use of de-identified data
requires IRB review. See §§56.101 and
56.103 and “Guidance for Sponsors,
Institutional Review Boards, Clinical
Investigators and FDA Staff: Guidance
on Informed Consent for In Vitro
Diagnostic Device Studies Using
Leftover Human Specimens That Are
Not Individually Identifiable.” (Ref. 15).
The definition of an “applicable clinical
trial,” however, necessarily involves
human subjects; thus an applicable
clinical trial must comply with human
subject regulations. The use of the new
statement would not be implicated in
research that does not qualify as human
subject research under the definition of
applicable clinical trial (Ref. 14).

It is also true that de-identified data
(stripped of the 18 specified identifiers)
fall outside of the Health Insurance
Portability and Accountability Act of
1996 (Pub. L. 104-191) (HIPAA) privacy
regulations and thus are not considered
individually identifiable health
information. As a consequence, clinical
investigators need not obtain a subject’s
authorization to release de-identified
data in a HIPAA authorization form,
which is often included in a research
consent form and accompanies an
informed consent form. Regardless of
whether an IRB determines that the
information concerning submission of
aggregate results to ClinicalTrials.gov
does not need to be included in a
HIPAA authorization form, the new
element is still required by statute to be
included in the informed consent
documents and processes for applicable
clinical trials.

(Comment 27) One comment
suggested that the new element be
included in an information sheet
separate from the informed consent
document, where the sheet explained
the ClinicalTrials.gov Web site in
simple terms.

(Response) FDAAA requires that the
new element be included “in the
informed consent documents and
processes,” not in an information sheet
that is separate from an informed
consent document. There is nothing in
this final rule, however, that prevents an
investigator, sponsor, or IRB from
providing additional information in an
information sheet further explaining
ClinicalTrials.gov as part of the
informed consent process.

(Comment 28) Many comments
voiced a variety of opinions on the issue
that no personally identifiable
information is submitted to the
databank or shown on the Web site.
Several comments supported including
such a statement to that effect in the
required statement. Several comments
requested that FDA include additional
language in the new element to clarify
any potential confidentiality issues
posed by the databank. These comments
suggested including: (1) Assurance that
participants’ names and identities will
not be posted on ClinicalTrials.gov, will
not be made available to employers, and
will not be discoverable in court
proceedings; (2) a statement that it is
probable that participants’ information
will be re-identified; (3) a lay person
description of data submitted to
ClinicalTrials.gov and the Basic Element
Results Definitions; and (4) an expanded
description of the clinical trial registry
and databank. Other comments
recognized that no personal information
about participants is submitted to
ClinicalTrials.gov, so there are no
privacy or confidentiality issues. Still
another comment stated that its consent
documents already contain language
that non-identifiable information may
be made public in scientific journals,
presentations, and, if applicable,
submitted to a government data bank/
registry.

(Response) We have revised the new
statement in the final rule so that it is
clear that the Web site does not include
information that can identify the
clinical trial participant. We believe the
new statement will provide reassurance
to potential participants. The only
results information submitted to the
databank and posted on the Web site are
aggregate statistics, such as those that
typically appear in medical journals and
product package inserts. No individual-
level data are submitted to the databank.
A review of the data fields on http://

www.ClinicalTrials.gov for which data
are required to be submitted by the
sponsor/investigator confirms that there
is no individual information, only
aggregate, overall data (Ref. 16).
Furthermore, § 50.25(a)(5) requires
informed consent documents to explain
the extent, if any, to which
confidentiality of clinical trial data and
the records of the clinical trial
participant will be maintained. Nothing
in this rule prohibits an investigator,
sponsor, or IRB from including further
explanation on the nature and
confidentiality of information submitted
to ClinicalTrials.gov in the informed
consent form or process or a HIPAA
authorization form.

(Comment 29) One comment
suggested that the new statement should
be inserted into the section of the
consent document that invites the
potential or enrolled participant to ask
questions of the individual conducting
the informed consent process. Such
placement, according to the comment,
would facilitate communication and
encourage participants to ask questions.

(Response) The final rule does not
require that the new statement be
located in any particular section of the
consent form. Investigators, sponsors,
and IRBs have the flexibility to place the
new statement in the consent form
where they believe best serves
participants’ interests.

(Comment 30) One comment
requested that the new statement
include a phrase indicating that the
information would be submitted to
ClinicalTrials.gov “if required by law.”
The comment requested this change to
eliminate the need for separate
templates for studies that require
registry in the databank and those that
do not. Anticipated benefits were stated
to be simplified documentation;
reduced review time by sponsors,
investigators, and IRBs; and reduced
likelihood of using the incorrect consent
template for a particular clinical study.
Other comments apparently read the
NPRM to require the statement in
consent forms for all clinical trials and
objected to the inclusion of the
statement for trials that did not require
registry in the databank.

(Response) We do not agree that it is
necessary to include an additional
phrase that would allow for a universal
consent template. Sponsors and
investigators already have to determine
if a clinical trial is an applicable clinical
trial in order to comply with the
requirements of 42 U.S.C. 282(j), section
402(j) of the PHS Act. Adding the
required statement to informed consent
documents and processes will occur
after that determination has been made


http://www.ClinicalTrials.gov
http://www.ClinicalTrials.gov

Federal Register/Vol. 76, No. 2/Tuesday, January 4, 2011/Rules and Regulations

265

by the sponsor or investigator.
Furthermore, because the mandatory
statement requires specific language, it
should not be burdensome for reviewers
to determine whether the statement is
included in the informed consent
documents.

(Comment 31) Two comments
expressed concern that the required new
element would create an inconsistency
between regulations governing
applicable clinical trials of FDA-
regulated products (part 50) and
regulations governing clinical trials
funded or supported by HHS (45 CFR
part 46). The comments perceived the
new element as contrary to FDA’s
objective to harmonize regulations of
human-subject protection.

(Response) FDA does not agree that
the required element would create an
inconsistency or lack of harmony
between the regulations on human
subjects in the two sets of regulations.
The new element merely entails an
additional requirement for applicable
clinical trials of FDA-regulated products
in accordance with a statutory mandate,
whether or not the trial is supported or
funded by HHS. The new element does
not conflict with any existing
regulations under 45 CFR part 46.

(Comment 32) There were several
comments that questioned the estimates
contained in the preliminary Analysis of
Impacts including the estimated time to
explain the required statement if a
potential participant asked questions.

(Response) These comments are
addressed fully in section VII of this
document.

V. Legal Authority and Enforcement

Section 505(i)(4) of the Federal Food,
Drug, and Cosmetic Act (the FD&C Act)
(21 U.S.C. 355(i)(4) requires drug
manufacturers to “inform any human
beings to whom [investigational] drugs
* * * are being administered * * * that
such drugs are being used for
investigational purposes” and obtain
consent prior to administering such
drugs. Section 520(g)(3)(D) of the FD&C
Act (21 U.S.C. 360j(g)(3)(D) contains a
similar requirement for medical device
manufacturers. Sections 505(i) and
520(g) of the FD&C Act also authorize
the Secretary to issue regulations for the
protection of human subjects in clinical
investigations. Additionally, section
701(a) of the FD&C Act (21 U.S.C.
371(a)) confers general authority to the
Secretary to issue regulations for the
efficient enforcement of the FD&C Act.

Section 801(b)(3)A) of FDAAA
amends section 505(i)(4) of the FD&C
Act by adding at the end the following:
“The Secretary shall update such
regulations to require inclusion in the

informed consent documents and
process a statement that clinical trial
information for such clinical
investigation has been or will be
submitted for inclusion in the registry
data bank pursuant to subsection (j) of
section 402 of the Public Health Service
Act.” The regulations implementing
section 505(i) of the FD&C Act can be
found at parts 312 and 50. Part 312 sets
forth regulations governing drug IND
applications, while part 50 includes
general requirements for human subject
protection in all FDA-regulated clinical
investigations and clinical
investigations that support applications
for research or marketing permits for
products regulated by FDA, including
trials for drugs and medical devices.
Section 801(b)(3)(A) of FDAAA does not
amend section 520(g) of the FD&C Act;
however, in instances where the
regulations have been amended to
address human subject protection, FDA
has not made distinctions between
clinical investigations for drugs and
medical devices.

For example, FDA created a uniform
system of human subject protection
when it initially amended its
regulations governing human subject
protection in 1981 (46 FR 8942). In
revising part 50, FDA aimed to: (1)
Address the informed consent provision
included in the device amendments, (2)
create a uniform set of Agency-wide
informed consent standards for more
effective administration of the Agency’s
bioresearch monitoring program, (3)
implement recommendations of the
National Commission for the Protection
of Human Subjects of Biomedical and
Behavioral Research, and (4) harmonize
FDA'’s rules with those of HHS (then the
department of Health, Education, and
Welfare). Indeed, the preamble
expressed the Agency’s intent to adopt
a single standard that reflected the most
current congressional thinking on
informed consent and the important
ethical principles and social policies
underlying the doctrine of informed
consent (46 FR 8942 at 8943).

Requiring a statement regarding the
registry databank for informed consent
documents and processes for only
applicable clinical drug trials but not
applicable clinical device trials would
create a disparity in FDA’s policy on
human subject protection. This
disparity could result in confusion
among those who conduct such clinical
trials over what is required in informed
consent documents and processes,
especially in the cases of applicable
clinical trials involving both a drug and
device or for investigators conducting
applicable clinical trials of both types of
regulated products.

Thus, although section 801(b)(3)(A) of
FDAAA requires the statement
regarding the clinical trial registry
databank for informed consent
documents and processes only for
applicable drug clinical trials conducted
under section 505(i) of the FD&C Act,
under its general authority to issue
regulations for the efficient enforcement
of the FD&C Act (section 701(a) of the
FD&C Act), FDA is requiring all
applicable clinical trials, including
applicable device clinical trials, to
include this new statement in informed
consent documents and processes.
Requiring an additional statement
regarding the inclusion of clinical trial
information in the registry databank to
be included in the informed consent
documents and processes for all
applicable clinical trials is the most
efficient method of implementing the
statutory mandate. To prevent confusion
that might result from different
requirements for informed consent for
applicable clinical drug and device
trials and implement the congressional
purpose reflected in FDAAA, we will
apply the same standards regarding
elements of informed consent to
applicable clinical drug and device
trials by amending § 50.25 to include a
new paragraph (c) which requires a
statement about the registry databank in
informed consent discussions and
documents for all applicable clinical
trials under section 801 of FDAAA.

The Agency has several options
available for enforcing the new
informed consent requirement. The
authority to issue regulations for the
protection of human subjects is
accompanied by the authority to impose
penalties for violations of such
regulations. Specifically, section 301(e)
of the FD&C Act (21 U.S.C. 331(e))
makes the “failure to establish or
maintain any record, or make any
report, required under section * * *
505() * * *” and the “failure or refusal
to comply with any requirement
prescribed under section * * * 520(g)”
prohibited acts. The FD&C Act and
implementing regulations allow FDA to
seek administrative, civil, and criminal
penalties for violations of section 301 of
the FD&C Act. 21 U.S.C. § 303(a);

§§ 312.44(b)(1)(ix), 312.70(a),
812.30(b)(4), 812.119(a), 56. 121(b).

VI. Environmental Analysis

The Agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.
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VIIL. Analysis of Impacts
A. Introduction

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104-4). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
Agency believes that this final rule is
not a significant regulatory action as
defined by the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the final rule is
expected to impose costs of about $3 per
clinical trial participant or $611 to
$1,061 per trial protocol, the Agency
certifies that it will not have a
significant economic impact on a
substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $135
million, using the most current (2009)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

B. The Final Rule

On December 29, 2009, FDA
published a proposed rule that would
require that the informed consent
documents for applicable drug and
device clinical trials include a statement
that applicable clinical trial information
has been or will be submitted to the
NIH/NLM for inclusion in the
statutorily required clinical trial
databank. As it pertains to applicable
drug clinical trials, the final rule would
implement a requirement of FDAAA. As
discussed previously in this preamble,
FDA also requires that the same
statement be included in the informed
consent documents for applicable
device clinical trials.

The proposed rule included an
analysis of impacts as required by
Executive Order 12866 and the
Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).
FDA received many public comments
concerning its estimated costs and
benefits for the proposed rule. As a
result of the review and consideration of
these and other comments to the
proposed rule, FDA has made changes
to both the codified final rule and its
analysis of impacts section.

C. Need for the Final Rule

The need for this rule arises from
section 801(b)(3)(A) of FDAAA. It
requires that the current regulations for
informed consent documents and
process be amended to include a
statement that clinical trial information
from the clinical investigation has been
or will be submitted to the NIH/NLM
clinical trial registry databank. FDA has
decided that revising the general
informed consent section is the
appropriate course by which to fulfill
the requirements of the statute, and will
provide the pertinent information and
protection for clinical trial participants.

D. Public Comments Concerning
Impacts Analysis

Several comments objected to the
inclusion of the informed consent
statement for various reasons. Some
believed the statement would cause
confusion or anxiety to the participants.
Others believed it would distract the
participants from focusing on the
substantive issues concerning the study
that would affect one’s decision to
participate in the study. Some
comments stated that the overall effect
would be a reduced participation rate
for prospective participants. No
estimates of the size of this reduced
participation rate were submitted.
Additional comments questioned
whether any relevant or valuable
information could be acquired from an
informed consent statement that takes
less than 1 minute to read and discuss,
resulting in less benefit to the
participant than the administrative costs
to the investigator.

FDA acknowledges that additional
time will be required to read and, if
necessary, discuss the statement that
FDAAA mandates be included in the
informed consent documents and
process. FDA does not agree, however,
that the benefit of the statement to the
participant is directly related to the time
it takes to read and discuss the
statement. Further, FDA maintains that
the benefits of the informed consent
statement would be difficult to estimate

with any certainty, making a meaningful
comparison of benefits to costs
impractical. FDA also has revised the
statement to make it shorter and easier
to understand by deleting those terms
that could be expected to cause anxiety
and confusion. FDA believes that in
doing so it has reduced the theoretical
possibility that the statement would
cause some participants to abandon the
study as much as possible while still
fulfilling the FDAAA mandate.

E. Benefits of the Final Rule

FDA published a qualitative
explanation of the expected benefits to
clinical trial participants in its 2009
proposed rule. FDA received some
public comments that agreed with the
expected benefits. Others disagreed,
criticizing the proposed rule for not
educating the public at large about the
clinical trial registry databank. Some
proposed that FDA undertake a public
education campaign to broaden
awareness of the clinical trial registry
databank. That policy option, however
laudable, was not included in the
FDAAA mandate concerning updating
FDA'’s regulations concerning informed
consent documents and process. While
an educational campaign is not the
subject of this rulemaking, there will be
other opportunities for improving
awareness of the NIH clinical trials
databank. The comments as a whole did
not contain any arguments that
convinced FDA that it should amend its
initial explanation of benefits. As a
result, FDA restates the expected
benefits for this final rule.

The rule would increase the
transparency of clinical trials by
increasing participant and patient
awareness of the existence of the
clinical trials databank and those trials
that are registered in the databank. By
helping to create a system of checks and
balances through which participants,
patients, and health care providers are
encouraged to check whether
information about a trial of interest is
registered in the databank, it also would
provide greater accountability of clinical
trial investigators for outcomes and
adverse events, thereby raising
confidence in the validity of the
research process. Last of all, it would
encourage physicians and patients to
obtain more information in order to
make more educated treatment
decisions. FDA has not attempted to
quantify these benefits, but believes that
the overall effect of the rule on public
health would be positive.

F. Costs of the Final Rule

FDA estimated the total costs of the
proposed rule to both industry and the
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clinical trial participant population to
range from $688,000 to $2,398,000
annually. This equated to $98 to $342
per trial protocol, or about $0.48 to
$0.96 per clinical trial participant.
These costs included labor costs for
both the investigator and the trial
participant, as well as document
preparation costs and paper materials
costs. The cost of government oversight
was not expected to be significant. For
the most part, the public comments on
the proposed rule did not address the
structure of the cost analysis (except IRB
review costs). FDA retains much of the
cost analysis of the proposed rule for the
final rule.

1. Labor Costs

The costs of the final rule derive from
complying with the requirement to add
another statement to the informed
consent documents and the additional
time that medical professionals and
clinical trial participants spend reading
and discussing this statement.

We have revised the final cost
estimate to account for the
administrative costs for companies
involved in pharmaceutical, biologic,
and medical device research and
manufacturing, and administrative costs
for IRB oversight. These additional labor
costs are due to the administrative
review of the rule and the determination
of compliance responsibilities. All
companies involved in this would incur
some labor costs, regardless of the
frequency with which they undertake
clinical trials. Census data from 2002
list 5,666 companies in the seven North
American Industrial Classification
System (NAICS) categories that would
be subject to this rule. FDA estimates
that each could expend about 2 hours to
review the final rule and determine any
changes it needs to make to its internal
administrative policies due to this rule.
The pharmaceutical and medicine
manufacturing category of the NAICS
lists the hourly wage for a manager in
this category at about $54. A 35 percent

adjustment to this figure for employee
benefits results in total hourly
compensation costs of about $73. A one-
time 2 hour review for each company
would result in compliance costs of
almost $147 per company, and a total of
about $830,000 for the industry. This
equates to an annualized cost (over 5
years at a 7 percent discount rate) of
about $202,000 for the entire industry.
These estimates may overstate true
compliance costs for review of the rule
since those companies that rarely
sponsor clinical trials on even an
occasional basis may not expend as
much labor as those who do so more
frequently.

For the proposed rule, FDA estimated
that it receives about 7,000 clinical trial
protocol submissions annually for
applicable clinical trials that would be
subject to this final rule, with the vast
majority of the submissions to the FDA’s
Center for Drug Evaluation and Research
(CDER). The public comments did not
address the size of this estimate.
However, further analysis of the data
upon which the estimates were made
shows that up to 30 percent of the CDER
protocols may be for phase 1 clinical
trials which would not be subject to the
final rule. FDA has adjusted the
estimated number of CDER trial
protocols accordingly, which results in
a reduction of the total trial protocols
estimate to 5,146. FDA estimates of
average numbers of participants per
clinical trial vary greatly across FDA
Centers, from single-patient INDs to
vaccine trials with over 25,000
participants. Published data on average
number of participants per trial,
therapeutic area, suggests that the
average number of participants in phase
1, 2, and 3 clinical trials of
pharmaceuticals, biotech, and medical
device products may range from about
200 to 360.1 FDA did not receive any
comments on this estimate of the
average number of participants per
clinical trial, and retains it for the
analysis of the final rule.

Compliance with the rule would
require that the informed consent
documents contain the required
statement concerning the clinical trial’s
inclusion in the clinical trial registry
databank and provide for any additional
discussion concerning this statement
between participants and the medical
professional administering the
documents. As discussed previously in
this preamble, FDA received many
comments concerning the language used
in the statement, as well as the length
of time necessary to read and, if
necessary, discuss this statement with
the medical professional administering
the study. Due to these comments, FDA
has both simplified the language used in
the statement, and reduced the length of
the statement by about 50 percent.
Additionally, FDA has revised its
estimate of the average number of
minutes that a clinical trial participant
would require to read and discuss the
statement from a range of 30 seconds to
1 minute used in the analysis of the
proposed rule to 3 minutes for the
analysis of the final rule.

Registered nurses, or other medical
professionals with a similar level of
training, often administer and discuss
the informed consent forms with trial
participants. The average compensation
for a registered nurse in 2008 was
$40.54 per hour, including a 35 percent
increase to account for benefits. The
increased labor cost for administering
the informed consent procedures for
these medical professionals in
applicable clinical trials for all
participants ranges from $2.09 million
to $3.76 million (see Table 1 of this
document). This estimate is the result of
$40.54 per hour times 3 minutes per
participant times 200 to 360 participants
per trial times 5,146 protocols per year.
The cost to the sponsor per prospective
participant is estimated at $2.03 and the
cost per trial protocol is estimated to
range from $405 to $730.

TABLE 1—COSTS OF INFORMED CONSENT PROPOSED RULE

Cost factor

Annual cost

Labor Cost—Administrative Review of Rule !
Labor Cost—Clinical Trial Administrator
Labor Cost—Clinical Trial Participant

Labor Cost—IRB Review

Document Preparation Cost

[T o= G 0o PP O TP U P PRUPRPRURTPPIN

1 Parexel’s Bio/Pharmaceutical R&D Statistical
Sourcebook 2008/2009, Parexel International Corp.,
copyright 2008, p. 160. The average number of
participants (not weighted by therapeutic area) in
phase 1, 2, and 3 clinical trials in 2006 was 27, 141,

and 444, respectively. The unweighted average of
these numbers is 204. As an upper bound, FDA uses
the average of the numbers representing the
therapeutic area with the largest average number of
participants in each of the three clinical phases,

$202,000
2,086,000-3,755,000
801,000-1,442,000
29,000

17,000

7,000-12,000

which would tend to overstate the average size of
participants. This upper bound is calculated at 360
participants per trial protocol.
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TABLE 1—COSTS OF INFORMED CONSENT PROPOSED RULE—Continued
Cost factor Annual cost
o) 7= I 0o 1] (=S 3,143,000-5,458,000

1This is a one-time cost of $830,000 annualized over 5 years at 7 percent.

Some clinical trial participants are
compensated for their participation in
trials. Whether an individual participant
receives compensation or not, the
additional time spent by all participants
to read and discuss the new informed
consent statement represents a social
cost of the rule. Using the median U.S.
wage rate of $15.57 per hour, a clinical
trial participant would be expected to
incur a cost of $0.78 for the 3 minutes
to read and, if necessary, discuss the
proposed informed consent statement.
On an annual basis over the 5,146
clinical trials, this would amount to
about $0.80 million to $1.44 million.

Comments to the proposed rule
included a criticism that FDA had failed
to account for the costs to IRB for its
oversight role of the new statement.
FDA agrees that the new informed
consent statement will require an
additional amount of oversight from
IRBs. FDA has added to its cost
elements a labor cost for the effort of the
IRBs to determine that the statement has
been added to the model templates for
informed consent documents. Although
IRBs can have many members, in
practice, only one or two members may
be involved in reviewing the study
documents on behalf of the IRB for
inclusion of all the necessary informed
consent statements. FDA estimates the
additional review of the entirety of
consent forms and documents to
determine that the new statement is
appropriately included could take an
additional 3 minutes of administrative
effort for each of the 5,146 protocols.
FDA bases its cost estimate on the mean
hourly pay rate for physicians, adjusted
35 percent for benefits, of $113.2 Using
these factors, FDA estimates that an
additional $29,000 in labor costs will be
incurred due to this final rule.

The cost of incorporating the new
statement into the informed consent
documents is expected to be very small.
The new statement would only need to
be written once per protocol and is
estimated to take about 5 minutes. Using
the same wage rate as mentioned
previously, $40.54 per hour, the
additional annual costs to write the
statement for the 5,146 annual protocols

21U.S. Department of Labor, Bureau of Labor
Statistics, May 2009 National Occupational
Employment and Wage Estimates United States,

p. 8.

would total to about $17,000. The
capital cost of adding the new informed
consent statement would only consist of
the additional paper. At a cost of about
$0.02 per page and about one-third of a
page per participant, the total paper
costs for this rule are estimated to range
from $7,000 to $12,000 annually.

2. Total Industry Costs

The total costs of the final rule to both
industry and the clinical trial
participant population are estimated to
range from $3.14 million to $5.46
million annually. This equates to $611
to $1,061 per trial protocol, or about
$2.95 to $3.05 per clinical trial
participant.

3. Costs to Government

FDA did not receive any comments on
its estimate of the impacts of the
proposed rule on government costs, and
retains its conclusions for the final rule.
The costs to government for oversight of
this rule would be extremely low as a
review of a sample of informed consent
documents for each trial would only be
increased, at most, by a few minutes per
clinical trial due to the additional
informed consent statement. FDA
believes this cost would not be
significant.

4. Alternatives to the Final Rule

FDAAA specifically requires that the
regulations concerning informed
consent documents include a statement
that clinical trial information has been
or will be submitted for inclusion in the
clinical trial registry databank. It did not
provide FDA with discretion concerning
the inclusion of a statement for
applicable drug clinical trials. For the
reasons stated previously in this
document, FDA has decided to require
the revised, shorter statement be
included in the informed consent
documents for medical device trials as
well. If the final rule did not include the
new informed consent statement for
applicable medical device clinical trials,
the annual costs of the rule would be
reduced by $207,000 to $615,000 per
year. If FDA had not revised the
informed consent statement to make it
both shorter and easier to understand,
the compliance costs would have been
larger than those estimated in this
analysis.

5. Regulatory Flexibility Act
Impacts on Small Entities

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The companies that would be
affected are classified in seven separate
NAICS categories by the Census Bureau.
The affected industries are NAICS
325412—Pharmaceutical Preparation;
NAICS 325414—Biological Products
(except diagnostic); NAICS 334510—
Electromedical and Electrotherapeutic
Apparatus; NAICS 339112—Surgical
and Medical Instrument; NAICS
339113—Surgical Appliance and
Supplies; NAICS 339114—Dental
Equipment and Supplies; NAICS
339115—O0pthalmic Goods.

The Small Business Administration
(SBA) size standards for all these
industries define small entities as those
companies with less than 500
employees, except for pharmaceutical
preparation, for which it defines a small
entity as one with less than 750
employees. The most recent Census of
Manufacturers data that offers the level
of detail for establishments at or near
the employee size limits as defined by
SBA is from 2002 (the 2007 Census data
on the size distributions were not yet
available; using 2002 data for the
calculations overstates the likely effects
on small businesses). In each of these
establishment size categories, large
majorities of the establishments meet
the criteria as small entities. Even taking
into account that many of these
establishments are parts of multi-
establishment corporations, significant
numbers of companies would still
qualify as small entities. Preliminary
Census data from 2007, though less
detailed, shows that significant numbers
of establishments continue to have less
than 100 employees across all of these
categories. While FDA expects that most
companies sponsoring applicable
clinical trials would be larger than the
average-sized company in their
industry, FDA concludes that a
substantial number of sponsoring
companies would still qualify as small
entities.

The cost analysis concluded that the
compliance cost of the proposed rule
per trial protocol would range from
$611 to $1,061. Some firms will direct
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multiple applicable clinical trials in the
same year. For large firms that would
administer the informed consent
documents for 10 separate trials, the
cost would range from $6,110 to $10,610
per year. Using 2002 Census data, the
average value of shipments for
establishments in these industries with
one to four employees ranged from
$244,000 to $824,000 according to the
Census of Manufacturers. Assuming that
such small operations had one
applicable clinical trial administered
each year, the costs of the proposed rule
would represent, at most, 0.43 percent
of the annual value of shipments. For
establishments with 50 or more
employees, the compliance costs would
represent 0.11 percent or less of the
value of shipments even with 10
applicable clinical trials administered
annually. For establishments with 100
or more employees, the compliance
costs would represent 0.23 percent or
less of the value of shipments even with
50 applicable clinical trials
administered annually. Because of the
small costs that would be incurred
relative both to the total cost of a
clinical trial and the revenues of an
individual sponsor of a product
undergoing a clinical trial, the Agency
certifies that the final rule would not
have a significant economic impact on
a substantial number of small entities.

VIIIL Paperwork Reduction Act

FDA concludes that the informed
consent requirement in this document is
not subject to review by the Office of
Management and Budget because it does
not constitute a “collection of
information” under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). Rather, the requirement to
include a statement in informed consent
documents and processes on submission
of information to the clinical trial data
bank is a “public disclosure of
information originally supplied by the
Federal government to the recipient for
the purpose of disclosure to the public”
(5 CFR 1320.3(c)(2)).

IX. Federalism

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

the Executive order and, consequently,
a federalism summary impact statement
is not required.
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i. American College of Radiology Imaging
Network, Protocol Development & Regulatory
Resources, “Informed Consent Template &
Checklist,” available at: http://www.acrin.org/
Portals/0/Administration/Regulatory/ICF
Template.doc, accessed July 8, 2010;

j- National Cancer Institute, “Simplification
of Informed Consent Documents,” available
at: http://www.cancer.gov/clinicaltrials/
education/simplification-of-informed-
consent-docs/allpages, accessed July 7, 2010.

10. Institutional Review Board:
Management and Function (edited by
Bankert, E. A. and R. J. Amdur), 2d Ed., 2006
(Chapter 6-1, The Institutional Review
Board’s Role in Editing Consent Documents,
Pensha, R. L., pp. 199-201 and Chapter 6-2,
The Consent Documents, Brown, A., pp 202—
204).

11. Flesch-Kincaid Reading Scale
Information, Rudolf Flesch, “A New
Readability Yardstick,” Journal of Applied
Psychology, vol. 32, pp. 221-233, 1948.

12. FDA, Office of Planning, Risk
Communication Staff, ANALYSIS NOTE:
Note No. 2010-001, July 30, 2010.

13. FDA: A Guide to Informed Consent—
Information Sheet, available at: http://
www.fda.gov/RegulatoryInformation/
Guidances/ucm126431.htm#nonenglish,
accessed August 8, 2010.

14. NIH: ClinicalTrials.gov: Protocol
Registration System: PRS and U.S. Public
Law 110-85: “Applicable Clinical Trials,”
available at: http://prsinfo.clinicaltrials.gov/
fdaaa.html and http://
prsinfo.clinicaltrials.gov/Elaborations
OnDefinitions.pdf, accessed August 8, 2010.

15. “Guidance for Sponsors, Institutional
Review Boards, Clinical Investigators and
FDA Staff: Guidance on Informed Consent for
In Vitro Diagnostic Device Studies Using
Leftover Human Specimens That Are Not
Individually Identifiable,” available at: http://
www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/ucm078384.htm,
accessed August 8, 2010.

16. NIH: ClinicalTrials.gov “Basic Results
Data Element Definitions (DRAFT),” available
at: http://prsinfo.clinicaltrials.gov/results
definitions.html, accessed August 8, 2010.

List of Subjects in 21 CFR Part 50

Human research subjects, Prisoners,
Reporting and recordkeeping
requirements, Safety.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 50 is amended
as follows:

PART 50—PROTECTION OF HUMAN
SUBJECTS

m 1. The authority citation for 21 CFR
part 50 continues to read as follows:

Authority: 21 U.S.C. 321, 343, 346, 346a,
348, 350a, 350b, 352, 353, 355, 360, 360c-
360f, 360h-360j, 371, 379e, 381; 42 U.S.C.
216, 241, 262, 263b-263n.

m 2. Section 50.25 is amended by
redesignating paragraphs (c) and (d) as
paragraphs (d) and (e), and by adding
new paragraph (c) to read as follows:

§50.25 Elements of informed consent.

(c) When seeking informed consent
for applicable clinical trials, as defined
in 42 U.S.C. 282(j)(1)(A), the following
statement shall be provided to each
clinical trial subject in informed consent
documents and processes. This will
notify the clinical trial subject that
clinical trial information has been or
will be submitted for inclusion in the
clinical trial registry databank under
paragraph (j) of section 402 of the Public
Health Service Act. The statement is: “A
description of this clinical trial will be
available on http://
www.ClinicalTrials.gov, as required by
U.S. Law. This Web site will not include
information that can identify you. At
most, the Web site will include a
summary of the results. You can search
this Web site at any time.”

* * * * *

Dated: December 28, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-33193 Filed 1-3-11; 8:45 am]
BILLING CODE 4160-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 239 and 258
[EPA-R10-RCRA-2010-0953; FRL-9247-6]

Alaska: Adequacy of Alaska Municipal
Solid Waste Landfill Permit Program

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

SUMMARY: This action approves a
modification to Alaska’s approved
Municipal Solid Waste Landfill
(MSWLF) permit program. The
approved modification allows the State
to issue Research, Development, and
Demonstration (RD&D) permits to
owners and operators of MSWLFs in
accordance with its State law. On March
22, 2004, EPA issued final regulations
allowing RD&D permits to be issued to
certain MSWLFs by approved States. On
September 7, 2010, the State of Alaska
submitted an application to EPA Region
10 seeking Federal approval of its RD&D
requirements. After thorough review,
EPA Region 10 has determined that
Alaska’s RD&D permit requirements are
adequate through this direct final
action.

DATES: This direct final rule will
become effective March 7, 2011 without
further notice unless EPA receives
adverse comments on or before February
3, 2011. If adverse comments are
received, EPA will publish a timely
withdrawal of this direct final rule in
the Federal Register informing the
public that the rule will not take effect.
EPA will then review the comments and
then will publish a final rule in the
Federal Register responding to the
comments and affirming or revising its
initial decision.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R10-
RCRA-2010-0953, by one of the
following methods:

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

e E-mail: calabro.domenic@epa.gov.

e Fax:(206) 553—8509, to the
attention of Domenic Calabro.

e Mail: Domenic Galabro, Office of
Air, Waste and Toxics, U.S. EPA, Region
10, 1200 Sixth Avenue, Suite 900,
Mailstop: AWT—-122, Seattle, WA 98101.

e Hand Delivery or Courier: Deliver
your comments to Domenic Calabro,
Office of Air, Waste and Toxics, U.S.
EPA, Region 10, 1200 Sixth Avenue,
Suite 900, Mailstop: AWT—-122, Seattle,
WA 98101. Such deliveries are only
accepted during the Office’s normal
hours of operation.

Instructions: Identify your comments
as relating to Docket ID No. EPA-R10-
RCRA-2010-0953. 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 claimed to be other
information whose disclosure is
restricted by statute. Do not submit
information that you consider to be CBI
or otherwise protected through http://
www.regulations.gov or e-mail. 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
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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. For additional information
about EPA’s public docket visit the EPA
Docket Center homepage at http://
www.epa.gov/epahome/dockets.htm.
Docket: EPA has established a docket
for this action under Docket ID No.
EPA-R10-RCRA-2010-0953. 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 U.S. Region 10 Library, 1200 Sixth
Avenue, Seattle, WA 98101 by
appointment only; telephone: (206)
553-1289.
FOR FURTHER INFORMATION CONTACT:
Domenic Calabro, Office of Air, Waste
and Toxics, U.S. EPA, Region 10, 1200
Sixth Avenue, Suite 900, Mailstop:
AWT-122, Seattle, WA 98101,
telephone: (206) 553-6640,
calabro.domenic@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

On March 22, 2004, EPA issued a
final rule (69 FR 13242) amending the
Municipal Solid Waste Landfill
(MSWLF) criteria in 40 CFR part 258 to
allow for Research, Development and
Demonstration (RD&D) permits (69 FR
13242). That rule allows for variances
from specified criteria for a limited
period of time, to be implemented
through State-issued RD&D permits.
RD&D permits are available only in
States with approved MSWLF permit
programs that have been modified to
incorporate RD&D permit authority.
While States are not required to seek
approval to allow permits under this
new provision, those States that are
interested in providing RD&D permits to
owners and operators of MSWLFs must
seek approval from EPA before issuing
such permits. Approval procedures for
new provisions of 40 CFR Part 258 are
outlined in 40 CFR 239.12.

On March 15, 2000, EPA published a
final rule (65 FR 453) approving the

State of Alaska’s MSWLF permit
program. On September 7, 2010, Alaska
applied for approval of its RD&D permit
provisions which are included as part of
a broader revision package and is
codified as 18 AAC 60.213. The final
package was adopted by the ADEC,
signed and officially filed by the Lt.
Governor, and took effect on September
5, 2010.

II. Decision

After a thorough review of Alaska’s
revision package, EPA has determined
that the Alaska Research, Development
and Demonstration (RD&D) permit
provisions as set out in 18 AAC 60.213
are adequate to comply with the Federal
criteria as set out in 40 CFR 258.4. The
State regulations regarding RD&D
permits incorporate by reference all of
the requirements of 40 CFR 258.4, while
specifying particular requirements
which are either equivalent to or more
stringent than the requirements of 40
CFR 258.4.

III. Statutory and Executive Order
Reviews

This action approves State solid waste
requirements pursuant to Resource
Conversation and Recovery Act (RCRA)
Section 4005 and imposes no Federal
requirements. Therefore, this rule
complies with applicable executive
orders and statutory provisions as
follows:

1. Executive Order 12866

This action is not a “significant
regulatory action” under the terms of
Executive Order (EO) 12866 (58 FR
51735, October 4, 1993) and is therefore
not subject to review under the EO.

2. Paperwork Reduction Act

This action does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq. Burden is
defined at 5 CFR 1320.3(b). This direct
final rule does not establish or modify
any information or recordkeeping
requirements for the regulated
community. EPA has determined that it
is not subject to the provisions of the
Paperwork Reduction Act.

3. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA),
as amended by the Small Business
Regulatory Enforcement Fairness Act
(SBREFA), 5 U.S.C. 601 et seq.,
generally requires Federal agencies to
prepare a regulatory flexibility analysis
of any rule subject to notice and
comment rulemaking requirements
under the Administrative Procedure Act
or any other statute unless the agency

certifies that the rule will not have a
significant economic impact on a
substantial number of small entities.
Small entities include small businesses,
small organizations, and small
governmental jurisdictions. For
purposes of assessing the impacts of this
direct final rule on small entities, small
entity is defined as: (1) A small
business, as codified in the Small
Business Size Regulations at 13 CFR
part 121; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district or
special district with a population of less
than 50,000; and (3) a small
organization that is any not-for-profit
enterprise which is independently
owned and operated and is not
dominant in its field. EPA has
determined that this direct final action
will not have a significant impact on
small entities because the action will
only have the effect of modifying pre-
existing authorized requirements under
State law. I certify that this action will
not have a significant economic impact
on a substantial number of small
entities.

4. Unfunded Mandates Reform Act

This action contains no Federal
mandates under the provisions of Title
II of the Unfunded Mandates Reform
Act of 1995 (UMRA), 2 U.S.C. 1531—
1538 for State, local, or Tribal
governments or the private sector. This
action imposes no new enforceable duty
on any State, local or Tribal
governments or the private sector. This
action contains no regulatory
requirements that might significantly or
uniquely affect small government
entities. Thus, EPA has determined that
the requirements of section 203 of the
UMRA do not apply to this action.

5. Executive Order 13132: Federalism

This action addresses a modification
to Alaska’s approved MSWLF permit
program, which has been modified by
State law to incorporate RD&D
permitting authority. There are no
substantial direct effects on the States,
on the relationship between Federal and
State governments, or on the
distribution of power between among
the various levels of government, as
specified in Executive Order 13132.
Therefore, Executive Order 13132 does
not apply to this action.

6. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

This action does not have Tribal
implications, as specified in Executive
Order 13175. This action addresses a
modification to Alaska’s approved
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MSWLF permit program, which has
been modified by State law to
incorporate RD&D permitting authority.
Thus, EPA has determined that
Executive Order 13175 does not apply
to this rule.

7. Executive Order 13045: Protection of
Children From Environmental Health
and Safety Risks

This action is not subject to Executive
Order 13045 because it is not
economically significant and it is not
based on health or safety risks.

8. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Use

This action is not subject to Executive
Order 13211 (66 FR 28355, May 22,
2001), because it is not a “significant
regulatory action” as defined under
Executive Order 12866.

9. National Technology Transfer and
Advancement Act

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)
directs EPA to use voluntary consensus
standards bodies in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures, and
business practices) that are developed or
adopted by voluntary consensus bodies.
The NTTAA directs EPA to provide
Congress, through the OMB,
explanations when the Agency decides
not to use available and applicable
voluntary consensus standards. EPA has
determined that this action does not
involve “technical standards” as defined
by the NTTAA. Therefore EPA is not
considering the use of any voluntary
consensus standards.

10. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Populations

Executive Order (EO) 12898 (59 FR
7629 (Feb. 16, 1994)) establishes Federal
executive policy on environmental
justice. Its main provision directs
Federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States.

EPA has determined that this action
will not have disproportionately high
and adverse human health or
environmental effects on minority or
low-income populations because it does
not affect the level of protection
provided to human health or the
environment. This action addresses a
modification to Alaska’s approved
MSWLF permit program, which has
been modified by State law to
incorporate RD&D permitting authority.
EPA has determined that the action is
not subject to Executive Order 12898.

11. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as amended 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
Register. This action is not a “major
rule” as defined by 5 U.S.C. 804(2). This
action will be effective March 7, 2011.

List of Subjects
40 CFR Part 239

Environmental protection,
Administrative practice and procedure,
Intergovernmental relations, Waste
treatment and disposal.

40 CFR Part 258

Reporting and recordkeeping
requirements, Waste treatment disposal,
Water pollution control.

Authority: This action is issued under the
authority of section 2002, 4005 and 4010(c)
of the Solid Waste Disposal Act, as amended,
42 U.S.C. 6912, 6945 and 6949(a).

Dated: December 22, 2010.

Dennis J. McLerran,

Regional Administrator, EPA Region 10.
[FR Doc. 2010-33196 Filed 1-3-11; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

44 CFR Part 67
[Docket ID FEMA-2010-0003]

Final Flood Elevation Determinations

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Final rule.

SUMMARY: Base (1% annual-chance)
Flood Elevations (BFEs) and modified
BFEs are made final for the
communities listed below. The BFEs
and modified BFEs are the basis for the
floodplain management measures that
each community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

DATES: The date of issuance of the Flood
Insurance Rate Map (FIRM) showing
BFEs and modified BFEs for each
community. This date may be obtained
by contacting the office where the maps
are available for inspection as indicated
in the table below.

ADDRESSES: The final BFEs for each
community are available for inspection
at the office of the Chief Executive
Officer of each community. The
respective addresses are listed in the
table below.

FOR FURTHER INFORMATION CONTACT: Luis
Rodriguez, Chief, Engineering
Management Branch, Federal Insurance
and Mitigation Administration, Federal
Emergency Management Agency, 500 C
Street, SW., Washington, DC 20472,
(202) 646-4064, or (e-mail)
luis.rodriguez1@dhs.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) makes the final determinations
listed below for the modified BFEs for
each community listed. These modified
elevations have been published in
newspapers of local circulation and
ninety (90) days have elapsed since that
publication. The Deputy Federal
Insurance and Mitigation Administrator
has resolved any appeals resulting from
this notification.

This final rule is issued in accordance
with section 110 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4104,
and 44 CFR part 67. FEMA has
developed criteria for floodplain
management in flood prone areas in
accordance with 44 CFR part 60.
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Interested lessees and owners of real
property are encouraged to review the
proof Flood Insurance Study and FIRM
available at the address cited below for

each community.
The BFEs an

not been prepared.

Regulatory Flexibility Act. As flood
elevation determinations are not within
the scope of the Regulatory Flexibility
Act, 5 U.S.C. 601-612, a regulatory
flexibility analysis is not required.

modified BFEs are
made final in the communities listed
below. Elevations at selected locations
in each community are shown.
National Environmental Policy Act.
This final rule is categorically excluded
from the requirements of 44 CFR part
10, Environmental Consideration. An
environmental impact assessment has

Regulatory Classification. This final

under the criteria of section 3(f) of

58 FR 51735.
Executive Order 13132, Federalism.

have federalism implications under
Executive Order 13132.

Executive Order 12988, Civil Justice
Reform. This final rule meets the
12988.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

rule is not a significant regulatory action

Executive Order 12866 of September 30,
1993, Regulatory Planning and Review,

This final rule involves no policies that

applicable standards of Executive Order

m Accordingly, 44 CFR part 67 is
amended as follows:

PART 67—[AMENDED]

m 1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.11 [Amended]

m 2. The tables published under the
authority of §67.11 are amended as
follows:

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD) o
Flooding source(s) Location of referenced elevation #;ng\’/J;hg'r%&i%t Cog?g&g'ges
A Elevation in
meters
(MSL)
Modified
Drew County, Arkansas, and Incorporated Areas
Docket No.: FEMA-B-1083
Tenmile Creek .....ccccevevreeene Approximately 1,000 feet downstream of Missouri Pacific +208 | Unincorporated Areas of
Railroad. Drew County.
Just downstream of Missouri Pacific Railroad ...................... +212
Tenmile Tributary .................. Approximately 3,200 feet downstream of Ragland Avenue .. +222 | City of Monticello, Unincor-
porated Areas of Drew
County.
Just downstream of Barkada Road ............cccoceeviiniiinennnnen. +236

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

City of Monticello

ADDRESSES

Maps are available for inspection at 204 West Gains Street, Monticello, AR 71655.

Unincorporated Areas of Drew County

Maps are available for inspection at 210 South Main Street, Monticello, AR 71655.

St. Joseph County, Indiana, and Incorporated Areas

Docket No.: FEMA-B-1020

Baugo Creek .......ccccevervieniene

Judy Creek .....ocoeeviviiiiiiine

Kieffer Creek ........ccocvveeeeennn.

Potato Creek ......ccccceeeeeeeunnnees

Approximately 300 feet upstream of the confluence with St.
Joseph River/Baugo Bay.

Approximately 100 feet upstream of the Elkhart County
boundary.

Approximately 1,950 feet upstream of Kenilwood Road .......

Approximately 1,825 feet downstream of Indiana East-West
Toll Road.

Approximately 550 feet upstream of the confluence with the
St. Joseph River.

Approximately 1,850 feet upstream of Hollyhock Road ........
Approximately 280 feet downstream of Cemetery Road ......
Approximately 980 feet upstream of Cemetery Road ...........

+719 | Town of Osceola, Unincor-
porated Areas of St. Jo-
seph County.

+726

+711
+712

Town of Roseland.

+690 | City of South Bend, Unincor-
porated Areas of St. Jo-
seph County.

+722

+709

+712

Town of North Liberty.

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.
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* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet Communities
above ground affected
A Elevation in
meters
(MSL)
Modified

Flooding source(s) Location of referenced elevation

ADDRESSES
City of South Bend
Maps are available for inspection at 227 West Jefferson Boulevard, Suite 400, South Bend, IN 46601.
Town of North Liberty
Maps are available for inspection at 300 South Main Street, North Liberty, IN 46554.
Town of Osceola
Maps are available for inspection at 850 Lincoln Way West, Osceola, IN 46561.
Town of Roseland
Maps are available for inspection at 200 Independence Drive, Roseland, IN 46637.

Unincorporated Areas of St. Joseph County

Maps are available for inspection at 227 West Jefferson Boulevard, Room 732, South Bend, IN 46601.

Cass County, lowa, and Incorporated Areas
Docket No.: FEMA-B-1068

Baughmans Creek ................. Just upstream of 540th Street ..........ccccooviviiniiiinee +1,091 | Unincorporated Areas of
Cass County.
Approximately 900 feet downstream of Adair Street ............ +1,098
Approximately 400 feet downstream of Main Street ... +1,103
Approximately 650 feet upstream of Main Street .... +1,106

East Nishnabotna River ........ Just upstream of Jasper Road +1,136 | Unincorporated Areas of
Cass County.

Just downstream of the confluence with Troublesome +1,154
Creek.
Troublesome Creek ............... Just upstream of the confluence with the East Nishnabotna +1,154 | Unincorporated Areas of
River. Cass County.
Just upstream of Olive Street .........cccevviiiiiiiiiieneeee, +1,154
Approximately 0.4 mile upstream of 635th Street .... +1,163
Approximately 0.5 mile upstream of 635th Street +1,163
*National Geodetic Vertical Datum.
+ North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
Unincorporated Areas of Cass County
Maps are available for inspection at 5 West 7th Street, Atlantic, IA 50022.
Montgomery County, Kentucky, and Incorporated Areas
Docket No.: FEMA-B-1061
Hinkston Creek .........ccoceeueen. Approximately 500 feet upstream of Hinkston Pike (KY— +911 | City of Mt. Sterling, Unincor-
1991). porated Areas of Mont-
gomery County.
Approximately 100 feet downstream of Calk Lane ............... +962
*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
City of Mt. Sterling
Maps are available for inspection at 33 North Maysville Street, Mount Sterling, KY 40353.
Unincorporated Areas of Montgomery County
Maps are available for inspection at 1 Court Street, Mount Sterling, KY 40353.
Cedar County, Missouri, and Incorporated Areas
Docket No.: FEMA-B-1078
Stockton Lake ........ccccceevueenee. Entire shoreline within community ...........ccooviiiiiininnieee. +887 | City of Stockton, Unincor-
porated Areas of Cedar
County.

*National Geodetic Vertical Datum.
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* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD) -
Flooding source(s) Location of referenced elevation iggféhg'r%ﬁ%t Cog;fg&glges
A Elevation in
meters
(MSL)
Modified
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
City of Stockton
Maps are available for inspection at 201 South High Street, Stockton, MO 65785.
Unincorporated Areas of Cedar County
Maps are available for inspection at 113 South Street, Stockton, MO 65785.
Henry County, Missouri, and Incorporated Areas
Docket No.: FEMA-B-1075
Harry S. Truman Reservoir ... | Entire shoreline within community ............coocoiiiiiiiinnninene. +741 | City of Calhoun, City of
Deepwater, City of Urich,
Unincorporated Areas of
Henry County, Village of
Brownington, Village of La
Due.
Montrose Reservoir ............... Entire shoreline within community ..........cccocviiiiiiinnnnieee. +755 | Unincorporated Areas of
Henry County.

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES
City of Calhoun
Maps are available for inspection at 201 East Main Street, Calhoun, MO 65323.
City of Deepwater
Maps are available for inspection at 259 Southwest State Highway 52, Deepwater, MO 64740.
City of Urich
Maps are available for inspection at 308 North Main Street, Urich, MO 64788.
Unincorporated Areas of Henry County
Maps are available for inspection at 100 West Franklin Street, Clinton, MO 64735.
Village of Brownington
Maps are available for inspection at 858 Southwest Missouri Route BB, Deepwater, MO 64740.
Village of La Due
Maps are available for inspection at 100 West Franklin Street, Clinton, MO 64735.

Grant County, New Mexico, and Incorporated Areas
Docket No.: FEMA-B-1064

Cotton Wood Creek ............... Approximately 400 feet upstream of the confluence with +5,942 | Unincorporated Areas of
Silva Creek. Grant County.
Just downstream of Little Walnut Road ...........ccceeeeeennnnnnenn.. +5,987
Maude’s Creek ........ccevvuenune Approximately 1.0 mile downstream of Rosedale Road +5,698 | Unincorporated Areas of
Grant County.
Approximately 1.1 miles upstream of the confluence with +6,122
Central Arroyo.
Pinos Altos Creek ........cc....... Approximately 0.4 mile upstream of North Fowler Avenue .. +6,116 | Unincorporated Areas of
Grant County.
Approximately 0.5 mile upstream of North Fowler Avenue .. +6,130
San Vicente Arroyo ............... Approximately 1,000 feet downstream of Broken Arrow +5,623 | Unincorporated Areas of
Drive. Grant County.
Approximately 700 feet upstream of the confluence with +5,762
Tributary No. 4 (San Vicente Arroyo).
Silva Creek ......ccoeveervieiieenne. Approximately 400 feet upstream of the confluence with +5,942 | Unincorporated Areas of
Silva Creek. Grant County.
Approximately 300 feet upstream of Jade Drive ................... +5,993
Tributary No. 1 (Maude’s At the confluence with Maude’s Creek ........cccccevivvenieninnne. +5,858 | Unincorporated Areas of
Creek). Grant County.
Approximately 1,300 feet downstream of Silver Heights +6,006
Boulevard.
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* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD) -
Flooding source(s) Location of referenced elevation iggféhg'r%ﬁ%t Cog;fg&glges
A Elevation in
meters
(MSL)
Modified
Tributary No. 2 (Maude’s Approximately 800 feet upstream of Yellow Arrow Lane ...... +5,853 | Unincorporated Areas of
Creek). Grant County.
Approximately 1,900 feet upstream of Yellow Arrow Lane ... +5,868
*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
Unincorporated Areas of Grant County
Maps are available for inspection at 1400 U.S. Route 180 East, Silver City, NM 88061.
Noble County, Ohio, and Incorporated Areas
Docket No.: FEMA-B-1078
Salt Run oo, Approximately 460 feet downstream of State Route 78 in +726 | Unincorporated Areas of
the Village of Caldwell. Noble County, Village of
Caldwell.
Approximately 280 feet upstream of State Route 564 .......... +738
West Fork Duck Creek .......... Approximately 0.41 mile upstream of Township Highway +734 | Unincorporated Areas of
330. Noble County, Village of
Belle Valley.
Approximately 0.6 mile upstream of Main Street in the Vil- +746
lage of Belle Valley.
*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
Village of Belle Valley
Maps are available for inspection at the Noble County Auditor’'s Office, 200 Courthouse Square, Caldwell, OH 43724.
Village of Caldwell
Maps are available for inspection at the Noble County Auditor’'s Office, 200 Courthouse Square, Caldwell, OH 43724.
Unincorporated Areas of Noble County
Maps are available for inspection at the Noble County Auditor’'s Office, 200 Courthouse Square, Caldwell, OH 43724.
Custer County, Oklahoma, and Incorporated Areas
Docket No.: FEMA-B-1064
Tributary 1 (Unnamed Approximately 600 feet upstream of the confluence with +1,491 | Unincorporated Areas of Cus-
Stream). Tributary 2. ter County.
Approximately 200 feet downstream of Terrace Drive ......... +1,527
Tributary 2 (Unnamed Approximately 500 feet upstream of the confluence with +1,499 | Unincorporated Areas of Cus-
Stream). Tributary 1. ter County.
Just upstream of South 13th Street .........cccoeciiiiiiiiiinnen. +1,5637
Washita River .........cccceeeenne Approximately 0.61 mile downstream of 1-40 ...........cccc....... +1,484 | Unincorporated Areas of Cus-
ter County.
Approximately 1.04 mile upstream of U.S. Route 183 ......... +1,495
*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
Unincorporated Areas of Custer County
Maps are available for inspection at the Custer County Courthouse, 675 B Street, Arapaho, OK 73620.
Okmulgee County, Oklahoma, and Incorporated Areas
Docket No.: FEMA-B-1025
Duck Creek .....cccccvveievriieienne Approximately 3,950 feet downstream of South Yale Ave- +622 | Town of Liberty, Unincor-
nue. porated Areas of Okmulgee

County.
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Flooding source(s)

Location of referenced elevation

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
above ground
A Elevation in
meters
(MSL)
Modified

Communities
affected

Approximately 1,377 feet upstream of Lewis Avenue

+642

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

Town of Liberty

ADDRESSES

Maps are available for inspection at 719 East 8th Street, Okmulgee, OK 74447.

Unincorporated Areas of Okmulgee County
Maps are available for inspection at 719 East 8th Street, Okmulgee, OK 74447.

Spartanburg County, South Carolina, and Incorporated Areas
Docket Nos.: FEMA-B-7714 and FEMA-B-1049

Abners Creek

Alexander Creek

Alexander Creek Tributary 1

Beaverdam Creek East

Beaverdam Creek East Tribu-
tary 1.

Beaverdam Creek West

Big Ferguson Creek

Browns Branch

Buck Creek

Buffalo Creek

Casey Creek

Cedar Shoals Creek

Cherokee Creek

Chinquepin Creek

Dildine Creek

At the confluence with the Enoree River

Approximately 150 feet upstream of Freeman Farm Road ..

At the confluence with the South Pacolet River (William C.
Bowen Lake).

Approximately 2,010 feet upstream of Page Road

At the confluence with Alexander Creek

Approximately 1,620 feet upstream of Walnut Hill Church
Road.

Just upstream of Old Canaan Road ..........cccoceeeveenieeiennnnen.

Approximately 300 feet upstream of Church Street

At the confluence with Beaverdam Creek East

Approximately 400 feet upstream of Church Street
At the confluence with the Middle Tyger River

Approximately 2 miles upstream of State Highway 357

Approximately 820 feet upstream of the confluence with
Ferguson Creek.

Approximately 5,190 feet upstream of Wofford Road

At the confluence with the Pacolet River

Approximately 960 feet upstream of Short Drive
At the confluence with the Pacolet River

Approximately 4,950 feet upstream of Cherokee Foothills
Scenic Highway.

Approximately 100 feet upstream of the confluence with
Fairforest Creek.

Approximately 1.2 miles upstream of Steward Road

At the confluence with the Pacolet River

Approximately 2,290 feet upstream of Overcreek Road

Approximately 620 feet downstream of Horseshoe Falls
Road.

Approximately 1.5 miles upstream of Browning Road

Approximately 70 feet downstream of Cherokee Circle

Approximately 1,040 feet upstream of Cherokee Circle
Approximately 100 feet upstream of Chesnee Highway .......

Approximately 920 feet upstream of Chesnee Highway .......

At the confluence with the Enoree River ...,

Approximately 4,580 feet upstream of the confluence with
the Enoree River.

+704

+870

+825

+844
+838

+855

+619

+677
+637

+676
+817

+834
+576

+662
+481

+496
+709

+808

+574

+618
+709

+824
+406

+539
+713

+713
+719

+726
+560

+563

City of Greer, Unincorporated

Areas of Spartanburg
County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.
Unincorporated Areas of

Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.
Unincorporated Areas of

Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.

Unincorporated Areas of
Spartanburg County.
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Flooding source(s)

Location of referenced elevation

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
above ground
A Elevation in

Communities
affected

meters
(MSL)
Modified
Dillard Creek .......ccceveveeernneen. At the confluence with the Enoree River .........cccccoevceveneeenn. +708 | Unincorporated Areas of
Spartanburg County.
Approximately 4,540 feet upstream of the confluence with +715
the Enoree River.
Dutchman Creek ..........cc....... Approximately 1 mile downstream of Tucker Road .............. +481 | Unincorporated Areas of
Spartanburg County.
Approximately 2,370 feet upstream of Walnut Grove Pau- +645
line Road.
Enoree River .......c.ccooeveiiene Approximately 4.3 miles downstream of I-26 ....................... +401 | Unincorporated Areas of
Spartanburg County.
Approximately 125 feet upstream of State Highway 14 ....... +748
Enoree River Tributary 1 ....... At the confluence with the Enoree River ...........ccccccoeieeen. +698 | Unincorporated Areas of
Spartanburg County.
Approximately 1,690 feet upstream of Sharon Church Road +790
Fairforest Creek .......ccccceeueenne Approximately 80 feet downstream of Glen Springs Road ... +491 | City of Spartanburg, Unincor-
porated Areas of
Spartanburg County.
Approximately 100 feet downstream of |-85 +844
Fairforest Creek Tributary 1 .. | At the confluence with Fairforest Creek .........c.ccccevvriinnnen. +497 | Unincorporated Areas of
Spartanburg County.
Approximately 1.3 miles upstream of the confluence with +525
Fairforest Creek.
Fairforest Creek Tributary 2 .. | Approximately 50 feet upstream of Fairforest Creek ............ +574 | Unincorporated Areas of
Spartanburg County.
Approximately 1,320 feet upstream of West Road ............... +656
Fairforest Creek Tributary 3 .. | Approximately 300 feet upstream of the confluence with +614 | Unincorporated Areas of
Fairforest Creek. Spartanburg County.
Approximately 3,630 feet upstream of the confluence with +631
Fairforest Creek.
Fawn Branch .........cccceeeene Just upstream of Old Furnace Road ..........cccceceenivvennnninnn. +807 | Unincorporated Areas of
Spartanburg County.
Approximately 870 feet upstream of Old Furnace Road ...... +810
Fawn Branch Tributary 1 ....... Just upstream of Old Furnace Road .........ccccceevevveicveencnnnn. +807 | Unincorporated Areas of
Spartanburg County.
Approximately 2,640 feet upstream of Clark Road .. +883
Fawn Branch Tributary 2 ....... At the confluence with Fawn Branch Tributary 1 .................. +826 | Unincorporated Areas of
Spartanburg County.
Approximately 440 feet upstream of State Highway 9 ......... +873
Ferguson Creek ........ccceneee. Approximately 190 feet downstream of Old Spartanburg +627 | Unincorporated Areas of
Highway. Spartanburg County.
Approximately 1,990 feet upstream of Old Spartanburg +638
Highway.
Fleming Branch .................... At the confluence with Fairforest Creek ..........ccccovvvvenrnennne. +566 | Unincorporated Areas of
Spartanburg County.
Approximately 2,200 feet upstream of the confluence with +576
Fairforest Creek.
Foster Creek .......ccccovvvevnncene Approximately 330 feet upstream of Twin Oaks Road ......... +607 | Unincorporated Areas of
Spartanburg County.
Approximately 1.4 miles upstream of Old Canaan Road ..... +659
Foster Creek Tributary 1 ....... At the confluence with Foster Creek ..........cccoovvceenivveneninne +636 | Unincorporated Areas of
Spartanburg County.
Approximately 4,000 feet upstream of the confluence with +748
Foster Creek.
Fourmile Branch ................... Just upstream of Country Club Road .........ccccceeieninieneninnne +632 | Unincorporated Areas of
Spartanburg County.
Approximately 2,810 feet upstream of Pine Street ............... +734
Halfway Branch ..................... Approximately 600 feet upstream of the confluence with +680 | City of Spartanburg.
Halfway Branch Tributary 1.
Approximately 2,150 feet upstream of the confluence with +708
Halfway Branch Tributary 1.
Halfway Branch Tributary 1 ... | Just downstream of Blackwood Drive ............ccccoceiiiinnennee. +686 | City of Spartanburg, Unincor-
porated Areas of
Spartanburg County.
Approximately 700 feet upstream of Perrin Drive .... +722
Island Creek .......cccoevrvvennenne At the confluence with the Pacolet River ............cccccceveenen. +655 | Unincorporated Areas of

Spartanburg County.
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Location of referenced elevation

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
above ground
A Elevation in

Communities
affected

meters
(MSL)
Modified
Approximately 2,000 feet upstream of Cemetery Road ........ +804
Jamison Mill Creek ................ At the confluence with the South Pacolet River ................... +878 | Unincorporated Areas of
Spartanburg County.
Approximately 1.4 miles upstream of Spivey Creek Road ... +920
Jimmies Creek (North) .......... Just upstream of Freys Drive .........cccccovciiiiiniiinienieeeenn +665 | City of Wellford, Unincor-
porated Areas of
Spartanburg County.
Approximately 2,190 feet upstream of Tucapau Road +789
Jimmies Creek (South) .......... At the confluence with the North Tyger River .........c.ccccee...... +440 | Town of Woodruff, Unincor-
porated Areas of
Spartanburg County.
Approximately 1,550 feet upstream of Georgia Road .......... +696
Jimmies Creek (South) Tribu- | At the confluence with Jimmies Creek (South) ..................... +444 | Unincorporated Areas of
tary 1. Spartanburg County.
Approximately 5,070 feet upstream of the confluence with +470
Jimmies Creek (South).
Kelsey Creek .......cccvvevirnncne At the confluence with Fairforest Creek ............ccccovviinnnnnne +524 | Unincorporated Areas of
Spartanburg County.
Approximately 4,900 feet upstream of the confluence with +555
Thompson Creek.
Lawsons Fork Creek ............. Just upstream of Meadow Farm Road ........cc.cccoeeeriinnennnen. +802 | Unincorporated Areas of
Spartanburg County.
Approximately 2,320 feet upstream of Park Street ............... +937
Lawsons Fork Creek Tribu- Approximately 850 feet upstream of the confluence with +656 | City of Spartanburg.
tary 1. Lawsons Fork Creek.
Approximately 3,890 feet upstream of Woodburn Road ....... +701
Lawsons Fork Creek Tribu- Approximately 900 feet upstream of Lawsons Fork Creek ... +779 | Unincorporated Areas of
tary 3. Spartanburg County.
Approximately 2,120 feet upstream of Honeysuckle Road ... +828
Lawsons Fork Creek Tribu- Just upstream of River Forest Rd ........cccccoviiiiiiiniiniieenen. +787 | Unincorporated Areas of
tary 4. Spartanburg County.
Approximately 400 feet upstream of Lyman Road +864
Lick Creek .....cccoeveveviineienne At the confluence with the Enoree River ..........cccccocoeeineen. +567 | Unincorporated Areas of
Spartanburg County.
Approximately 425 feet upstream of Allen Bridge Road ....... +581
Little Buck Creek ................... At the confluence with Buck Creek ........cccoceeeeiieieccieeeeennennn. +712 | City of Chesnee, Unincor-
porated Areas of
Spartanburg County.
Approximately 280 feet upstream of Cherokee Street +841
Little Buck Creek Tributary 1 | At the confluence with Little Buck Creek +815 | City of Chesnee.
Approximately 1,100 feet upstream of the confluence with +851
Little Buck Creek.
Maple Creek .......ccccooevrcevennnne Just upstream of New Woodruff Road ........cc.ccceceeviiineennnen. +854 | City of Greer, Unincorporated
Areas of Spartanburg
County.
Approximately 85 feet downstream of Acron Drive .............. +866
McElwain Creek .........ccc...... Approximately 3,266 feet downstream of Yard Road ........... +495 | Unincorporated Areas of
Spartanburg County.
Approximately 230 feet upstream of Yard Road ................... +499
Meadow Creek .........ccocueeneeene Approximately 500 feet upstream of the confluence with +803 | Unincorporated Areas of
Lawsons Fork Creek. Spartanburg County.
Approximately 1,360 feet upstream of 1-26 ............cccceeeee. +849
Meadow Creek Tributary 1 .... | At the confluence with Meadow Creek .........cccccevueenenrecnee. +823 | Unincorporated Areas of
Spartanburg County.
Approximately 3,380 feet upstream of Spring Valley Road .. +837
Middle Tyger River ................ Just upstream of Spartex Dam .........cccoceeiiiiiiiininneeeeen +733 | Town of Duncan, Town of
Lyman, Unincorporated
Areas of Spartanburg
County.
Approximately 250 feet upstream of Sloan Road ................. +859
Middle Tyger River Tributary | Approximately 1,800 feet upstream of the confluence with +616 | Unincorporated Areas of
1. the Middle Tyger River. Spartanburg County.
Approximately 5,040 feet upstream of the confluence with +629

the Middle Tyger River.
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meters
(MSL)
Modified
Motlow Creek ........cccovveveeennn. At the confluence with the South Pacolet River ................... +826 | Town of Campobello, Unin-
corporated Areas of
Spartanburg County.
Approximately 740 feet upstream of Macedonia Church +943
Road.
North Pacolet River ............... At the confluence with the Pacolet River ..........ccccoceeveenen. +723 | Unincorporated Areas of
Spartanburg County.
Approximately 4,030 feet upstream of Landrum Road ......... +837
North Tyger River .................. Approximately 3,340 feet downstream of State Highway 56 +421 | Unincorporated Areas of
Spartanburg County.
Approximately 2.2 miles upstream of 1-26 ............c.cccceeneeee. +583
North Tyger River Tributary 1 | Just downstream of 1-26 ............cocoiiiiiiiiiiiiice +594 | Unincorporated Areas of
Spartanburg County.
Approximately 1.4 miles upstream of Stillhouse Road ......... +672
North Tyger River Tributary 2 | Approximately 1,780 feet upstream of the confluence with +666 | Unincorporated Areas of
the North Tyger River. Spartanburg County.
Approximately 260 feet upstream of U.S. Route 29 ............. +748
North Tyger River Tributary 3 | Approximately 900 feet upstream of confluence with the +736 | Town of Lyman, Unincor-
North Tyger River. porated Areas of
Spartanburg County.
Approximately 1.6 miles upstream of Holly Springs Road ... +898
Obed Creek .....cccovvveviveieennn. At the confluence with the North Pacolet River .................... +737 | Unincorporated Areas of
Spartanburg County.
Approximately 4,100 feet upstream of Burnt Chimney Road +879
Pacolet River .......ccccccceevieeenne Approximately 2.4 miles downstream of Chapel Drive ......... +476 | Town of Pacolet, Unincor-
porated Areas of
Spartanburg County.
At the confluence with the North Pacolet River and the +723
South Pacolet River.
Pacolet River Tributary 1 ...... At the confluence with the Pacolet River ............cccocoeveenen. +632 | Town of Cowpens, Unincor-
porated Areas of
Spartanburg County.
Approximately 290 feet upstream of Church Street .............. +765
Pacolet River Tributary 2 ...... At the confluence with the Pacolet River ...........ccccocoeieenen. +716 | Unincorporated Areas of
Spartanburg County.
Approximately 5,140 feet upstream of Fairfield Road .......... +875
Peters Creek ......ccccovvevvcncene At the confluence with the Pacolet River ...........ccccocevveenee. +630 | Unincorporated Areas of
Spartanburg County.
Approximately 210 feet downstream of Jones Road ............ +796
Ransom Creek ........cccceveeene Approximately 1,120 feet upstream of the confluence with +611 | Unincorporated Areas of
the North Tyger River. Spartanburg County.
Approximately 1,050 feet upstream of Schirra Court ............ +732
Ransom Creek Tributary 1 .... | At the confluence with Ransom Creek ...........ccceveririennenen. +614 | Unincorporated Areas of
Spartanburg County.
Approximately 460 feet upstream of 1-26 ............cccceeveenen. +640
Reedy Creek .......ccocvvveennne Approximately 100 feet downstream of Old Canaan Road .. +624 | Unincorporated Areas of
Spartanburg County.
Approximately 230 feet upstream of McAbee Road ............. +667
Richland Creek ........cccccevueenee At the confluence with the South Pacolet River ................... +785 | Unincorporated Areas of
Spartanburg County.
Approximately 1.3 miles upstream of Hickory Nut Drive ...... +832
Richland Creek East ............. At the confluence with the Pacolet River ..........ccccocoeeeienn. +539 | Unincorporated Areas of
Spartanburg County.
Approximately 4,970 feet upstream of the confluence with +540
the Pacolet River.
Richland Creek Tributary 1 ... | At the confluence with Richland Creek ............cccccovvicinenen. +785 | Unincorporated Areas of
Spartanburg County.
Approximately 2,740 feet upstream of River Oak Road +825
Richland Creek Tributary 2 ... | At the confluence with Richland Creek Tributary 1 .............. +792 | Unincorporated Areas of
Spartanburg County.
Approximately 3,860 feet upstream of the confluence with +810
Richland Creek Tributary 1.
Richland Creek Tributary 3 ... | At the confluence with Richland Creek ..........c.cccccevvrivrennen. +785 | Unincorporated Areas of
Spartanburg County.
Approximately 570 feet upstream of Owens Dive ................ +855
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Shoally Creek .......cccceceenenen. Approximately 60 feet downstream of the confluence with +804 | Unincorporated Areas of
Shoally Creek Tributary 2. Spartanburg County.
Approximately 4,580 feet upstream of Old Furnace Road ... +915
Shoally Creek Tributary 1 ..... Approximately 300 feet upstream of the confluence with +752 | Unincorporated Areas of
Shoally Creek. Spartanburg County.
Approximately 250 feet upstream of Sandifer Road ............. +796
Shoally Creek Tributary 2 ..... Just upstream of the confluence with Shoally Creek ............ +804 | Unincorporated Areas of
Spartanburg County.
Approximately 1,730 feet upstream of Burnett Road ............ +875
Shoally Creek Tributary 3 ..... At the confluence with Shoally Creek .........cc.cocvviiiiinnnnnne +804 | Unincorporated Areas of
Spartanburg County.
Approximately 150 feet upstream of McMillin Boulevard ...... +850
South Pacolet River Tributary | At the confluence with South Pacolet River Tributary 1 ....... +832 | Unincorporated Areas of
2. Spartanburg County.
Approximately 2,410 feet upstream of the confluence with +861
South Pacolet River Tributary 1.
South Pacolet River .............. At the confluence with the Pacolet River ...........cccccocuunnee.. +723 | Town of Campobello, Unin-
corporated Areas of
Spartanburg County.
At the confluence with Jamison Mill Creek ..........cccccoeveenenee. +878
South Pacolet River Tributary | At the confluence with the South Pacolet River ................... +825 | Unincorporated Areas of
1. Spartanburg County.
Approximately 4,230 feet upstream of Old Mill Road ........... +844
South Tyger River ................. At the confluence with the North Tyger River ....................... +518 | City of Greer, Town of Dun-
can, Unincorporated Areas
of Spartanburg County.
Approximately 1.9 miles upstream of Wade Hampton Bou- +771
levard.
South Tyger River Tributary 1 | At the confluence with the South Tyger River ...................... +604 | Unincorporated Areas of
Spartanburg County.
Approximately 2,340 feet upstream of the confluence with +612
the South Tyger River.
Spivey Creek .....cccoovvveeennenen. At the confluence with the South Pacolet River ................... +857 | Unincorporated Areas of
Spartanburg County.
Approximately 140 feet upstream of Spivey Creek Road ..... +876
Thompson Creek (North) ...... At the confluence with the Pacolet River ..........ccccccovevnneenn. +714 | Unincorporated Areas of
Spartanburg County.
Approximately 1.1 miles upstream of Peachtree Road ........ +796
Thompson Creek (South) ...... At the confluence with Kelsey Creek .........cccocveviiniinieennnen. +554 | Unincorporated Areas of
Spartanburg County.
Approximately 1.1 miles upstream of Johnson Lake Road .. +648
Turkey Hen Branch ............... At the confluence with the Pacolet River ...........cccccccoeeene. +565 | Unincorporated Areas of
Spartanburg County.
Approximately 630 feet upstream of Harper Fish Camp +646
Road.
Twomile Creek ......ccccevvenenne At the confluence with the Enoree River ...........ccccccooeieeeen. +485 | Unincorporated Areas of
Spartanburg County.
Approximately 3,990 feet upstream of Parker Road ............. +513
Vines Creek ......ccccocevvueenueenne. At the confluence with Abners Creek ........cccooceveieeniiiieenenen. +717 | Unincorporated Areas of
Spartanburg County.
Approximately 1.2 miles upstream of Babe Wood Road ...... +776
Wards Creek .......cccceveenennen. At the confluence with the North Tyger River ...................... +554 | Unincorporated Areas of
Spartanburg County.
Approximately 3,450 feet upstream of Harrison Grove Road +616
Wiley Fork Creek .......cccocu..... At the confluence with Dutchman Creek .........c.ccocvvveiienene +532 | Unincorporated Areas of
Spartanburg County.
Approximately 2,390 feet upstream of the confluence with +537
Dutchman Creek.
Zekial CreeK ......ccccvvievicneene At the confluence with Island Creek ..........cccoceeviiniiiniennnnen. +804 | Unincorporated Areas of
Spartanburg County.
Approximately 4,530 feet upstream of the confluence with +815

Island Creek.

*National Geodetic Vertical Datum.
+North American Vertical Datum.

# Depth in feet above ground.
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Flooding source(s) Location of referenced elevation

* Elevation in feet
(NGVD)
+ Elevation in feet
(NAVD)
# Depth in feet
above ground
A Elevation in
meters
(MSL)
Modified

Communities
affected

AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES
City of Chesnee
Maps are available for inspection at 201 West Cherokee Street, Chesnee, SC 29323.
City of Greer
Maps are available for inspection at 106 South Main Street, Greer, SC 29650.
City of Spartanburg
Maps are available for inspection at 145 West Broad Street, Spartanburg, SC 29304.
City of Wellford
Maps are available for inspection at 127 Syphrit Road, Wellford, SC 29385.
Town of Campobello
Maps are available for inspection at 208 North Main Street, Campobello, SC 29322.
Town of Cowpens
Maps are available for inspection at 530 North Main Street, Cowpens, SC 29330.
Town of Duncan
Maps are available for inspection at 153 West Main Street, Duncan, SC 29334.
Town of Lyman
Maps are available for inspection at 81 Groce Road, Lyman, SC 29365.
Town of Pacolet
Maps are available for inspection at 180 Montgomery Avenue, Pacolet, SC 29372.
Town of Woodruff
Maps are available for inspection at 231 East Hayne Street, Woodruff, SC 29388.

Unincorporated Areas of Spartanburg County

Maps are available for inspection at 9039 Fairforest Road, Spartanburg, SC 29301.

Bosque County, Texas, and Incorporated Areas

Docket No.: FEMA-B-1066

Tributary 1 to North Bosque Approximately 1,000 feet downstream of the confluence
River. with Tributary to North Bosque River.

Approximately 400 feet upstream of State Highway 6 .........

Tributary to North Bosque Approximately 1,000 feet downstream of the confluence
River. with Tributary 1 to North Bosque River.

Approximately 900 feet upstream of State Highway 6 .........

+560

+590
+560

+572

Unincorporated Areas of
Bosque County.

Unincorporated Areas of
Bosque County.

*National Geodetic Vertical Datum.

+North American Vertical Datum.

# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES

Unincorporated Areas of Bosque County
Maps are available for inspection at the Bosque County Courthouse, 201 South Main Street, Meridian, TX 76665.

Burleson County, Texas, and Incorporated Areas

Docket No.: FEMA-B-1064

Copperas Hollow Creek ........ Approximately 0.3 mile upstream of Country Club Drive ......

Approximately 630 feet downstream of Burlington Northern
Santa Fe Railroad.
Elm Branch Tributary 1 ......... At the confluence with EIm Branch .........cccccociiiiiiiinnnnen.

Just downstream of 10th Street ..o
Stream TCA .....ccoooiiiiieeen. Just downstream of Burlington Northern Santa Fe Railroad

Approximately 650 feet upstream of County Road 422 ........
Stream TCB ......ccccevviieieeee. At the confluence with Stream TCA .......cccceiiiirieiinene
Approximately 1,000 feet upstream of Avenue E

+367
+378
+341
+372
+246

+254
+247
+251

Unincorporated Areas of
Burleson County.

Unincorporated Areas of
Burleson County.

City of Somerville, Unincor-
porated Areas of Burleson

County.

City of Somerville.

*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.



Federal Register/Vol. 76, No. 2/Tuesday, January 4, 2011/Rules and Regulations

283

Flooding source(s)

Location of referenced elevation

* Elevation in feet
+ Elevation in feet

# Depth in feet
above ground

(NGVD)

(NAVD)
Communities
affected
A Elevation in

meters
(MSL)
Modified
AMean Sea Level, rounded to the nearest 0.1 meter.
ADDRESSES
City of Somerville
Maps are available for inspection at P.O. Box 159, Somerville, TX 77879.
Unincorporated Areas of Burleson County
Maps are available for inspection at 100 West Buck Street, Suite 306, Caldwell, TX 77836.
Cherokee County, Texas, and Incorporated Areas
Docket No.: FEMA-B-1080

Gum Creek ...cccceevveeriienieene. Just upstream of Lakeshore Drive ..........ccccveviiiiniiiinennnen. +429 | City of Jacksonville.

Approximately 1,700 feet upstream of Lakeshore Drive ....... +439
*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.
AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES
City of Jacksonville
Maps are available for inspection at 301 East Commerce Street, Jacksonville, TX 75766.
DeWitt County, Texas, and Incorporated Areas
Docket No.: FEMA-B-1065
Gohlke Creek .......cccocvvvueenne. Just upstream of Old Clinton Road ..........ccccooeveeviiniiieneeenen. +166 | Unincorporated Areas of
DeWitt County.

Approximately 800 feet downstream of West Heaton Street +167

SCS Channel ......cccecuveieenee. Approximately 1.1 miles downstream of Old Cheapside +178 | Unincorporated Areas of
Road. DeWitt County.
Approximately 650 feet downstream of Terrell Street .......... +184

*National Geodetic Vertical Datum.
+North American Vertical Datum.
# Depth in feet above ground.

AMean Sea Level, rounded to the nearest 0.1 meter.

ADDRESSES
Unincorporated Areas of DeWitt County

Maps are available for inspection at 307 North Gonzalez Street, Cuero, TX 77954.

(Catalog of Federal Domestic Assistance No.
97.022, “Flood Insurance.”)

Dated: December 29, 2010.
Sandra K. Knight,

Deputy Federal Insurance and Mitigation
Administrator, Mitigation, Department of
Homeland Security, Federal Emergency
Management Agency.

[FR Doc. 2010-33190 Filed 1-3—11; 8:45 am]

BILLING CODE 9110-12-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 300
[Docket No. 100311144-0623-02]

RIN 0648—-AY75

International Fisheries; Pacific Tuna
Fisheries; Vessel Capacity Limit in the
Purse Seine Fishery in the Eastern
Pacific Ocean

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

ACTION: Final rule.

SUMMARY: NMFS hereby issues
regulations under the Tuna Conventions
Act of 1950 (Act), as amended, for the
U.S. purse seine fishery operating in the
eastern Pacific Ocean (EPO) to make
U.S. regulations more consistent with
the Inter-American Tropical Tuna
Commission (IATTC) Resolution on the
Capacity of the Tuna Fleet Operating in
the Eastern Pacific Ocean. These
revisions will ensure that the United
States satisfies its obligations under the
Tuna Conventions Act while allowing
controlled operational flexibility for the
U.S. industry consistent with the IATTC
management framework.

DATES: These regulations become
effective on February 3, 2011.

ADDRESSES: Copies of supporting
documents that were prepared for this
final rule, including the environmental
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assessment (EA), the small entity
compliance guide, and the proposed
rule, are available via the Federal
e-Rulemaking portal, at http://www.
regulations.gov. Those documents are
also available from the Regional
Administrator, Rodney R. McInnis,
NMFS Southwest Regional Office, 501
W. Ocean Boulevard, Suite 4200, Long
Beach, CA 90802. The initial regulatory
flexibility analysis (IRFA) and final
regulatory flexibility analysis (FRFA)
prepared for this rule are included in
the proposed rule and this final rule,
respectively. Written comments
regarding the burden-hour estimates or
other aspects of the collection-of-
information requirements contained in
this final rule may be submitted to the
NMFS Southwest Regional Office and
by e-mail to OIRA_Submission@omb.
eop.gov, or faxed to (202) 395-7285.
FOR FURTHER INFORMATION CONTACT:
Heidi Hermsmeyer, NMFS SWR, 562—
980—4036.

SUPPLEMENTARY INFORMATION: On
September 3, 2010, NMFS published a
proposed rule in the Federal Register
(75 FR 54078) that would revise
regulations at 50 CFR part 300, subpart
C, in order to implement certain
decisions of the IATTC. The proposed
rule was open to public comment
through October 4, 2010.

As a Contracting Party to the 1949
Convention for the Establishment of an
Inter-American Tropical Tuna
Commission (Convention) and a
member of the IATTC, the United States
is legally bound to implement the
decisions of the IATTC. The Act (16
U.S.C. 951 et seq.) authorizes the
Secretary of Commerce, in consultation
with the Secretary of State and the
Secretary of the Department in which
the United States Coast Guard (USCG) is
operating (currently the Department of
Homeland Security), to promulgate such
regulations as may be necessary to carry
out the obligations of the United States
under the Convention, including the
decisions of the IATTC. The Secretary of
Commerce has delegated the authority
to promulgate regulations to NMFS.

IATTC Decisions Regarding Capacity in
the Purse Seine Fishery

At its sixty-ninth annual meeting in
June 2002, the IATTC adopted the
Resolution on the Capacity of the Tuna
Fleet Operating in the Eastern Pacific
Ocean (Resolution C-02—-03) to address
the problem of excess capacity in the
tuna purse-seine fleet operating in the
EPO by limiting the capacity to a level
which would ensure that tuna fisheries
in the region are sustainable. The
resolution, available with other

decisions of the IATTC at http://www.
iattc.org/ResolutionsActiveENG.htm,
places certain obligations on the
IATTC’s members and cooperating non-
members. Resolution C—02—03 replaced
the previous Resolution on Fleet
Capacity adopted at the sixty-second
annual meeting of the IATTC in October
1998 (Resolution C-98—11). Resolution
C—-02-03 established a total vessel
capacity limit of 158,000 cubic meters
for all vessels authorized by the IATTC
to fish for tuna species in the EPO. Each
member and cooperating non-member
was allocated a vessel capacity limit by
the IATTC based on historical fishing
levels in the EPO. The resolution
included provisions that, among other
things, prohibited the entry of new
vessels to the EPO purse seine fleet,
except to replace vessels removed from
the Vessel Register, and prohibited the
increase of the capacity of any existing
purse seine vessel unless a purse seine
vessel or vessels of equal or greater
capacity is removed from the Vessel
Register.

The proposed rule included further
background information, including
information on the Convention and the
IATTC, the international obligations of
the United States under the Convention,
and the basis for this action.

New Requirements

This final rule establishes the
following requirements:

(1) A vessel capacity limit for the U.S.
purse seine fleet fishing for tuna and
operating in the EPO of 31,775 cubic
meters.

When Resolution C-02-03 was
adopted, the United States was
authorized to have a total of 39,228
cubic meters of total well volume
capacity in the purse seine fishery, as
well as a provision that allowed up to
32 U.S. purse seine vessels that
regularly operate in the western and
central Pacific Ocean (WCPO) to make
one trip per year in the EPO without
being included on the IATTC Vessel
Register. However, for reasons
prevailing at the time regarding the
IATTC’s consideration of implementing
a capacity management regime, the
United States chose to further limit its
fleet capacity by maintaining the U.S.
fleet capacity limit established under
paragraph 1 of Resolution C-98-11,
which had been replaced by Resolution
C-02-03. Thus, on April 12, 2005, a
final rule was published in the Federal
Register (70 FR 19004), which, among
other things, established a fleet capacity
limit of 8,969 mt. This level reflected
the actual level of the fishing capacity
of the U.S. tuna purse seine fleet
operating in the EPO at the time the

measure was adopted. In August 2002,
the U.S. Department of State notified the
IATTC of the smaller limit that NMFS
chose to impose on the U.S. fleet. Since
that time, the actual level of fishing
effort by the United States in the EPO
has remained well below even this self
imposed limit. Even so, some U.S.
vessels that would like the flexibility to
participate in the fishery have been
prevented from doing so. Due to
removals and additions of vessels from
the Vessel Register, currently the United
States is authorized by the IATTC to
have up to 31,775 cubic meters of
carrying capacity in the purse seine
fleet.

(2) All purse seine vessels, regardless
of size, must be on the Vessel Register
and categorized as active under 50 CFR
300.22(b)(1)(ii), paragraph (b)(4)(i) in
order to be authorized to fish for tuna
in the IATTC Convention Area.

This rule removes the exemption that
allowed smaller vessels (class sizes 1-5)
to opportunistically fish for tuna species
in the EPO without being listed on the
IATTC Vessel Register. These vessels
will now be required to apply to be on
the Vessel Register every year if they
anticipate fishing for tunas; however,
there is no associated cost for registering
to be on the IATTC Vessel Register
because there are no IATTC observer
requirements for vessels under class size
6. This regulatory amendment is
necessary because the IATTC Resolution
on a Vessel Register (Resolution C—00—
06) requires all vessels to provide the
IATTC with applicable vessel
information and be listed on the IATTC
Vessel Register in order to be authorized
to fish in the IATTC Convention Area
for species under the purview of the
IATTC.

(3) Purse seine vessels that are class
size 5 and under (363 cubic meter
carrying capacity or less) that primarily
fish for coastal pelagic species off the
west coast of the United States are
exempt from the frivolous request
provisions for active status at 50 CFR
300.22(b)(4)(ii).

The frivolous request provisions
essentially provide a disincentive to
vessels that apply to be on the vessel
register and do not fish for tuna in the
EPO by putting them at the bottom of
the hierarchy when applying to be on
the vessel register the following year.
These provisions are meant to
discourage vessel owners who do not
have any intent to fish in the
Convention Area from applying to be on
the vessel register and occupying
assigned capacity. By this final rule, the
smaller vessels are now exempt from
these provisions because it would be
difficult, if not impossible, for the vessel
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owners to anticipate whether
unassociated schools of tuna would
come within their range off the U.S.
west coast during the summer and fall
months in a given year.

(4) Capacity measurements must also
be reported in cubic meters.

Including capacity measurements in
cubic meters as well as metric tons is an
administrative change. Since 2000, the
IATTC has used well volume, in cubic
meters, instead of weight, in metric
tons, to measure the carrying capacities
of vessels. Because a well can be loaded
with different densities of fish,
measuring carrying capacity in weight is
subjective, as a load of fish packed into
a well at a higher density weighs more
than a load of fish packed at a lower
density. Using volume as a measure of
capacity eliminates this variability and
standardizes measurements. The IATTC
staff began collecting capacity data by
volume in 1999, but has not yet
obtained this information for all vessels.
For vessels for which reliable
information on well volume is not
available, NMFS will calculate the
estimated cubic meters of well volume
using the estimated fish hold capacity at
no cost to the vessel owner. This
calculation will be based on a vessel’s
landings history in metric tons and a
conversion factor used by the IATTC
(1.1705 cubic meters to 1 metric ton).
Alternatively, vessel owners can opt to
have a maritime surveyor assess the
vessel capacity in cubic meters;
however, this is not required. Switching
to cubic meter measurements will
benefit the IATTC and make
measurements less subjective.

These revisions ensure that the
United States is satisfying its obligations
under the Tuna Conventions Act and
not exceeding its allotted capacity in the
purse seine fishery. Furthermore, they
lessen the regulatory constraints on the
U.S. industry to allow activity by U.S.
vessels within the IATTC capacity
limits.

Response to Comments

There was a 30-day public comment
period during which comments could
be submitted electronically via the
Federal e-Rulemaking portal, at http://
www.regulations.gov, or by mail. There
was also a public hearing on September
9, 2010, from 9 a.m. to 12 p.m. in Long
Beach, CA. NMFS received three public
comments during the comment period.
One substantive comment, summarized
below, from the American Tunaboat
Association supported the action; one
anonymous comment expressed a
general objection to fishing and this
action in particular; and one letter
submitted by the United States

Department of the Interior (DOI) stated
that the proposed rule had been
reviewed by the DOI and the DOI had
no comments to offer. Three individuals
participated in the public hearing via
teleconference. No substantive issues
were discussed during the public
hearing. Most participants only asked
procedural questions about the
proposed rule and did not make
substantive comments for the record. No
one expressed opposition to the
proposed action at the public hearing.

Comment 1: The American Tunaboat
Association represents all of the U.S.
flag Class 6 purse seiners operating in
the Pacific Ocean. They gave their “full
support” for the procedures presented in
the proposed rule. They “believe that
this proposal properly reflects the rights
of the U.S. purse seine fleet and the U.S.
government.” They suggested “that the
NMFS may want to review, or establish
alternate procedures for the calculation
of the cubic meters of capacity for purse
seine vessels operating in the Eastern
Pacific.”

Response: NMFS acknowledges this
comment in support of the action. In
regards to the suggestion that NMFS
review or establish alternate procedures
for the calculation of the well volume in
cubic meters of capacity for purse seine
vessels, NMFS would like to clarify that
currently there are two methods NMFS
can use to calculate the well volume of
a vessel in cubic meters. By default, for
vessels that do not already have reliable
information on well volume, NMFS will
calculate the estimated cubic meters of
well volume using the estimated fish
hold capacity based on a vessel’s
landings history in metric tons and a
conversion factor used by the IATTC
(1.1705 cubic meters to 1 metric ton) at
no cost to the vessel owner. If vessel
owners prefer, they can opt to have a
maritime surveyor assess the vessel
capacity of the well volume in cubic
meters; however, this is not necessary.

Changes From the Proposed Rule

The wording of § 300.22(b)(1), which
allows 32 once-per-year fishing trips in
the ETP for South Pacific Tuna Treaty
purse seine vessels without being added
to the IATTC’s Vessel Register, is
revised in this final rule to clarify that
the exception applies to each vessel that
fishes in compliance with the 90-day
limit and other requirements of the
regulations. The previous wording
could have been read to mean that the
90-day and other conditions were
imposed on the vessels as a group.
Furthermore, a process is established
under which NMFS would
communicate to the rest of the fleet
when all 32 one-time trips have been

used, so they know that no more trips
are available under this exception.
Although no more than a handful of
these 32 trips have been used in any
calendar year in the past, if all 32 trips
were used in a single year in the future,
due process requires NMFS notify the
owners of the vessels that would
otherwise be eligible to make such trips
so they know the option is no longer
available for the year.

There are no other changes to the
regulatory text of the proposed rule.

Classification

The NMFS Assistant Administrator
has determined that this final rule is
consistent with the Tuna Conventions
Act and other all applicable laws.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

A final regulatory flexibility analysis
(FRFA) was prepared. The FRFA
incorporates the IRFA and a summary of
the analyses completed to support the
action. No public comments were
received on the IRFA or on the
economic impacts of the rule generally.
A copy of the IRFA is available from
NMF'S (see ADDRESSES).

A description of the action, why it is
being considered, and the legal basis for
this action are contained in the
preamble and SUMMARY section of the
proposed rule. There are no
disproportionate economic impacts
between small and large vessels
resulting from this rule. Furthermore,
there are no disproportionate economic
impacts from this rule based on vessel
size, gear, or homeport. Other
compliance requirements are described
in the IRFA. This rule is issued under
authority of the Tuna Conventions Act.

Description of Small Entities to Which
the Rule Will Apply

The total number of affected purse
seine vessels is approximated by the
current number of U.S. purse seine
vessels authorized to fish in the IATTC
Convention Area and the number of
vessels that have the potential to enter
the fishery as a result of this action. As
of October 2010, there were two U.S
purse seine vessels listed on the IATTC
Vessel Register and authorized to fish in
the Convention Area totaling 1,194 mt
carrying capacity; this does not include
small vessels which are exempt from the
requirement to be listed on the Vessel
Register. One of the large vessels is class
size 6 (greater than 363 mt carrying
capacity) and one is class size 5 (273—
363 metric tons carrying capacity). In
2009, there were eight small purse seine
vessels that were exempt from being
listed on the IATTC Vessel Register and
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made landings of tuna in the EPO; these
vessels amount to an estimated 1,000 mt
of carrying capacity are class size 1-2
vessels. Thus, it is estimated that the
current U.S. vessel capacity, including
small vessels, is about 2,200 mt.
Although this modification provides
additional flexibility to the U.S. fleet,
NMEFS believes it is unlikely that this
action will lead to a substantial increase
in effort in the purse seine fishery
operating in the EPO.

Increasing the total aggregate carrying
capacity of the purse seine fleet to
31,775 cubic meters (or about 27,147
mt) allows for about 20 or fewer large
vessels, depending on the size of the
individual vessels and the number of
small vessels participating in the
fishery, to be on the Vessel Register and
participate in the fishery (this estimate
is based on the average carrying
capacity of U.S. vessels operating in the
WCPO, or 1,487 cubic meters). It is
estimated that at most, 10-15 small
vessels may opt to be on the Vessel
Register. It is estimated that the majority
of the vessels that have the potential to
enter the fishery are class size 6 vessels
based on current and historical
participation in the EPO and WCPO
purse seine fisheries.

Class size 6 purse seine vessels
usually fish outside U.S. waters and
deliver their catch to U.S. (e.g.,
American Samoa) or foreign (e.g.,
Ecuador, Mexico, Colombia, Costa Rica)
ports. Class size 6 vessels are required
to have 100 percent observer coverage.
They are categorized as large business
entities (revenues in excess of $4
million per year) and typically generate
about 4,000 to 5,000 mt of tuna valued
at about $4 to $5 million per year. Class
size 5 vessels are not required to carry
an observer. Purse seine vessels class
size 5 or smaller are considered small
business entities (revenues equal to or
less than $4 million per year) and it is
estimated that from 2004-2008, the
majority, if not all, of these smaller
vessels had revenues of less than $0.5
million per year.

The final rule will increase the
opportunity for all U.S. purse seine
vessels, regardless of size, to register to
be on the IATTC Vessel Register and
participate in the fishery targeting tunas
in the EPO. This rule also removes the
current exemption that allows smaller
vessels (class sizes 1-5) to
opportunistically fish for tuna species in
the EPO without being listed on the
IATTC Vessel Register. As previously
mentioned, these vessels will now be
required to apply to be on the Vessel
Register every year if they anticipate
fishing for tunas; however, there is no
associated cost for registering to be on

the IATTC Vessel Register because there
are no IATTC observer requirements for
vessels under class size 6. Although
these smaller vessels are required to be
listed on the IATTC Vessel Register,
they are exempt from the frivolous
request provisions. The smaller vessels
are exempt because it would be
difficult, if not impossible, for the vessel
owners to anticipate whether schools of
tuna would become available off the
U.S. west coast during the summer and
fall months in a given year. In addition,
using cubic meters rather than metric
tons is not likely to negatively affect
small business entities as it is an
administrative change, which will not
have any associated costs.

Steps Taken To Minimize the Economic
Impact on Small Business Entities

NMEFS compared the effects of the
proposed rule to three alternatives,
including a no action alternative.
Alternative 1 would have been the same
as the preferred alternative; however,
the Vessel Register list exemption for
small purse seine vessels at 50 CFR
300.22(b)(1)(ii) would not have been
removed, and the frivolous request
regulations would not have been
amended. Thus, Alternative 1 would
have increased the U.S. vessel carrying
capacity limit for the purse seine fishery
operating in the EPO to 31,775 cubic
meters, the capacity measurements
would have been changed to cubic
meter measurements, and small purse
seine vessels for which landings of tuna
caught in the Convention Area comprise
50 percent or less of the vessel’s total
landings, by weight, for a given calendar
year, would have continued to be
exempt from the requirement to be on
the Vessel Register. The effects of this
alternative on small business entities
would have been similar to those
described for the proposed action,
except small purse seine vessels would
have continued to be exempt from the
requirement to be on the Vessel
Register. If Alternative 1 had been
adopted, the United States would have
maintained U.S. regulations that are less
consistent with IATTC Resolution C—
00—06 because not all vessels operating
in the Convention Area would be on the
IATTC Vessel Register.

Alternative 2 would have revised the
current regulations to give NMFS the
discretion to revise the current 8,969 mt
(10,498 cubic meters) vessel capacity
limit in the future up to the amount
authorized under resolutions adopted
by the IATTC (currently 31,775 cubic
meters) based on specific criteria.
However, the vessel capacity limit
would not have been increased upon
approval of the action because, as noted

earlier, there currently appears to be
limited demand for additional vessel
capacity. The capacity measurements
would have been amended to be in
cubic meter measurements and small
purse seine vessels for which landings
of tuna caught in the Convention Area
comprise 50 percent or less of the
vessel’s total landings, by weight, for a
given calendar year, would have
continued to be exempt from the
requirement to be on the Vessel
Register. The impacts to small business
entities would have been similar to
those described under Alternative 1
with respect to not removing the
exemption for small vessels. Alternative
2 did not necessarily increase the
current carrying capacity in the purse
seine fishery, so this could have been
disadvantageous to large and some
small business entities that were not
exempt from being listed on the Vessel
Register if the current vessel capacity
were reached in a given year and they
were not able to participate in the
fishery due to a lack of available
capacity.

Under Alternative 3, the no action
alternative, there would have been no
changes to the current regulations for
the purse seine fishery which targets
tuna species in the EPO. The purse
seine vessel capacity limit would have
remained at 8,969 mt, the capacity
measurements would have remained in
metric tons, and small purse seine
vessels for which landings of tuna
caught in the Convention Area comprise
50 percent or less of the vessel’s total
landings, by weight, for a given calendar
year, would have continued to be
exempt from the requirement to be on
the Vessel Register. Under this
alternative, the United States would
have maintained U.S. regulations that
are less consistent with IATTC
Resolution C-00-06 because small
vessels that occasionally fish for tunas
would not have been included on the
Vessel Register. In addition, U.S.
regulations would have continued
constraining the carrying capacity limit
beyond what is authorized by the
IATTC and would have therefore
limited the opportunity for U.S.
businesses to participate in the fishery.

Section 212 of the Small Business
Regulatory Enforcement Fairness Act of
1996 states that for each rule or group
of related rules for which an agency is
required to prepare a FRFA, the agency
shall publish one or more guides to
assist small entities in complying with
the rule, and shall designate such
publications as “small entity compliance
guides.” The agency shall explain the
actions a small entity is required to take
to comply with a rule or group of rules.
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As part of this rulemaking process, a
small entity compliance guide was
prepared. Copies of this final rule are
available from the Southwest Regional
Office (see ADDRESSES), and the guide
will be sent to all purse seine vessel
owners that have fished for tuna in the
IATTC Convention area since 2005. The
guide and this final rule will be
available upon request.

This rule contains a collection-of-
information requirement subject to the
Paperwork Reduction Act (PRA) and
which has been approved by OMB
under control number 0648-0387.
Public reporting burden for Vessel
Register annual notification is estimated
to average 35 minutes per response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.
Send comments regarding this burden
estimate, or any other aspect of this data
collection, including suggestions for
reducing the burden, to NMFS (see
ADDRESSES) and by e-mail to
OIRA_Submission@omb.eop.gov, or fax
to (202) 395-7285.

Notwithstanding any other provision
of the law, no person is required to
respond to, and no person shall be
subject to penalty for failure to comply
with, a collection of information subject
to the requirements of the PRA, unless
that collection of information displays a
currently valid OMB control number.

NMFS prepared an Environmental
Assessment (EA) on these regulations. A
copy of the final EA is available from
NMFS (see ADDRESSES) or at: http://
swr.nmfs.noaa.gov.

List of Subjects in 50 CFR Part 300

Administrative practice and
procedure, Antarctica, Canada, Exports,
Fish, Fisheries, Fishing, Imports,
Indians, Labeling, Marine resources,
Reporting and recordkeeping
requirements, Russian Federation,
Transportation, Treaties, Wildlife.

Dated: December 28, 2010.

Eric C. Schwaab,

Assistant Administrator for Fisheries,
National Marine Fisheries Service.

m For the reasons set out in the
preamble, 50 CFR part 300, subpart C is
amended as follows:

PART 300—INTERNATIONAL
FISHERIES REGULATIONS

Subpart C—Eastern Pacific Tuna
Fisheries

m 1. The authority citation for 50 CFR
part 300, subpart C, continues to read as
follows:

Authority: 16 U.S.C. 951-961 et seq.

m 2. Revise the heading for 50 CFR part
300, subpart C, to read as set forth
above.

§300.21 [Amended]

m 3.In §300.21, remove the definition
of “Commission’s Yellowfin Regulatory
Area (CYRA).”

m 4.In § 300.22, revise paragraphs (b)(1),
(b)(3), (b)(4)(1)(A), and (b)(4)(ii) to read
as follows:

§300.22 Eastern Pacific fisheries
recordkeeping and written reports.

* * * * *

(b] * % 0k

(1) Exception. Once per year, a vessel
that is licensed under the South Pacific
Tuna Treaty may exercise an option to
fish with purse seine gear to target tuna
in the Convention Area without being
listed on the Vessel Register, for a
fishing trip that does not exceed 90 days
in duration. No more than 32 of such
trips are allowed each calendar year.
After the commencement of the 32nd
such trip, the Regional Administrator
shall announce, in the Federal Register
and by other appropriate means, that no
more such trips are allowed for the
remainder of the calendar year. Under
§ 216.24(b)(6)(iii)(C) of this title, vessel
assessment fees must be paid for vessels
exercising this option.

* * * * *

(3) Vessel information. Information on
each commercial fishing vessel or CPFV
authorized to use purse seine, longline,
drift gillnet, harpoon, troll, rod and reel,
or pole and line fishing gear to fish for
tuna and tuna-like species in the
Convention Area for sale shall be
collected by the Regional Administrator
to conform to IATTC resolutions
governing the Vessel Register. This
information initially includes, but is not
limited to, the vessel name and
registration number; the name and
business address of the owner(s) and

managing owner(s); a photograph of the
vessel with the registration number
legible; previous vessel name(s) and
previous flag (if known and if any); port
of registry; International Radio Call
Sign; vessel length, beam, and moulded
depth; gross tonnage, fish hold capacity
in cubic meters, and carrying capacity
in metric tons and cubic meters; engine
horsepower; date and place where built;
and type of fishing method or methods
used. The required information shall be
collected as part of existing information
collections as described in this and
other parts of the CFR.

(4) L

(i) * % %

(A) The cumulative carrying capacity
of all purse seine vessels categorized as
active on the Vessel Register may not
exceed 31,775 cubic meters in a given
year;

(ii) Frivolous requests for active
status.—(A) Except as described under
paragraph (b)(4)(ii)(B) of this section,
requests for active status under
paragraph (b)(4)(i) of this section will be
considered frivolous if, for a vessel
categorized as active in a given calendar
year:

(1) Less than 20 percent of the vessel’s
total landings, by weight, in that same
year is comprised of tuna harvested by
purse seine in the Convention Area; or

(2) The vessel did not fish for tuna at
all in the Convention Area in that same
year.

(B) Exceptions. Requests described
under paragraph (b)(4)(ii)(A) of this
section will not be considered frivolous
requests if:

(1) The vessel’s catch pattern fell
within the criteria described in pargraph
(b)(4)(ii)(A) as a result of force majeure
or other extraordinary circumstances as
determined by the Regional
Administrator; or

(2) The vessel’s carrying capacity is
400 st (362.8 mt) or less and landings of
tuna caught by the vessel in the
Convention Area comprise 50 percent or
less of the vessel’s total landings, by
weight, for a given calendar year.

* * * * *
[FR Doc. 2010-33228 Filed 1-3-11; 8:45 am]
BILLING CODE 3510-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 205

[Document Number AMS-TM-07-0136; TM-
07-14PR]

RIN 0581-AC77
National Organic Program (NOP);
Sunset Review (2011)

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Proposed rule.

SUMMARY: This proposed rule would
address recommendations submitted to
the Secretary of Agriculture (Secretary)
by the National Organic Standards
Board (NOSB) on November 5, 2009,
and April 29, 2010. The
recommendations addressed in this
proposed rule pertain to the continued
exemption (use) of 12 substances in
organic production and handling.
Consistent with the recommendations
from the NOSB, this proposed rule
would continue the exemption (use) of
12 substances on the U.S. Department of
Agriculture’s (USDA) National List of
Allowed and Prohibited Substances
(National List) (along with any
restrictive annotations). These
substances were originally added to the
National List on September 12, 2006.
DATES: Comments must be received by
February 3, 2011.

ADDRESSES: Interested persons may
submit written comments on this
proposed rule using the following
addresses:

e Mail: Toni Strother, Agricultural
Marketing Specialist, National Organic
Program, USDA-AMS-NOP, 1400
Independence Ave., SW., Room 2646—
So., Ag Stop 0268, Washington, DC
20250.

e Internet: http://
www.regulations.gov.

Written comments responding to this
proposed rule should be identified with
the docket number AMS-TM—-07-0136;
TM—-07-14. You should clearly indicate

your position to continue the allowance
of the substances identified in this
proposed rule and the reasons for your
position. You should include relevant
information and data to support your
position (e.g., scientific, environmental,
manufacturing, industry impact
information, etc.). You should also
supply information on alternative
substances or alternative management
practices, where applicable, that
support a change from the current
exemption for the substance. Only the
supporting material relevant to your
position will be considered.

It is our intention to have all
comments concerning this proposed
rule, including, names and addresses
when provided, whether submitted by
mail or Internet available for viewing on
the Regulations.gov (http://
www.regulations.gov) Internet site.
Comments submitted in response to this
proposed rule will also be available for
viewing in person at USDA-AMS,
National Organic Program, 1400
Independence Ave., SW., Room 2646—
South Building, Washington, DC, from
9 a.m. to 12 noon and from 1 p.m. to
4 p.m., Monday through Friday, (except
official Federal holidays). Persons
wanting to visit the USDA South
Building to view comments received in
response to this proposed rule are
requested to make an appointment in
advance by calling (202) 720-3252.

FOR FURTHER INFORMATION CONTACT:
Melissa Bailey, Director, Standards
Division, Telephone: (202) 720-3252;
Fax: (202) 205—-7808.

SUPPLEMENTARY INFORMATION:

I. Background

The Organic Foods Production Act of
1990 (OFPA), 7 U.S.C. 6501 et seq.,
authorizes the establishment of the
National List of exempted and
prohibited substances. The National List
identifies synthetic substances that may
be used in organic production and
nonsynthetic (natural) substances that
are prohibited in organic crop and
livestock production. The National List
also identifies nonagricultural
nonsynthetic, nonagricultural synthetic
and nonorganic agricultural substances
that may be used in organic handling.

The exemptions and prohibitions
granted under the OFPA are required to
be reviewed every 5 years by the
National Organic Standards Board
(NOSB). The Secretary of Agriculture

has authority under the OFPA to renew
such exemptions and prohibitions. If
they are not reviewed by the NOSB
within 5 years of their inclusion on the
National List and renewed by the
Secretary, their authorized use or
prohibition expires. This means that
synthetic substances Hydrogen chloride
(CAS # 7647—01—0) and Ferric
phosphate (CAS # 10045—-86—-0),
currently allowed for use in organic
crop production, will no longer be
allowed for use after the sunset date,
September 12, 2011. This also means
that Egg white lysozyme (CAS # 9001—
63—2), L-Malic acid (CAS # 97-67-6),
Microorganisms, Activated charcoal
(CAS #s 7440-44—0; 64365—11-3),
Cyclohexylamine (CAS # 108-91-8),
Diethylaminoethanol (CAS # 100-37-8),
Octadecylamine (CAS # 124-30-1),
Peracetic acid/Peroxyacetic acid (CAS #
79-21-0), Sodium acid pyrophosphate
(CAS # 7758-16—9), and Tetrasodium
pyrophosphate (CAS # 7722—-88-5),
currently allowed for use in organic
handling, will no longer be allowed for
use after the sunset date, September 12,
2011.

In response to the sunset provisions
in the OFPA, the Secretary published an
Advanced Notice of Proposed
Rulemaking (ANPR) (73 FR 13795) in
the Federal Register on March 14, 2008,
to announce the review of the 12
exemptions authorized under the
National Organic Program (NOP)
regulations. This ANPR also requested
public comment on the continued use of
such substances. The public comment
period lasted 60 days.

We received 25 comments in response
to the ANPR. Comments were received
from producers, handlers, certifying
agents, trade associations, organic
associations, various industry groups,
and a university. Some comments
addressed more than one substance. We
received general comments urging that
the current listings remain as they are
currently stated, and one general
comment insisting that no chemicals
should be allowed for use in organic
products. Most commenters provided
specific support for substances that they
promoted, represented, or relied upon.
Specific support was received for the
following substances: Hydrogen
chloride, Ferric phosphate, Egg white
lysozyme, L-Malic acid,
Microorganisms, Activated charcoal,
Cyclohexylamine, Diethylaminoethanol,
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Octadecylamine, Peracetic acid/
Peroxyacetic acid, Sodium acid
pyrophosphate, and Tetrasodium
pyrophosphate.

The NOSB received additional public
comment concerning the pending sunset
of the 12 substances in response to three
Federal Register Notices announcing
meetings of the NOSB and its planned
deliberations on recommendations
involving Sunset 2011 substances. The
three notices were published in the
Federal Register as follows: March 20,
2009 (74 FR 11904), September 9, 2009
(74 FR 46411), and March 17, 2010 (75
FR 12723). The NOSB received further
written and oral testimony at these
public business meetings which
occurred in Washington, DC on May 4—
6, 2009, and November 3-5, 2009, and
in Woodland, CA on April 26-29, 2010.
The written comments can be retrieved
via http://www.regulations.gov by
searching for the document ID numbers:
AMS-TM-09-0014 (May 2009 meeting);
AMS-TM-09-0060 (November 2009
meeting); and AMS-NOP-10-0021
(April 2010). The oral comments were
recorded in the meeting transcripts
which are available on the NOP Web
site, http://www.ams.usda.gov/nop.

As aresult of the May 2009,
November 2009, and April 2010, NOSB
meetings, and in consideration of the
comments received from the ANPR, the
NOSB recommended that the Secretary
renew the 12 exemptions on the
National List (along with any restrictive
annotations). The Secretary is issuing
this proposed rule to reflect the
recommendations of the NOSB, from
November 2009 and April 2010, and to
request public comment on the
continued exemption (use) of 12
substances on the National List.

Under the authority of the OFPA, as
amended, (7 U.S.C. 6501 et seq.), the
National List can be amended by the
Secretary based on proposed
amendments developed by the NOSB.
Since established, the National List has
been amended fourteen times, October
31, 2003 (68 FR 61987), November 3,
2003 (68 FR 62215), October 21, 2005
(70 FR 61217), June 7, 2006 (71 FR
32803), September 11, 2006 (71 FR
53299), June 27, 2007 (72 FR 35137),
October 16, 2007 (72 FR 58469),
December 10, 2007 (72 FR 69569),
December 12, 2007 (72 FR 70479),
September 18, 2008 (73 FR 54057),
October 9, 2008 (73 FR 59479), July 6,
2010 (75 FR 38693), August 24, 2010 (75
FR 51919), and December 13, 2010 (75
FR 77521). Additionally, proposed
amendments to the National List were
published on November 8, 2010 (75 FR
68505).

II. Overview of Proposed Renewals

From May 4, 2009, through April 29,
2010, the NOSB reviewed 12
exemptions that are authorized on the
National List and set to expire on
September 12, 2011. Using the
evaluation criteria specified in the
ANPR for sunset review, the NOSB
reviewed these exemptions for
continued authorization in organic
agricultural production and handling.
As a result of the NOSB'’s review, the
NOSB recommended that the Secretary
renew the 12 exemptions.

With respect to the criteria used to
make recommendations regarding the
continued authorization of exemptions
and prohibitions, the NOSB’s decision
is based on public comments and
applicable supporting evidence that
expresses a continued need for the use
or prohibition of the substance(s).

Concerning criteria used to make
recommendations regarding the
discontinuation of an authorized
exempted synthetic substance or
prohibited nonsynthetic substance, the
NOSB’s decision, for the exempted
synthetic substance, is based on public
comments and applicable supporting
evidence that demonstrates the
currently authorized exempted
substance is: (a) Harmful to human
health or the environment, (b) not
necessary to the production of the
agricultural products because of the
availability of wholly nonsynthetic
substitute products, or (c) inconsistent
with organic farming and handling.

Renewals

After considering all public comments
and supporting evidence, the NOSB
determined that the 12 exemptions
demonstrated a continued need for
authorization in organic agricultural
production and handling. On November
5, 2009, the NOSB finalized its
recommendations on 11 of the 12
exemptions, and on April 29, 2010, the
NOSB finalized its recommendation on
Ferric phosphate.

The Agricultural Marketing Service
(AMS) has reviewed and concurs with
the NOSB recommendations.
Accordingly, this proposed rule would
continue the exemptions at § 205.601,
along with any restrictive annotations,
for the following synthetic substances
allowed for use in organic crop
production: Ferric phosphate (CAS #
10045-86—0); and Hydrogen chloride
(CAS # 7647—01-0). This proposed rule
would continue the exemptions at
§205.605(a), along with any restrictive
annotations, for the following
nonsynthetic, nonagricultural
(nonorganic) substances allowed as

ingredients in or on processed products
labeled as “organic” or “made with
organic (specified ingredients or food
groups(s))”: Egg white lysozyme (CAS #
9001-63-2); L-Malic acid (CAS # 97—
67—6); and Microorganisms. This
proposed rule would continue the
exemptions at § 205.605(b), along with
any restrictive annotations, for the
following synthetic, nonagricultural
(nonorganic) substances allowed as
ingredients in or on processed products
labeled as “organic” or “made with
organic (specified ingredients or food
groups(s))”: Activated charcoal (CAS #s
7440-44-0; 64365—11-3);
Cyclohexylamine (CAS # 108-91-8);
Diethylaminoethanol (CAS # 100-37-8);
Octadecylamine (CAS # 124-30-1);
Peracetic acid/Peroxyacetic acid (CAS #
79-21-0); Sodium acid pyrophosphate
(CAS # 7758-16-9); and Tetrasodium
pyrophosphate (CAS # 7722—-88-5).

II1. Related Documents

One advanced notice of proposed
rulemaking with request for comments
was published in Federal Register 73
FR 13795 on March 14, 2008, to make
the public aware that the allowance of
12 synthetic and non-synthetic
substances in organic production and
handling will expire, if not reviewed by
the NOSB and renewed by the
Secretary.

IV. Statutory and Regulatory Authority

The OFPA, as amended (7 U.S.C. 6501
et seq.), authorizes the Secretary to
make amendments to the National List
based on proposed amendments
developed by the NOSB. Sections
6518(k)(2) and 6518(n) of OFPA
authorize the NOSB to develop
proposed amendments to the National
List for submission to the Secretary and
establish a petition process by which
persons may petition the NOSB for the
purpose of having substances evaluated
for inclusion on or deletion from the
National List. The National List petition
process is implemented under § 205.607
of the NOP regulations. The current
petition process (72 FR 2167, January
18, 2007) can be accessed through the
NOP Web site at: http://
www.ams.usda.gov/nop.

A. Executive Order 12866

This action has been determined not
significant for purposes of Executive
Order 12866, and therefore, has not
been reviewed by the Office of
Management and Budget.

B. Executive Order 12988

Executive Order 12988 instructs each
executive agency to adhere to certain
requirements in the development of new
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and revised regulations in order to avoid
unduly burdening the court system.
This proposed rule is not intended to
have a retroactive effect.

States and local jurisdictions are
preempted under the OFPA from
creating programs of accreditation for
private persons or State officials who
want to become certifying agents of
organic farms or handling operations. A
governing State official would have to
apply to USDA to be accredited as a
certifying agent, as described in
§2115(b) of the OFPA (7 U.S.C.
6514(b)). States are also preempted
under §§ 2104 through 2108 of the
OFPA (7 U.S.C. 6503 through 6507)
from creating certification programs to
certify organic farms or handling
operations unless the State programs
have been submitted to, and approved
by, the Secretary as meeting the
requirements of the OFPA.

Pursuant to § 2108(b)(2) of the OFPA
(7 U.S.C. 6507(b)(2)), a State organic
certification program may contain
additional requirements for the
production and handling of organically
produced agricultural products that are
produced in the State and for the
certification of organic farm and
handling operations located within the
State under certain circumstances. Such
additional requirements must: (a)
Further the purposes of the OFPA, (b)
not be inconsistent with the OFPA, (c)
not be discriminatory toward
agricultural commodities organically
produced in other States, and (d) not be
effective until approved by the
Secretary.

Pursuant to § 2120(f) of the OFPA (7
U.S.C. 6519(f)), this proposed rule
would not alter the authority of the
Secretary under the Federal Meat
Inspection Act (21 U.S.C. 601 et seq.),
the Poultry Products Inspections Act (21
U.S.C. 451 et seq.), or the Egg Products
Inspection Act (21 U.S.C. 1031 et seq.),
concerning meat, poultry, and egg
products, nor any of the authorities of
the Secretary of Health and Human
Services under the Federal Food, Drug
and Cosmetic Act (21 U.S.C. 301 et
seq.), nor the authority of the
Administrator of EPA under the Federal
Insecticide, Fungicide and Rodenticide
Act (7 U.S.C. 136 et seq.).

Section 2121 of the OFPA (7 U.S.C.
6520) provides for the Secretary to
establish an expedited administrative
appeals procedure under which persons
may appeal an action of the Secretary,
the applicable governing State official,
or a certifying agent under this title that
adversely affects such person or is
inconsistent with the organic
certification program established under
this title. The OFPA also provides that

the U.S. District Court for the district in
which a person is located has
jurisdiction to review the Secretary’s
decision.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
(5 U.S.C. 601-612) requires agencies to
consider the economic impact of each
rule on small entities and evaluate
alternatives that would accomplish the
objectives of the rule without unduly
burdening small entities or erecting
barriers that would restrict their ability
to compete in the market. The purpose
is to fit regulatory actions to the scale of
businesses subject to the action. Section
605 of the RFA allows an agency to
certify a rule, in lieu of preparing an
analysis, if the rulemaking is not
expected to have a significant economic
impact on a substantial number of small
entities.

Pursuant to the requirements set forth
in the RFA, the AMS performed an
economic impact analysis on small
entities in the final rule published in the
Federal Register on December 21, 2000
(65 FR 80548). The AMS has also
considered the economic impact of this
action on small entities. The impact on
entities affected by this proposed rule
would not be significant. The effect of
this proposed rule would be to allow the
continued use of additional substances
in agricultural production and handling.
The AMS concludes that the economic
impact of this addition of allowed
substances, if any, would be minimal
and beneficial to small agricultural
service firms. Accordingly, USDA
certifies that this rule will not have a
significant economic impact on a
substantial number of small entities.

Small agricultural service firms,
which include producers, handlers, and
accredited certifying agents, 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.

According to USDA, Economic
Research Service (ERS) data based on
information from USDA-accredited
certifying agents, the number of certified
U.S. organic crop and livestock
operations totaled nearly 13,000 and
certified organic acreage exceeded 4.8
million acres in 2008.1 ERS, based upon
the list of certified operations
maintained by the NOP, estimated the
number of certified handling operations

1U.S. Department of Agriculture, Economic
Research Service. 2009. Data Sets: U.S. Certified
Organic Farmland Acreage, Livestock Numbers and
Farm Operations, 1992-2008. http://
www.ers.usda.gov/Data/Organic/.

was 3,225 in 2007.2 AMS believes that
most of these entities would be
considered small entities under the
criteria established by the SBA.

The U.S. sales of organic food and
beverages have grown from $3.6 billion
in 1997 to nearly $21.1 billion in 2008.3
The organic industry is viewed as the
fastest growing sector of agriculture,
representing over 3 percent of overall
food sales in 2009. Between1990 and
2008, organic food sales have
historically demonstrated a growth rate
between 15 to 24 percent each year. In
2009, organic food sales grew 5.1%.4

In addition, USDA has 98 accredited
certifying agents who provide
certification services to producers and
handlers. A complete list of names and
addresses of accredited certifying agents
may be found on the AMS NOP Web
site, at http://www.ams.usda.gov/nop.
AMS believes that most of these
accredited certifying agents would be
considered small entities under the
criteria established by the SBA.

D. Paperwork Reduction Act

No additional collection or
recordkeeping requirements are
imposed on the public by this proposed
rule. Accordingly, OMB clearance is not
required by section 350(h) of the
Paperwork Reduction Act of 1995, 44
U.S.C. 3501, et seq., or OMB’s
implementing regulations at 5 CFR part
1320.

E. General Notice of Public Rulemaking

This proposed rule reflects
recommendations submitted to the
Secretary by the NOSB for the
continuation of 12 exemptions
contained on the National List of
Allowed and Prohibited Substances. A
30-day period for interested persons to
comment on this rule is provided.
Thirty days is deemed appropriate
because the expiration of these 12
substances has been widely publicized,
their continued use is critical to organic
production, and this rulemaking should
be completed before September 12,
2011.

List of Subjects in 7 CFR Part 205

Administrative practice and
procedure, Agriculture, Animals,

2U.S. Department of Agriculture, Economic
Research Service, 2009. Data Sets: Procurement and
Contracting by Organic Handlers: Documentation.
http://www.ers.usda.gov/Data/OrganicHandlers/
Documentation.htm.

3Dimitri, C., and L. Oberholtzer. 2009. Marketing
U.S. Organic Foods: Recent Trends from Farms to
Consumers, Economic Information Bulletin No. 58,
U.S. Department of Agriculture, Economic Research
Service, http://www.ers.usda.gov/Publications/
EIB58.

4Organic Trade Association’s 2010 Organic
Industry Survey, http://www.ota.com.
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Archives and records, Imports, Labeling,
Organically produced products, Plants,
Reporting and recordkeeping
requirements, Seals and insignia, Soil
conservation.

The authority citation for 7 CFR part
205 continues to read as follows:

Authority: 7 U.S.C. 6501-6522.

Dated: December 22, 2010.
Rayne Pegg,

Administrator, Agricultural Marketing
Service.

[FR Doc. 2010-33138 Filed 1-3-11; 8:45 am]|
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM439 Special Conditions No.
25-10-04-SC]

Special Conditions: Gulfstream Model
GVI Airplane; Single-Occupant Side-
Facing Seats

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed special
conditions.

SUMMARY: This action proposes special
conditions for the Gulfstream GVI
airplane. This airplane will have a novel
or unusual design feature(s) associated
with single-occupant side-facing seats.
The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for this
design feature. These proposed special
conditions contain the additional safety
standards that the Administrator
considers necessary to establish a level
of safety equivalent to that established
by the existing airworthiness standards.

DATES: We must receive your comments
by February 18, 2011.

ADDRESSES: You must mail two copies
of your comments to: Federal Aviation
Administration, Transport Airplane
Directorate, Attn: Rules Docket (ANM-—
113), Docket No. NM439, 1601 Lind
Avenue, SW., Renton, Washington
98057-3356. You may deliver two
copies to the Transport Airplane
Directorate at the above address. You
must mark your comments: Docket No.
NM439. You can inspect comments in
the Rules Docket weekdays, except
Federal holidays, between 7:30 a.m. and
4 p.m.

FOR FURTHER INFORMATION CONTACT:
Daniel Jacquet, FAA, Airframe/Cabin
Safety Branch, ANM—-115, Transport
Standards Staff, Transport Airplane

Directorate, Aircraft Certification
Service, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356;
telephone (425) 227-2676; facsimile
(425) 227-1320.

SUPPLEMENTARY INFORMATION:

Comments Invited

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

We will file in the docket all
comments we receive, as well as a
report summarizing each substantive
public contact with FAA personnel
concerning these special conditions.
You can inspect the docket before and
after the comment closing date. If you
wish to review the docket in person, go
to the address in the ADDRESSES section
of this preamble between 7:30 a.m. and
4 p.m., Monday through Friday, except
Federal holidays.

We will consider all comments we
receive on or before the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions
based on the comments we receive.

If you want us to acknowledge receipt
of your comments on this proposal,
include with your comments a self-
addressed, stamped postcard on which
you have written the docket number.
We will stamp the date on the postcard
and mail it back to you.

Background

On September 28, 2006, Gulfstream
Aerospace Corporation (hereafter
referred to as “Gulfstream”) applied for
an FAA type certificate for its new
Gulfstream Model GVI passenger
airplane. The Gulfstream Model GVI
airplane will be an all-new, two-engine
jet transport airplane with an executive
cabin interior. The maximum takeoff
weight will be 99,600 pounds, with a
maximum passenger count of 19
passengers.

Type Certification Basis

Under provisions of Title 14, Code of
Federal Regulations (14 CFR) 21.17,
Gulfstream must show that the
Gulfstream Model GVI airplane
(hereafter referred to as “the GVI”) meets
the applicable provisions of 14 CFR part
25, as amended by Amendments 25—1
through 25-119 and 25-122. If the
Administrator finds that the applicable
airworthiness regulations (i.e., 14 CFR

part 25) do not contain adequate or
appropriate safety standards for the GVI
because of a novel or unusual design
feature, special conditions are
prescribed under the provisions of
§21.16.

In addition to complying with the
applicable airworthiness regulations
and special conditions, the GVI must
comply with the fuel vent and exhaust
emission requirements of 14 CFR part
34 and the noise certification
requirements of 14 CFR part 36. The
FAA must also issue a finding of
regulatory adequacy pursuant to section
611 of Public Law 92-574, the “Noise
Control Act of 1972.”

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

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

Novel or Unusual Design Features

The GVI offers interior arrangements,
which include single-occupant side-
facing seat installations. Dynamic
testing of all seats approved for
occupancy during takeoff and landing is
required by § 25.562. The pass/fail
criteria for the testing developed in
Amendment 25-64 to § 25.562 focused
primarily on fore/aft facing seats. Side-
facing seat installations were not
adequately addressed for transport
category airplanes in this amendment.

Discussion of Proposed Special
Conditions

Section 25.785(b), “Seats, berths,
safety belts, and harnesses,” requires
that “each seat * * * at each station”
designated as occupiable during takeoff
and landing must be designed so that a
person making proper use of these
facilities “will not suffer serious injury
in an emergency landing as a result of
the inertia forces specified in §§ 25.561
and 25.562.” Additionally, § 25.562,
“Emergency landing dynamic
conditions,” requires dynamic testing of
all seats occupied during takeoff and
landing. The relative forces and injury
mechanisms affecting the occupants of
side-facing seats during an emergency
landing are different from those of
standard forward- or aft-facing seats, or
seats equipped with conventional
restraint systems.
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Although § 25.562 was written with
forward- and aft-facing seats in mind,
the orientation of the seat does not
change the relevant test conditions, and
the rule applies to all seats regardless of
orientation.

The dynamic test conditions included
in § 25.562 are directly applicable to
side-facing seats. However, for injury
pass/fail criteria, the orientation of the
seat may be significant. For forward-,
aft-, and side-facing seats the injury
criteria are currently limited to head,
spine, and femur loads. The head and
lumbar loads are critical but the femur
load is not critical. For a side-facing
seat, additional injury parameters may
be identified and evaluation of those
parameters would be necessary to
provide an acceptable level of safety.

When evaluating side-facing seats the
following should be taken into
consideration:

1. The isolation of one occupant from
another. Occupants should not rely on
impact with other occupants to provide
energy absorption; body-to-body
impacts are unacceptable.

2. The restraint system and the
retention of occupants in the seat.
Addressing this concern may necessitate
providing a means of restraint for the
lower limbs as well as the torso. Failure
to limit the forward (in the airplane’s
coordinate system) travel of the lower
limbs may cause the occupant to come
out of the restraint system or produce
severe injuries due to the resulting
position of the restraint system and/or
twisting (torsional load) of the lower
lumbar spinal column.

3. The load limit in the torso in the
lateral direction. Human tolerance for
side-facing seats differs from that for
forward- or aft-facing seats.

The automotive industry has
developed test procedures and occupant
injury criteria appropriate for side
impact conditions. The criteria include
limiting lateral pelvic accelerations and
using the “Thoracic Trauma Index,”
which is defined in 49 CFR 571.214.
Use of the side impact dummy (SID)
identified in 49 CFR part 572, subpart
F, rather than the Hybrid II dummy
identified in 49 CFR part 572, subpart
B, is required to evaluate these
parameters. The Hybrid I dummy is
used in the current § 25.562 test. Testing
with a SID is the best means available
to assess the injury potential of a
sideward impact condition. Such an
evaluation is considered necessary to
provide an acceptable level of safety for
side-facing seats.

The side-facing seat proposed special
conditions have been determined to
result in a level of safety equivalent to
that provided by the injury pass/fail

criteria in § 25.562 for forward- or aft-
facing seats.
Applicability

As discussed above, this proposed
special condition is applicable to the
GVLI. Should Gulfstream apply at a later
date for a change to the type certificate
to include another model incorporating
the same novel or unusual design
features, this proposed special condition
would apply to that model as well.

Conclusion

This action affects only certain novel
or unusual design features of the GVL. It
is not a rule of general applicability.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

The authority citation for these
special conditions is as follows:

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

The Proposed Special Conditions

Accordingly, the Federal Aviation
Administration (FAA) proposes the
following special conditions as part of
the type certification basis for the GVI
airplanes.

In addition to the airworthiness
standards in §§25.562 and 25.785, the
following proposed special conditions
provide injury criteria and installation/
testing guidelines that represent the
minimum acceptable airworthiness
standard for single-place side-facing
seats:

A. The Proposed Injury Criteria

1. Existing Criteria: All injury
protection criteria of § 25.562(c)(1)
through (c)(6) apply to the occupant of
a side-facing seat. Head injury criterion
(HIC) assessments are only required for
head contact with the seat and/or
adjacent structures.

2. Body-to-Wall/Furnishing Contact:
The seat must be installed aft of a
structure such as an interior wall or
furnishing that will support the pelvis,
upper arm, chest, and head of an
occupant seated next to the structure. A
conservative representation of the
structure and its stiffness must be
included in the tests. It is
recommended, but not required, that the
contact surface of this structure be
covered with at least two inches of
energy absorbing protective padding
(foam or equivalent), such as Ensolite.

3. Thoracic Trauma: Thoracic trauma
index (TTI) injury criterion must be
substantiated by dynamic test or by
rational analysis based on previous
test(s) of a similar seat installation.
Testing must be conducted with a side

impact dummy (SID), as defined by
Title 49, Code of Federal Regulations
(49 CFR) part 572, Subpart F, or its
equivalent. TTI must be less than 85, as
defined in 49 CFR part 572, subpart F.
SID TTI data must be processed as
defined in Federal Motor Vehicle Safety
Standard (FMVSS) part 571.214, section
S6.13.5.

4. Pelvis: Pelvic lateral acceleration
must be shown by dynamic test or by
rational analysis based on previous
test(s) of a similar seat installation not
to exceed 130g. Pelvic acceleration data
must be processed as defined in FMVSS
part 571.214, section S6.13.5.

5. Shoulder Strap Loads: Where upper
torso straps (shoulder straps) are used
for occupants, tension loads in
individual straps must not exceed 1,750
pounds. If dual straps are used for
restraining the upper torso, the total
strap tension loads must not exceed
2,000 pounds.

B. General Test Guidelines

1. One longitudinal test with the SID
or its equivalent, undeformed floor, no
yaw, and with all lateral structural
supports (armrests/walls).

Pass/fail injury assessments: TTI and
pelvic acceleration.

2. One longitudinal test with the
Hybrid II anthropomorphic test dummy
(ATD), deformed floor, with 10 degrees
yaw, and with all lateral structural
support (armrests/walls).

Pass/fail injury assessments: HIG; and
upper torso restrain load, restraint
system retention and pelvic
acceleration.

3. Vertical (14g) test is to be
conducted with modified Hybrid II
ATDs with existing pass/fail criteria.

Issued in Renton, Washington, on
December 22, 2010.

Jeffrey E. Duven,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 2010-33221 Filed 1-3—11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2006—24145; Directorate
Identifier 2006—-NE—-06—-AD]

RIN 2120-AA64
Airworthiness Directives; General

Electric Company CF6-45 and CF6-50
Series Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.
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ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to supersede an
existing airworthiness directive (AD)
that applies to General Electric
Company (GE) CF6—45 and CF6-50
series turbofan engines. The existing AD
requires replacing certain forward and
aft centerbodies of the long fixed core
exhaust nozzle (LFCEN) assembly. Since
we issued that AD, we became aware
that other forward and aft centerbodies
are also affected. This proposed AD
would add certain new centerbodies
requiring replacement. This proposed
AD is prompted by the discovery of
more part numbers (P/Ns) of
centerbodies requiring replacement. We
are proposing this AD to prevent the
forward and aft centerbody of the
LFCEN assembly from separating from
the engine, damage to the engine, and
damage to the airplane.

DATES: We must receive comments on
this proposed AD by February 18, 2011.
ADDRESSES: You may send comments by
any of the following methods:

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

e Fax:202—-493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590.

e Hand Delivery: Deliver to Mail
address above between 9 a.m. and
5 p.m., Monday through Friday, except
Federal holidays.

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

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Tomasz Rakowski, Aerospace Engineer,
Engine Certification Office, FAA, Engine
& Propeller Directorate; phone: 781—
238-7735; fax: 781-238-7199; e-mail:
tomasz.rakowski@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2006-24145; Directorate Identifier
2006-NE-06—AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this proposed AD.

Discussion

On February 12, 2009, we issued AD
2009-04-17, Amendment 39-15823 (74
FR 8735, February 26, 2009), for GE
CF6—45 and CF6-50 series turbofan
engines. That AD requires replacing
LFCEN assembly forward centerbodies
P/N 1313M55G01 or G02, P/N
9076M28G09 or G10, and aft
centerbodies P/N 1313M56G01 or
9076M46G05 with modified
centerbodies. That AD resulted from
reports of separation of centerbodies
from the engine due to high imbalance
engine conditions caused by events
including bird strikes. Separation of the
centerbodies from the engine would
cause engine damage and airplane
damage. We issued that AD to prevent
the forward and aft centerbody of the
LFCEN assembly from separating from
the engine, damage to the engine, and
damage to the airplane.

Actions Since Existing AD Was Issued

Since we issued AD 2009-04—17, we
identified seven additional centerbody
P/Ns that should have been included in
the AD. These centerbodies are of the
same design and construction as those
identified in the original AD and
therefore, are subject to the same unsafe
condition. We added forward
centerbodies P/N 9076 M28G05, G06,
G08, P/N 9076M82G01, G03, and aft
centerbodies P/N 9076M46G02, G04 to

the applicability of this proposed AD to
remove them from service.

FAA’s Determination

We are proposing this AD because we
evaluated all the relevant information
and determined the unsafe condition
described previously is likely to exist or
develop in other products of the same
type design.

Proposed AD Requirements

This proposed AD would add forward
centerbody P/Ns 9076 M28G05, G06, and
G08, P/Ns 9076M82G01, GO3, and aft
centerbody P/Ns 9076M46G02, G04, to
those P/Ns in AD 2009-04-17 to be
removed from service.

Costs of Compliance

We estimate that this proposed AD
would affect 383 GE CF6-45 and CF6—
50 series turbofan engines installed on
airplanes of U.S. registry. We also
estimate that it would take about 44
work hours per engine to perform the
actions required by this AD, and that the
average labor rate is $85 per work-hour.
Required parts would cost about
$11,000 per engine. Based on these
figures, we estimate the total cost of this
AD to U.S. operators to be $5,645,420.

Authority for This Rulemaking

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

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

Regulatory Findings

We have determined that this
proposed AD would not have federalism
implications under Executive Order
13132. This proposed AD would not
have a substantial direct effect on the
States, on the relationship between the
national Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government.
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For the reasons discussed above, I
certify that the proposed regulation:

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

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

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

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

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by
removing airworthiness directive (AD)
2009-04-17, Amendment 39-15823 (74
FR 8735; February 26, 2009), and adding
the following new AD:

General Electric Company: Docket No. FAA—
2006—24145; Directorate Identifier 2006—
NE-06—AD.

Comments Due Date

(a) The FAA must receive comments on
this AD action by February 18, 2011.

Affected ADs

(b) This AD supersedes AD 2009-04-17,
Amendment 39-15823.

Applicability

(c) This AD applies to the following
engines with a long fixed core exhaust nozzle
(LFCEN) assembly forward centerbody, part
number (P/N) 1313M55G01 or G02, P/N
9076M28G05, G06, G08, G09, or G10, P/N
9076M82G01 or G03, and aft centerbody
P/N 1313M56G01, or P/N 9076M46G02, G04,
or GO05, installed in:

(1) General Electric Company (GE) CF6—
45A, CF6-45A2, CF6-50A, CF6-50C, CF6—
50CA, CF6-50C1, CF6-50C2, CF6-50C2B,
CF6-50C2D, CF6-50E, CF6-50E1, CF6-50E2,
and CF6-50E2B turbofan engines; including
engines marked on the engine data plate as
CF6-50C2-F and CF6-50C2-R.

(2) These engines are installed on, but not
limited to, Airbus A300 series, Boeing 747
series, McDonnell Douglas DC-10 series, and
DC-10-30F (KDC-10) airplanes.

Unsafe Condition

(d) This AD was prompted by the
discovery of more P/Ns of centerbodies

affected, requiring replacement. We are
issuing this AD to prevent the forward and
aft centerbody of the LFCEN assembly from
separating from the engine, damage to the
engine, and damage to the airplane.

Compliance

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

(1) Within 18 months after the effective
date of this AD, replace forward centerbody,
P/N 1313M55G01 and G02, P/N
9076M28G05, G06, G08, G09, and G10, P/N
9076M82G01 and GO03, and aft centerbody
P/N 1313M56G01, P/N 9076 M46G02, G04,
and GO5 with a forward and aft centerbody
that has been modified using the
Accomplishment Instructions, Section 3, of
GE Service Bulletin (SB) No. CF6-50 S/B 78—
0244, Revision 1, dated March 13, 2008,
CF6-50 S/B 78—-0244, dated ]uly 30, 2007, or
CF6-50 S/B 78-0242, dated September 26,
2005.

Centerbody Installation Prohibition

(2) After 18 months from the effective date
of this AD, do not install any engine with
forward centerbody, P/N 1313M55G01 or
G02, P/N 9076M28G05, G06, G08, G09, or
G10, P/N 9076M82G01 or G03, or aft
centerbody P/N 1313M56G01, P/N
9076M46G02, G04, or GO5 on any airplane.

Alternative Methods of Compliance
(AMOCs)

(f) The Manager, Engine Certification
Office, FAA, may approve AMOCs for this
AD, if requested using the procedures found
in 14 CFR 39.19.

Related Information

(g) For more information about this AD,
contact Tomasz Rakowski, Aerospace
Engineer, Engine Certification Office, FAA,
Engine & Propeller Directorate; phone: 781—
238-7735; fax: 781-238-7199; e-mail:
tomasz.rakowski@faa.gov.

(h) For service information identified in
this AD, contact General Electric Company,
GE-Aviation, Room 285, 1 Neumann Way,
Cincinnati, OH 45215, telephone 513-552—
3272; fax 513-552—-3329; e-mail:
geae.aoc@ge.com. You may review copies of
the referenced service information at the
FAA, Engine & Propeller Directorate. For
information on the availability of this
material at the FAA, call 781-238-7125.

Issued in Burlington, Massachusetts, on
December 28, 2010.
Peter A. White,

Assistant Manager, Engine & Propeller
Directorate, Aircraft Certification Service.
[FR Doc. 2010-33167 Filed 1-3—11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

15 CFR Part 922
[0908041219-0073-02]
RIN 0648-AX79

Amendments to National Marine
Sanctuary Regulations Regarding Low
Overflights in Designated Zones

AGENCY: Office of National Marine
Sanctuaries (ONMS), National Oceanic
and Atmospheric Administration
(NOAA), Department of Commerce
(DOQ).

ACTION: Extension of public comment
period.

SUMMARY: On December 8, 2010, NOAA
published a proposed rule in the
Federal Register to amend the low
overflight regulations of the Channel
Islands, Monterey Bay, Gulf of the
Farallones, and Olympic Coast national
marine sanctuaries. Specifically, NOAA
proposes to amend the regulations
requiring that motorized aircraft
maintain certain minimum altitudes
above specified locations within the
boundaries of the listed sanctuaries; and
state that failure to comply with these
altitude limits is presumed to disturb
marine mammals or seabirds and is a
violation of the sanctuary regulations.

DATES: The public comment period on
the proposed rule published at 75 FR
76319, December 8, 2010, will be
extended an additional 30 days from the
original due date of January 7, 2011.
Comments will be accepted through
February 7, 2011.

ADDRESSES: You may submit comments,
identified by RIN 0648—AX79 by any
one of the following methods:

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

e Mail: Debra Malek, Office of
National Marine Sanctuaries, 1305 East-
West Highway, 11th floor, Silver Spring,
MD 20910.

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 will be posted to
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.
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ONMS will accept anonymous
comments (enter N/A in the required
fields if you wish to remain
anonymous). Attachments to electronic
comments will be accepted in Microsoft
Word, Excel, Wordperfect, or Adobe
PDF file formats only.

FOR FURTHER INFORMATION CONTACT:
Debra Malek, Office of National Marine
Sanctuaries, 1305 East-West Highway,
11th floor, Silver Spring, MD 20910,
(301) 713-3125 Ext. 262.

Daniel J. Basta,

Director, Office of National Marine
Sanctuaries.

[FR Doc. 2010-33088 Filed 1-3-11; 8:45 am]|
BILLING CODE 3510-NK-M

DELAWARE RIVER BASIN
COMMISSION

18 CFR Part 410

Proposed Amendments to the Water
Quality Regulations, Water Code and
Comprehensive Plan To Provide for
Regulation of Natural Gas
Development Projects

AGENCY: Delaware River Basin
Commission.

ACTION: Proposed rule; notice of public
hearing.

SUMMARY: The Delaware River Basin
Commission (“Commission”) proposes
to amend its Water Quality Regulations
(“WQR”), Water Code and
Comprehensive Plan by adding a new
Article 7 to the WQR providing for the
conservation and development of water
resources of the Delaware River Basin
during the implementation of natural
gas development projects. This Article
applies to all natural gas development
projects involving siting, construction or
use of production, exploratory or other
wells in the Basin regardless of the
target geologic formation, and to water
withdrawals, well pad and related
activities and wastewater disposal
activities comprising part of, associated
with or serving such projects.

DATES: Comments must be received on
or before close of business on March 16,
2011. Public hearings are scheduled for
February 17 and 22, 2011. See
SUPPLEMENTARY INFORMATION below for
further information about the public
hearings.

ADDRESSES: Electronic comments will
only be accepted through the designated
public comment collection system
accessible through the Commission’s
Draft Natural Gas Development
Regulations Web page: http://
www.state.nj.us/drbc/notice_naturalgas-

draftregs.htm. Printed comments may be
submitted through the U.S. Mail to
Natural Gas Regulations c/o
Commission Secretary, DRBC, P.O. Box
7360, West Trenton, NJ 08628-0360; by
private mail carrier to Natural Gas
Regulations c/o Commission Secretary,
DRBC, 25 State Police Drive, West
Trenton, NJ 08628—0360; or at any of the
three public hearings. See Supplemental
Information below for further
information about the location of the
public hearings and how to file
comments electronically.

FOR FURTHER INFORMATION CONTACT: The
full text of the Draft Natural Gas
Development Regulations was posted on
December 9, 2010 on the Commission’s
Web site: http://www.state.nj.us/drbc/
notice_naturalgas-draftregs.htm. Hard
copies of these materials may be
obtained at cost by contacting Ms. Paula
Schmitt at 609-883-9500, ext. 224.
SUPPLEMENTARY INFORMATION:

Comment Process: Interested parties
wishing to comment on the proposed
Article 7 are encouraged to visit the
Commission’s Draft Natural Gas
Development Regulations webpage:
http://www.state.nj.us/drbc/
notice_naturalgas-draftregs.htm. This
Web page provides instructions on how
to submit comments, a copy of the draft
regulations, supporting documents and
information about the public hearings
and informational sessions, and access
to the public comment collection
system. The Commission will only
accept comments received through the
electronic comment collection system
accessible through its Web page, during
the public hearing or at the addresses
listed above. Comment received through
any other method, including email, fax
and telephone, will not be considered or
included in the record.

Public Hearings: Three public
hearings will be held. The hearings are
tentatively scheduled for February 17,
2010 near the Commission office and
February 22, 2011 in Wayne County,
Pennsylvania and Sullivan County, New
York. The exact times, locations,
directions, and other details about these
meetings will be posted on the
Commission’s Web page as they become
available: http://www.state.nj.us/drbc/
notice naturalgas-draftregs.htm.

Purpose, Authority and Scope: The
Commission is proposing a new Article
7 of DRBC’s Water Quality Regulations
to protect the water resources of the
Basin during the construction and
operation of natural gas development
projects. This Article applies to all
natural gas development projects
involving siting, construction or use of
production, exploratory or other wells

in the Basin regardless of the target
geologic formation, and to water
withdrawals, well pad and related
activities and wastewater disposal
activities comprising part of, associated
with or serving such projects. The
provisions of this Article rely on the
state oil and gas regulatory programs of
Pennsylvania and New York where
separate administration by the
Commission would result in
unnecessary duplication. The Article
supersedes the Executive Director’s
Determinations issued on May 19, 2009,
June 14, 2010 and July 23, 2010.

This Article implements the statutory
authority that the Basin states of
Delaware, New Jersey, New York and
Pennsylvania and the federal
government granted to the Commission
in the Delaware River Basin Compact
and supplements the Commission’s
Comprehensive Plan with respect to
natural gas development projects within
the Basin. Commission regulations are
one mechanism by which the Basin
states and Federal government work
together to manage water resources in
an integrated manner for the benefit of
all citizens of the Basin.

Strategic Regulatory Framework: This
Article’s regulatory framework is
divided into sections addressing water
sources for natural gas development,
well pad siting, and wastewater
disposal. The Commission primarily
relies on the oil and gas programs and
the experienced agency staff of the state
in which the natural gas well is located
to manage well construction and
operation.

Water Sources for Uses Related to
Natural Gas Well Development: Existing
Commission regulations establish a
program for regulating water
withdrawals. These Commission
requirements serve multiple water
resources objectives including, among
others, preserving river flows to protect
in-stream living resources and
downstream withdrawers, and ensuring
adequate assimilative capacity for
approved discharges. The Commission
has in other regulations established
thresholds for project review based on
the thirty-day average volume of water
withdrawals. Water withdrawals for
natural gas development including high
volume hydraulic fracturing may have
substantial water quality impacts due to
their high intermittent daily withdrawal
volume. Consequently, this Article
requires that water used for natural gas
development projects must come from
water sources that have been approved
by the Commission for use for natural
gas development. The requirements for
approval are designed to protect
minimum stream flows, provide a
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record of water transfers and otherwise
ensure that water resources are not
adversely affected. A streamlined
approval process is provided that
encourages the use of existing
Commission-approved water sources to
minimize the need to construct and
operate new water sources. This Article
permits water sources located within
the physical boundaries of an approved
Natural Gas Development Plan
(“NGDP”) to be approved for uses within
the NGDP. This Article also permits
flowback and production waters, treated
wastewater and mine drainage waters to
be reused for natural gas development
under specified conditions.

Natural Gas Development Plan
(“NGDP”) and Well Pad Siting
Requirements: The severity of the risks
to water resources from well pad
construction and operation depends in
large part on where the well pads are
placed. Article 7 seeks to minimize
impacts to water resources from natural
gas development by establishing NGDP
and well pad siting and planning
requirements, including:

¢ Mandatory preparation of NGDP by
sponsors of natural gas well pad projects
who have total lease holdings in the
Delaware River Basin of over 3,200 acres
or intend to construct more than five
natural gas well pads designed for any
type of natural gas well.

e Identification, through the NGDP, of
the project sponsor’s foreseeable natural
gas development in a defined
geographic area. The NGDP requirement
is designed to foster protection of water
resources through broad scale lease area
planning rather than limited site-by-site
decision making, thereby encouraging
development only in areas most suitable
for it and minimizing impact to
sensitive water resource features. These
plans identify geographic and
hydrological constraints to natural gas
development and identify measures to
minimize those impacts.

¢ Restrictions regarding siting in
flood hazard areas, on steep slopes, and
areas that serve as critical habitat for
federal or state designated threatened
and endangered (T&E) species.

¢ Minimum setbacks from water
bodies, wetlands, surface water supply
intakes and water supply reservoirs at
distances specified in the regulations,
and from occupied homes, public
buildings, public roads, public water
supply wells, and domestic water
supply wells as provided by regulations
of the state in which the well pad is
located.

e A requirement for pre- and post-
project monitoring of surface and
groundwater near well pads involving
high volume hydraulically fractured

wells, including a characterization of
the hydrology, water chemistry and
biological resources of surface waters
and the water chemistry of ground
waters.

e Requiring the monitoring, tracking,
and reporting of water usage and
wastewater treatment and disposal. All
wastewaters must be transported to an
approved treatment and disposal
facilities.

Well Construction and Operation
Procedures: The Commission
principally relies on the states’
implementation of state laws,
regulations and programs concerning
construction and operation of natural
gas wells, well pads, and appurtenant
structures to satisfy the requirements of
the Compact and the Commission’s
Comprehensive Plan. In this Article, the
Commission is separately requiring that
all non-domestic wastewater be
transferred to appropriate tanks for
temporary storage on the well pad site
or to a centralized wastewater storage
facility and that fluids and drill cuttings
from horizontal wellbores in the target
formation be beneficially reused or
disposed of at an appropriate waste
facility.

Wastewater Generated from Natural
Gas Activities: Wastewater produced at
natural gas well sites contains salts and
other chemicals that present water
treatment challenges. This Article
provides that any wastewater treatment
facility within the Basin may accept
non-domestic wastewater from a natural
gas development project only if the
facility first obtains approval from the
Commission in the form of a docket or
modification of an existing docket.

To obtain authorization, a project
sponsor must submit a treatability study
to demonstrate that acceptance of the
non-domestic wastewater will not
interfere with the facility’s operations,
and provide information to show that
the facility’s discharge will neither (a)
cause primary and secondary Safe
Drinking Water Act standards to be
exceeded where surface water may be
used as a public water supply, nor (b)
violate zone-specific stream quality
objectives and effluent limitations. This
Article 7 includes a comprehensive
tracking system designed to promote the
proper disposal of wastewater from
natural gas development projects.

Approval by Rule (“ABR”) Procedures:
Existing procedures for obtaining a
Commission decision on a project
application generally take 6—9 months.
This Article 7 provides for a streamlined
process for natural gas development
projects that demonstrate that they
satisfy certain criteria. It provides
Commission approval for these projects

under an “approval by rule” process
involving public notice, application to
and approval by the Executive Director
in a process that may take less than 30
days Eligible projects include (a) Bulk
water sales for uses related to natural
gas by holders of valid Commission
approvals that can provide water within
their current allocations; (b) well pad
projects that conform to a Commission-
approved Natural Gas Development
Plan; (c) well pad projects that conform
to specified restrictions and setback
requirements; and (d) water supply
projects involving the reuse of recovered
flowback and production fluids as
make-up water for hydraulically
fracturing natural gas wells. In addition,
projects that do not involve fracturing or
that consist of well pads constructed
exclusively for the development and
operation of exploratory natural gas
wells and that are expected to use no
more than 80,000 gallons or equivalent
of hydraulic fracturing fluids (“low
volume hydraulically fractured wells”)
are eligible for an ABR if they comply
with applicable state programs and
Commission setbacks and requirements.
Approval by rule is not available for
projects located in National Park
Management Areas or in the watersheds
of the New York City Reservoirs.
Financial Assurance Requirements:
Financial assurance for the plugging,
abandonment and restoration of natural
gas wells and the remediation of any
pollution from natural gas development
activities is required in the amount of
$125,000 per natural gas well. After well
installation and hydraulic fracturing are
complete, the Executive Director may
approve a reduction in the amount of
the financial assurance for individual
wells if there is no evidence of harm to
the water resources of the Basin and the
project sponsor obtains a separate
“excess” insurance policy or other
financial assurance instrument.

Dated: December 23, 2010.
John F. Calkin,
Attorney, Delaware River Basin Commission.
[FR Doc. 2010-32981 Filed 1-3—11; 8:45 am]
BILLING CODE 6360-01-P

POSTAL REGULATORY COMMISSION
39 CFR Part 3050
[Docket No. RM2011-6; Order No. 626]

Periodic Reporting

AGENCY: Postal Regulatory Commission.

ACTION: Notice of proposed rulemaking;
availability of rulemaking petition.
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SUMMARY: The Commission is
establishing a docket to consider a
proposed change in certain analytical
methods used in periodic reporting. The
proposed change has two parts. One
part would update the mail processing
portion of the Parcel Select/Parcel
Return Service cost models. The other
part would modify the Parcel Select/
Parcel Return Service transportation
cost model. This action responds to a
Postal Service rulemaking petition.
Establishing this docket will allow the
Commission to consider the Postal
Service’s proposal and comments from
the public.

DATES: Comments are due: February 3,
2011.

ADDRESSES: Submit comments
electronically via the Commission’s
Filing Online system at http://
www.prc.gov. Commenters who cannot
submit their views electronically should
contact the person identified in FOR
FURTHER INFORMATION CONTACT by
telephone for advice on alternatives to
electronic filing.

FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, General Counsel,
at stephen.sharfman@prc.gov or 202—
789-6820.

SUPPLEMENTARY INFORMATION: On
December 22, 2010, the Postal Service
filed a petition pursuant to 39 CFR
3050.11 asking the Commission to
initiate an informal rulemaking
proceeding to consider changes in the
analytical methods approved for use in
periodic reporting.? The Petition
submits two distinct sets of proposals
for approval. It proposes to use both sets
in the Postal Service’s FY 2010 Annual
Compliance Report.

Proposal Thirteen is a set of proposals
to update the mail processing portion of
the Parcel Select/Parcel Return Service
cost models.2 Petition at 1. The Postal
Service states that much of the input
data and cost methodology that it
proposes to use in the new Parcel
Select/Parcel Return Service cost model
are the same as that relied upon in its
Standard Mail parcel/non-flat
machinable (NFM) processing cost
model that was filed as Proposal Seven
on September 8, 2010. Proposal
Thirteen at 1. These new data will
change the productivity figures and
arrival/dispatch profiles used in the
model.? More detailed descriptions of

1 Petition of the United States Postal Service
Requesting Initiation of a Proceeding to Consider
Proposed Changes in Analytic Principles (Proposals
Thirteen—Fourteen), December 22, 2010 (Petition).

2 Proposal Thirteen is described in an attachment
to the Petition (Proposal Thirteen).

3 Proposal Thirteen proposes to populate the
Parcel Select/Parcel Return model with much of the

proposed changes to the Parcel Select/
Parcel Return Service mail processing
cost model are provided under seal as
USPS-RM2011-6/NP1. The Postal
Service says that the impact of Proposal
Thirteen would be to decrease the mail
processing unit cost estimates for price
categories that require more processing
steps, and increase the cost estimates for
the DDU and RDU categories. Id. at 3.

Proposal Fourteen is a set of proposals
to modify the Parcel Select/Parcel
Return Service transportation cost
model.# Id. at 1. It proposes to modify
that model to (1) present transportation
cost estimates only for the current price
categories; (2) use PostalOne! data to
estimate the cost of the transportation
legs for non-dropshipped price
categories; (3) incorporate the official
revenue, pieces, and weight volumes
into the model; (4) use the method
relied upon to distribute Parcel Select
transportation costs to distribute Parcel
Return Service transportation costs; and
(5) use a new method to estimate the
return network distribution center cubic
foot miles by zone. Id. at 1-2. The Postal
Service states that it cannot estimate the
impact of Proposal Fourteen since it
would use data that was not available in
2009. Id. at 2.

The Petition, including the
attachments, is available for review on
the Commission’s Web site, http://
WWW.prc.gov.

Pursuant to 39 U.S.C. 505, John P.
Klingenberg is designated as Public
Representative to represent the interests
of the general public in this proceeding.
Comments are due no later than
February 3, 2011.

It is ordered:

1. The Petition of the United States
Postal Service Requesting Initiation of a
Proceeding to Consider Proposed
Changes in Analytic Principles
(Proposals Thirteen—Fourteen), filed
December 22, 2010, is granted.

2. The Commission establishes Docket
No. RM2011-6 to consider the matters
raised by the Postal Service’s Petition.

3. Interested persons may submit
comments on Proposals Thirteen and
Fourteen no later than February 3, 2011.

4. The Commission will determine the
need for reply comments after review of
the initial comments.

5. John P. Klingenberg is appointed to
serve as the Public Representative to
represent the interests of the general
public in this proceeding.

data that was collected to develop the Standard

Mail/non-flat machinable (NFM) mail processing
cost model. It also proposes to use Parcel Select
arrival profile data that were collected during FY
2009. Id. at 2.

4 Proposal Fourteen is described in an attachment
to the Petition (Proposal Fourteen).

6. The Secretary shall arrange for
publication of this notice in the Federal
Register.

By the Commission.

Shoshana M. Grove,

Secretary.

[FR Doc. 2010-33173 Filed 1-3-11; 8:45 am]
BILLING CODE 7710-FW-P

POSTAL REGULATORY COMMISSION

39 CFR Part 3050
[Docket No. RM2011-5; Order No. 625]
Periodic Reporting

AGENCY: Postal Regulatory Commission.

ACTION: Notice of proposed rulemaking;
availability of rulemaking petition.

SUMMARY: The Commission is
establishing a docket to consider a
proposed change in certain analytical
methods used in periodic reporting.
This action responds to a Postal Service
rulemaking petition. Establishing this
docket will allow the Commission to
consider the Postal Service’s proposal
and comments from the public.

DATES: Comments are due: January 28,
2011.

ADDRESSES: Submit comments
electronically via the Commission’s
Filing Online system at http://
www.prc.gov. Commenters who cannot
submit their views electronically should
contact the person identified in FOR
FURTHER INFORMATION CONTACT by
telephone for advice on alternatives to
electronic filing.

FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, General Counsel,
at stephen.sharfman@prc.gov or 202—
789-6820.

SUPPLEMENTARY INFORMATION: Regulatory
History, 75 FR 58449 (Sept. 24, 2010).

On December 20, 2010, the Postal
Service filed a petition pursuant to 39
CFR 3050.11 asking the Commission to
initiate an informal rulemaking
proceeding to consider changes in the
analytical methods approved for use in
periodic reporting.? Four separate
proposals, labeled Proposals Nine
through Twelve, are included in the
Petition.

Proposal Nine proposes to update the
input data to the mail processing cost
model for First-Class Mail and Standard
Mail presort letters in several respects,
and to change the method by which the
cost of sorting bundles of letters is

1 Petition of the United States Postal Service
Requesting Initiation of a Proceeding to Consider
Proposed Changes in Analytic Principles (Proposals
Nine-Twelve), December 20, 2010 (Petition).
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estimated. The Postal Service proposes
to rely primarily on data from the
manual density table to estimate the
number of handlings of letter bundles.

It comments that any additional changes
to the cost methodology and structure of
the presort letter cost models should be
addressed in Docket No. RM2010-13.
Id. at 2.

Proposal Ten concerns Inbound
International Mail. For FY 2010, it
proposes to change the assignment of In-
Office Cost System (IOCS)-based clerk
and mail handler labor costs to country
groups Canada, Industrialized
Countries, and Developing Countries, so
that normal downstream Cost and
Revenue Analysis (CRA) and
International Cost and Revenue
Analysis (ICRA) processes can
automatically distribute costs to those
groups consistent with the way that
clerk and mail handler costs are
distributed to other products. (The
standard distribution method reflects
cost pools, container types, and shape
distinctions—not just direct IOCS
tallies).

Proposal Eleven concerns
International Money Transfers (IMTS).
The Postal Service proposes to change
the method for reporting IMTS
separately for Inbound and Outbound
products using information gathered
from Point-of-Sale (POS), IOCS, and
Chapter 9 in USPS-FY09-NPS. This, it
says, will create two new line items in
the ICRA report: IMTS-Outbound and
IMTS-Inbound, but would not affect the
sum currently reported in the IMTS line
in that report.

Proposal Twelve would affect the
Media/Library Mail Processing Cost
Model, the Bound Printed Matter
Transportation Cost Model, and the
Bulk Parcel Return Service Cost Model.
In the 2009 ACD, the Commission
expressed concern that use of the Intra-
and Inter-BMC volume split for single-
piece Parcel Post in the above-
referenced cost models is no longer
appropriate because that distinction no
longer exists for single-piece Parcel
Post. The Postal Service proposes to use
the percent of total single-piece Parcel
Post volume comprised of volume for
Zones 1, 2, and 3 as the new proxy in
the above-referenced models.

The Petition includes attachments
that discuss the background, rationale,
and impact of Proposals Nine through
Twelve. The Petition, including the
attachments, is available for review on
the Commission’s Web site, http://
www.pre.gov. Comments on Proposals
Nine through Twelve are due no later
than January 28, 2011.

Pursuant to 39 U.S.C. 505, John P.
Klingenberg is appointed as Public

Representative to represent the interests
of the general public in this proceeding.

It is ordered:

1. The Petition of the United States
Postal Service Requesting Initiation of a
Proceeding to Consider Proposed
Changes in Analytic Principles
(Proposals Nine-Twelve), filed
December 20, 2010, is granted.

2. The Commission establishes Docket
No. RM2011-5 to consider the matters
raised by the Postal Service’s Petition.

3. Interested person may submit
comments on Proposals Nine through
Twelve no later than January 28, 2011.

4. The Commission will determine the
need for reply comments after review of
the initial comments.

5. John P. Klingenberg is appointed to
serve as the Public Representative to
represent the interests of the general
public in this proceeding.

6. The Secretary shall arrange for
publication of this notice in the Federal
Register.

By the Commission.
Shoshana M. Grove,
Secretary.
[FR Doc. 2010-33170 Filed 1-3-11; 8:45 am]
BILLING CODE 7710-FW-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R09-OAR-2010-0907; FRL-9247-2]
Revisions to the California State
Implementation Plan, San Joaquin

Valley Air Pollution Control District
(SJVUAPCD)

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

SUMMARY: EPA is proposing a limited
approval and limited disapproval of
revisions to the San Joaquin Valley
Unified Air Pollution Control District
(SJVUAPCD) portion of the California
State Implementation Plan (SIP). These
revisions concern volatile organic
compound (VOC) emissions from crude
oil production operations and refineries.
We are proposing action on local rules
that regulate these emission sources
under the Clean Air Act as amended in
1990 (CAA or the Act). We are taking
comments on this proposal and plan to
follow with a final action.

DATES: Any comments must arrive by
February 3, 2011.

ADDRESSES: Submit comments,
identified by docket number EPA-R09—
OAR-2010-0907, by one of the
following methods:

1. Federal eRulemaking Portal:
http://www.regulations.gov. Follow the
on-line instructions.

2. E-mail: steckel.andrew@epa.gov.

3. Mail or Deliver: Andrew Steckel
(Air-4), U.S. Environmental Protection
Agency Region IX, 75 Hawthorne Street,
San Francisco, CA 94105-3901.

Instructions: All comments 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
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Information that
you consider CBI or otherwise protected
should be clearly identified as such and
should not be submitted through
http://www.regulations.gov or e-mail.
http://www.regulations.gov is an
“anonymous access” system, and EPA
will not know your identity or contact
information unless you provide it in the
body of your comment. If you send e-
mail directly to EPA, your e-mail
address will be automatically captured
and included as part of the public
comment. 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.

Docket: The index to the docket for
this action is available electronically at
http://www.regulations.gov and in hard
copy at EPA Region IX, 75 Hawthorne
Street, San Francisco, California. While
all documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT:
Joanne Wells, EPA Region IX, (415)
947-4118, wells.joanne@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,” “us”
and “our” refer to EPA.

Table of Contents

1. The State’s Submittal
A. What rules did the State submit?
B. Are there other versions of these rules?
C. What is the purpose of the submitted
rules and rule revisions?
II. EPA’s Evaluation and Action
A. How is EPA evaluating the rules?
B. Do the rules meet the evaluation
criteria?
C. What are the rule deficiencies?
D. EPA Recommendations To Further
Improve the Rules
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E. Proposed Action and Public Comment
III. Statutory and Executive Order Reviews

I. The State’s Submittal
A. What rules did the State submit?

Table 1 lists the rules addressed by
this proposal with the date that they

TABLE 1—SUBMITTED RULES

were amended by the local air agency
and submitted by the California Air
Resources Board (CARB).

Local agency Rule No. Rule title Amended Submitted
SJVUAPCD ....oveveeeeeeeeen 4402 | Crude Oil Production SUMPS ......cocceveriiieerieeeceee e 12/17/92 08/24/07
SJVUAPCD ....ccoviiiiieeee 4625 | Wastewater Separators ..........coceceeeereerereeneneese e 12/17/92 08/24/07

On September 17, 2007, the submittal
for San Joaquin Valley Unified Air
Pollution Control District Rules 4402
and 4625 was found to meet the
completeness criteria in 40 CFR part 51
Appendix V, which must be met before
formal EPA review.

B. Are there other versions of this rule?

On December 13, 1994 (59 FR 64132),
EPA approved into the SIP a previous
version of Rule 4402, SJVUAPCD Rule
465.2. On May 13, 1993 (58 FR 28354),
EPA approved into the SIP a previous
version of Rule 4625, SJVUAPCD Rule
463.4. CARB has not submitted any
subsequent versions of these rules for
our consideration besides those
submitted on August 24, 2007.

C. What is the purpose of the submitted
rules and rule revisions?

VOCs help produce ground-level
ozone and smog, which harm human
health and the environment. Section
110(a) of the CAA requires States to
submit regulations that control VOC
emissions. These rules were developed
as part of the local district’s program to
control VOCGs.

The purpose of the rules and the rule
revisions are as follows:

¢ Rule 4402, Crude Oil Production
Sumps, is designed to limit VOC
emissions from crude oil production
sumps. The rule is renumbered and the
format updated. The rule purpose is
added and the definition of VOC
deleted. The exemptions for sumps at
petroleum refineries, pits and ponds
have been moved from Section I
(Applicability) to Section 4.0
(Exemptions).

e Rule 4625, Wastewater Separators,
is designed to limit VOC emissions from
oil-water separators by requiring covers
and use of vapor loss control devices.
The rule is renumbered and the format
updated. The rule purpose is added and
the definition of VOC deleted.
Paragraph 4.3 was added, which allows
an exemption from the BACT and offset
requirements of Rule 2201 for existing
facilities where an incineration device
has been added for the sole purpose of

complying with the requirements of this
rule.

EPA’s technical support document
(TSD) for each rule has more
information about these rules and the
rule revisions.

II. EPA’s Evaluation and Action
A. How is EPA evaluating the rule?

Generally, SIP rules must be
enforceable (see section 110(a) of the
Act), must require Reasonably Available
Control Technology (RACT) for each
category of sources covered by a Control
Techniques Guidelines (CTG) document
as well as each major source in
nonattainment areas (see sections
182(a)(2) and (b)(2)), and must not relax
existing requirements (see sections
110(1) and 193). The SJVUAPCD
regulates an extreme ozone
nonattainment area (see 40 CFR part 81),
so Rules 4402 and 4625 must fulfill
RACT.

Guidance and policy documents that
we use to evaluate enforceability and
RACT requirements consistently
include the following:

1. “Issues Relating to VOC Regulation
Cutpoints, Deficiencies, and
Deviations,” EPA, May 25, 1988 (the
Bluebook).

2. “Guidance Document for Correcting
Common VOC & Other Rule
Deficiencies,” EPA Region 9, August 21,
2001 (the Little Bluebook).

3. Portions of the proposed post-1987
ozone and carbon monoxide policy that
concern RACT, 52 FR 45044 (November
24, 1987).

4. “Requirements for Preparation,
Adoption, and Submittal of
Implementation Plans”, U.S. EPA, 40
CFR part 51.

5. “RACT Qs & As-Reasonably
Available Control Technology (RACT):
Questions and Answers”, EPA, William
T. Harnett, May 18, 2006. http://
www.epa.gov/ttn/oarpg/t1/memoranda/
ractqanda.pdf.

6. “Clean Water Act Analytical
Methods”, U.S. EPA. http://
www.epa.gov/waterscience/methods/
method/oil/oilfaq.html.

7. “Test Methods for Evaluating Solid
Waste, Physical/Chemical Methods
(SW-846)”, U.S. EPA. http://
www.epa.gov/epawaste/hazard/
testmethods/sw846/online/index.htm.

8. “Control of Refinery Vacuum
Producing Systems, Water Separators
and Process Units”, EPA-450/2—-77-025,
October 1977.

9. “Standards of Performance for VOC
Emissions from Petroleum Refinery
Wastewater Systems”, 40 CFR part 60
subpart QQQ, November 23, 1988 (53
FR 47623).

10. “National Emission Standards for
Oil-Water Separators and Organic-Water
Separators”, 40 CFR part 63 subpart VV,
July 1, 1996 (61 FR 34195).

B. Do these rules meet the evaluation
criteria?

Both submitted Rules 4402 and 4625
clarify and marginally improve the SIP
with revisions that are largely
administrative. These rules are generally
consistent with the relevant policy and
guidance regarding enforceability and
SIP relaxations. Rule provisions which
do not meet the evaluation criteria are
summarized below for each rule and
discussed further in the TSD.

C. What are the rule deficiencies?

These provisions conflict with section
110 and part D of the Act and prevent
full approval of the SIP revision. Rule
4402, Crude Oil Production Sumps:

1. SJVUAPCD should strengthen these
requirements to help implement RACT
or demonstrate why such improvements
are not appropriate in light of analogous
requirements in neighboring districts.

a. Section 5.1.2 allows a 1 inch gap
and does not require seals for rigid
floating covers. In contrast, SCAQMD
Rule 1176(e)(2)(B)(vi) and SLOCAPCD
Rule 419 D.2.e. require rigid floating
covers to have seals, the gap cannot
exceed 8" for a cumulative length of
95% of the perimeter, and no single gap
may exceed V2 inch.

b. Section 5.2.5 requires fixed covers
to be equipped with a pressure/vacuum
valve set to within ten percent of
maximum safe working pressure. In
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contrast, SCAQMD Rule 1176(2)(A)(ii)
and (6)(A) and SBCAPCD Rule 344
D.2.b.2 require that fixed covers be
equipped with a 95% efficient Air
Pollution Control (APC) device.

c. Rule 4402 does not require periodic
inspection of covers and APC
equipment to ensure proper operation.
In contrast, SCAQMD Rule 1176(f)(C)
requires periodic leak inspection and
APC testing.

d. Rule 4402 has exemptions that are
more broad than those found in other
districts rules. SJVUAPCD should
analyze whether these exemptions
continue to be appropriate. This
analysis should consider more current
cost data than used in the 2009 RACT
Analysis, and should consider
alternative disposal methods (e.g.,
underground injection, tanks, or
additional pretreatment) in addition to
sump and pond covers. The following
exemptions are of particular concern:

¢ Uncontrolled VOC emissions from
exempted 2nd and 3rd stage sumps.
Section 4.1.1 exempts operations less
than 6,000 barrels per day with sumps
less than 1,000 sf and section 4.1.3
exempts operations less than 300 barrels
per day with sumps less than 5,000 sf
from substantive requirements. No other
neighboring districts allow exemptions
for small producers except for
SBCAPCD Rule 344. The exemption in
Santa Barbara’s rule is more restrictive
than the exemptions found in Rule
4402.

e Section 4.1.7 exempts ponds of
“clean produced water” with less than
35 mg/1 VOC from Rule 4402
requirements. In contrast, SCAQMD
Rule 1176(i)(5)(J), VCAPCD Rule 71.4
C.1.c and SLOCAPCD Rule 419 C.4
exempt wastewater sumps only where
the VOC/ROC content does not exceed
5 mg/] at the inlet. Of particular concern
are VOC emissions from the ponds that
initially receive the oily wastewater
from oil production facilities.
Alternatives including additional
pretreatment to lower the VOC content
and other disposal methods such as
underground injection should be
evaluated.

e. Rule 4402 does not limit the time
that oil or oily water can be kept in an
emergency pit. In contrast, SLOCAPCD
Rule 419 C.2 requires clean-up to begin
within 24 hours and finish within 15
days.

f. Rule 4402 allows 1st stage sumps.
In contrast, SBCAPCD Rule 344 and
VCAPCD Rule 71.4 do not allow the
operation of 1st stage sumps.

g. Provisions should be added in Rule
4402 or Rule 4623 (Storage of Organic
Liquids) that ensure that tanks used to

replace the 1st stage crude oil sumps
have adequate VOC controls.

2. The following revisions are needed
to improve rule clarity and
enforceability consistent with CAA
section 110(a).

a. Please remove the language at the
end of Section 5.3 that states “If
replacement tank exclusively serves
identical function of sump replaced,
permitting of such tank shall not be
considered an emission change for the
purposes of Rule 2201 (New and
Modified Source Review Rule)”. Any
exemptions to NSR requirements should
be evaluated in context of SJVUAPCD’s
NSR program (e.g., Rule 2020) and
incorporated within the NSR program
only if appropriate. Such exemptions
should not be in source-specific
prohibitory rules like Rule 4402.

b. Revise section 6.2 Test Methods to
remove and/or replace inappropriate or
outdated test methods such as 6.2.1
ARB Method 432, which is designed for
paints and coatings and not oily
wastewater. We also recommend adding
EPA Test Method 21 in section 6.2 for
determining leaks.

c. Update the definition of clean
product water (Section 3.1) replacing
outdated EPA Test Methods 4.13.2,
418.2 and 8240 that used CFC-113 as
the extraction solvent. The new test
methods using non-CFC extraction
solvents are EPA Method 1664A and
EPA Method 8260.

d. Please revise section 6.1
(Recordkeeping) to:

¢ Add requirement for facilities to
keep records of all inspections for leaks
and testing of APC devices (for example,
see SCAQMD Rule 1176 (g) (1)).

¢ Add requirement to document use
of emergency pits, including when use
started, clean-up started and clean-up
finished.

¢ Require documentation justifying
any exemptions claimed under section
4, including 4.1.7, which exempts pits
and ponds.

o Add requirements to verify the
sump surface area and the annual
production rates for both the small
producers and very small producers in
section 6.1.1.

¢ Add requirement to keep all records
for at least two, and preferably five
years.

Rule 4625, Wastewater Separators:

The following revisions are needed to
improve rule clarity, enforceability, and
to strengthen requirements to help
implement RACT.

1. The December 1992 amendment
added exemption 4.3, which reads “For
existing facilities, if an incineration
device is added or modified for the sole
purpose of complying with the

requirements of this rule, such a device
shall be exempt from the Best Available
Control Technology and the Offset
requirements of Rule 2201 (New and
Modified Stationary Source Review
Rule)”. This exemption should be
removed from Rule 4625. Any
exemptions to NSR requirements should
be evaluated in context of SJVUAPCD’s
NSR program (e.g., Rule 2020) and
incorporated within the NSR program
only if appropriate. Such exemptions
should not be in source-specific
prohibitory rules like Rule 4625.

2. Although Rule 4625 includes
similar requirements to the 1977 CTG,
SJVUAPCD has not adequately
demonstrated that Rule 4625 currently
implements RACT because RACT can
change over time as control technology
improves and/or becomes more
available. More stringent requirements
exist in the NSPS (1988), NESHAP
(1995), BAAQMD Rule 8-8 (1993) and
SCAQMD 1176 (1996). These
regulations have requirements for
stricter VOC controls (see, e.g., 95%
requirement in SCAQMD Rule 1176,
section (e)(2)(A)(ii) and (e)(6)),
additional design requirements for
controlling fugitive emissions or
breathing losses (see, e.g., BAAQMD
Regulation 8 Rule 8, section 302.4), and
additional requirements for inspections
and maintenance (see, e.g., BAAQMD
Regulation 8 Rule 8, section 302.4 and
302.6).

3. The exemption for air flotation
units precludes regulation of potentially
significant VOC sources (section 4.2).
Even though these sources are currently
regulated via District permit conditions,
SJVUAPCD should subject them to SIP
requirements as part of Rule 4625 or
demonstrate why that is not necessary.
There is no specific allowance in the
CTG or other guidance documents for
exempting air flotation units from
regulation and no other California air
district rules include such an
exemption.

4. To improve enforceability,
SJVUAPCD should revise section 6.0
Test Methods to remove inappropriate
or outdated test methods such as 6.1.2
ARB Method 432 for paints and
coatings, and 6.1.3 which refers to an
obsolete document superseded by EPA
Method 204 for determining capture
efficiency (40 CFR part 51). We
recommend including EPA Test Method
21 (measurements of leaks) as
referenced in SJVUAPCD Rule 4455,
Section 6.4 Test Methods, or SCAQMD
Rule 1176, Section (h).

5. The SJVUAPCD 2009 RACT SIP
Demonstration mentions that the
requirements in SJVUAPCD Rule 4455,
“Components at Petroleum Refineries,
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Gas Liquids Processing Facilities and
Chemical Plants”, apply to oil-water
separators. SJVUAPCD should include
those requirements directly in Rule
4625 or by reference to improve
enforceability, or demonstrate that this
is not appropriate.

6. To ensure ongoing compliance and
strengthen enforceability, SJVUACPD
should add to the rule requirements for
inspections of covers, access hatches
and other openings and emissions
control equipment, along with
recordkeeping requirements for
inspections and testing or demonstrate
that this is not appropriate. For
example, please see SCAQMD Rule
1176, section (f) and (g).

7. SJVUAPCD should delete or justify
exemption 4.1 for wastewater separators
exceeding a set value for a sump surface
area to the rate of oil vapor loss ratio.
The only other rule where we found
such exemption is SCAQMD Rule 464
for Wastewater Separators; last amended
December 7, 1990. This exemption is
not found in the newer SCAQMD Rule
1176, “VOC Emissions from Wastewater
Systems”, amended September 13, 1996,
which also addresses wastewater
separators and which largely supersedes
Rule 464.

D. EPA recommendations to further
improve these rules.

The TSD for each of these rules
describes additional rule revisions that
we recommend for the next time the
local agency modifies these rules.

E. Proposed Action and Public
Comment

As authorized in sections 110(k)(3)
and 301(a) of the Act, EPA is proposing
a limited approval of the submitted
rules to improve the SIP. If finalized,
this action would incorporate the
submitted rules into the SIP, including
those provisions identified as deficient.
This approval is limited because EPA is
simultaneously proposing a limited
disapproval of the rule under section
110(k)(3). If this disapproval is
finalized, sanctions will be imposed
under section 179 of the Act unless EPA
approves subsequent SIP revisions that
correct the rule deficiencies within 18
months of the disapproval. These
sanctions would be imposed according
to 40 CFR 52.31. A final disapproval
would also trigger the 2-year clock for
the federal implementation plan (FIP)
requirement under section 110(c). Note
that the submitted rules have been
adopted by the SJVUAPCD, and EPA’s
final limited disapproval would not
prevent the local agency from enforcing
them.

We will accept comments from the
public on the proposed limited approval

and limited disapproval for the next 30
days.

III. Statutory and Executive Order
Reviews

A. Executive Order 12866, Regulatory
Planning and Review

The Office of Management and Budget
(OMB) has exempted this regulatory
action from Executive Order 12866,
entitled “Regulatory Planning and
Review.”

B. Paperwork Reduction Act

This action does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq. Burden is
defined at 5 CFR 1320.3(b).

C. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions.

This rule will not have a significant
impact on a substantial number of small
entities because SIP approvals or
disapprovals under section 110 and
subchapter I, part D of the Clean Air Act
do not create any new requirements but
simply approve or disapprove
requirements that the State is already
imposing. Therefore, because the
proposed Federal SIP limited approval/
limited disapproval does not create any
new requirements, I certify that this
action will not have a significant
economic impact on a substantial
number of small entities.

Moreover, due to the nature of the
Federal-State relationship under the
Clean Air Act, preparation of flexibility
analysis would constitute Federal
inquiry into the economic
reasonableness of state action. The
Clean Air Act forbids EPA to base its
actions concerning SIPs on such
grounds. Union Electric Co. v. U.S. EPA,
427 U.S. 246, 255-66 (1976); 42 U.S.C.
7410(a) (2).

D. Unfunded Mandates Reform Act

Under sections 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed into
law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated costs to State,
local, or tribal governments in the

aggregate; or to the private sector, of
$100 million or more. Under section
205, EPA must select the most cost-
effective and least burdensome
alternative that achieves the objectives
of the rule and is consistent with
statutory requirements. Section 203
requires EPA to establish a plan for
informing and advising any small
governments that may be significantly
or uniquely impacted by the rule.

EPA has determined that the limited
approval/limited disapproval action
proposed does not include a Federal
mandate that may result in estimated
costs of $100 million or more to either
State, local, or tribal governments in the
aggregate, or to the private sector. This
Federal action proposes to approve and
disapprove pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

E. Executive Order 13132, Federalism

Federalism (64 FR 43255, August 10,
1999) revokes and replaces Executive
Orders 12612 (Federalism) and 12875
(Enhancing the Intergovernmental
Partnership). Executive Order 13132
requires EPA to develop an accountable
process to ensure “meaningful and
timely input by State and local officials
in the development of regulatory
policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.” Under
Executive Order 13132, EPA may not
issue a regulation that has federalism
implications, that imposes substantial
direct compliance costs, and that is not
required by statute, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by State and local
governments, or EPA consults with
State and local officials early in the
process of developing the proposed
regulation. EPA also may not issue a
regulation that has federalism
implications and that preempts State
law unless the Agency consults with
State and local officials early in the
process of developing the proposed
regulation.

This rule 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
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responsibilities among the various
levels of government, as specified in
Executive Order 13132, because it
merely proposes to approve or
disapprove a State rule implementing a
federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. Thus, the requirements of
section 6 of the Executive Order do not
apply to this rule.

F. Executive Order 13175, Coordination
With Indian Tribal Governments

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 9, 2000), requires EPA
to develop an accountable process to
ensure “meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” This proposed rule does
not have tribal implications, as specified
in Executive Order 13175. It will not
have substantial direct effects on tribal
governments, 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.
Thus, Executive Order 13175 does not
apply to this rule.

EPA specifically solicits additional
comment on this proposed rule from
tribal officials.

G. Executive Order 13045, Protection of
Children From Environmental Health
Risks and Safety Risks

EPA interprets Executive Order 13045
(62 FR 19885, April 23, 1997) as
applying only to those regulatory
actions that concern health or safety
risks, such that the analysis required
under section 5-501 of the Executive
Order has the potential to influence the
regulation. This rule is not subject to
Executive Order 13045, because it
approves a state rule implementing a
Federal standard.

H. Executive Order 13211, Actions That
Significantly Affect Energy Supply,
Distribution, or Use

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.

I. National Technology Transfer and
Advancement Act

Section 12 of the National Technology
Transfer and Advancement Act
(NTTAA) of 1995 requires Federal
agencies to evaluate existing technical

standards when developing a new
regulation. To comply with NTTAA,
EPA must consider and use “voluntary
consensus standards” (VCS) if available
and applicable when developing
programs and policies unless doing so
would be inconsistent with applicable
law or otherwise impractical.

The EPA believes that VCS are
inapplicable to this action. Today’s
action does not require the public to
perform activities conducive to the use
of VCS.

J. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Population

Executive Order 12898 (59 FR 7629
(Feb. 16, 1994)) establishes Federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States.

EPA lacks the discretionary authority
to address environmental justice in this
rulemaking.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Intergovernmental
relations, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Authority: 2 U.S.C. 7401 et seq.

Dated: December 14, 2010.
Jared Blumenfeld,
Regional Administrator, Region IX.
[FR Doc. 2010-33194 Filed 1-3-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 152
[EPA-HQ-OPP-2009-0456; FRL—8858-2]
RIN 2070-AJ58

Pesticides; Satisfaction of Data
Requirements; Procedures To Ensure
Protection of Data Submitters’ Rights;
Extension of Comment Period

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule; extension of
comment period.

SUMMARY: EPA issued a proposed rule in
the Federal Register of November 5,
2010, concerning the revision of its
regulations which govern procedures for
the satisfaction of data requirements
under the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA). EPA received two requests to
extend the comment period for this
proposed rule. This document extends
the comment period for 30 days, from
January 4, 2011 to February 3, 2011.

DATES: Comments, identified by docket
identification (ID) number EPA-HQ-
OPP-2009-0456, must be received on or
before February 3, 2011.

ADDRESSES: Follow the detailed
instructions as provided under
ADDRESSES in the Federal Register
document of November 5, 2010.

FOR FURTHER INFORMATION CONTACT:
Cameo G. Smoot, Field and External
Affairs Division, Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001; telephone
number: (703) 305-5454; fax number:
(703) 305—-5884; e-mail address:
smoot.cameo@epa.gov.

SUPPLEMENTARY INFORMATION: This
document extends the public comment
period established in the Federal
Register of November 5, 2010 (75 FR
68297) (FRL—-8424-8). In that document,
EPA proposed to review its regulations
which govern procedures for the
satisfaction of data requirements under
the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). EPA is hereby
extending the comment period, which
was set to end on January 4, 2011, to
February 3, 2011.

To submit comments, or access the
docket, please follow the detailed
instructions as provided under
ADDRESSES in the November 5, 2010
Federal Register document. If you have
questions, consult the person listed
under FOR FURTHER INFORMATION
CONTACT.

List of Subjects in 40 CFR Part 152

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

Dated: December 27, 2010.
Marylouise M. Uhlig,

Acting Assistant Administrator for the Office
of Chemical Safety and Pollution Prevention.

[FR Doc. 2010-33201 Filed 1-3—11; 8:45 am]
BILLING CODE 6560-50-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 239 and 258
[EPA-EPA-R10-RCRA-2010-0953; FRL-
9247-5]

Alaska: Adequacy of Alaska’s
Municipal Solid Waste Landfill Permit
Program

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

SUMMARY: EPA Region 10 proposes to
approve Alaska’s modification of its
approved Municipal Solid Waste
Landfill (MSWLF) permit program. On
March 22, 2004, EPA issued final
regulations allowing Research,
Development, and Demonstration
(RD&D) permits to be issued to certain
MSWLFs by approved states. On
September 7, 2010 Alaska submitted an
application to EPA Region 10 seeking
Federal approval of its RD&D
requirements.

DATES: Comments on this proposed
action must be received in writing on or
before February 3, 2011.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R10-
RCRA-2010-0953, by one of the
following methods:

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

e E-mail: calabro.domenic@epa.gov.

e Fax:(206) 553—6640, to the
attention of Domenic Calabro

e Mail: Send written comments to
Domenic Calabro, Office of Air, Waste,
and Toxics, U.S. EPA, Region 10, 1200
Sixth Avenue, Suite 900, Mailstop:
AWT-122, Seattle, WA 98101.

e Hand Delivery or Courier: Deliver
your comments to: Domenic Calabro,
Office of Air, Waste, and Toxics, U.S.
EPA, Region 10, 1200 Sixth Avenue,
Suite 900, Mailstop: AWT-122, Seattle,
WA 98101. Such deliveries are only
accepted during the Office’s normal
hours of operation.

For detailed instructions on how to
submit comments, please see the direct
final rule which is located in the Rules
section of this Federal Register.

FOR FURTHER INFORMATION CONTACT:
Domenic Calabro at (206) 553—-6640 or
by e-mail at calabro.domenic@epa.gov.
SUPPLEMENTARY INFORMATION: In the
Rules section of this Federal Register,
EPA is approving Alaska’s Research,
Development, and Demonstration
(RD&D) permit program through a direct
final rule without prior proposal
because the Agency views this as a

noncontroversial action and anticipates
no adverse comments to this action.
Unless we get written adverse
comments which oppose this approval
during the comment period, the direct
final rule will become effective on the
date it establishes, and we will not take
further action on this proposal. If EPA
receives written adverse comments, the
direct final rule will be withdrawn and
all public comments received will be
addressed in a subsequent final rule.
EPA will not institute a second
comment period on this action. Any
parties interested in commenting on this
action should do so at this time. For
additional information, see the direct
final rule which is located in the Rules
section of this Federal Register.

Dated: December 22, 2010.
Dennis J. McLerran,
Regional Administrator, EPA Region 10.
[FR Doc. 2010-33195 Filed 1-3-11; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF TRANSPORTATION

Pipeline and Hazardous Materials
Safety Administration

49 CFR Part 195
[Docket ID PHMSA-2010-0229]
RIN 2137-AE66

Pipeline Safety: Safety of On-Shore
Hazardous Liquid Pipelines

AGENCY: Pipeline and Hazardous
Materials Safety Administration
(PHMSA), DOT.

ACTION: Notice of proposed rulemaking;
Extension of comment period.

SUMMARY: On October 18, 2010, (75 FR
63774), PHMSA published in the
Federal Register an Advance Notice of
Proposed Rulemaking (ANPRM) titled:
“Safety of On-Shore Hazardous Liquid
Pipelines” seeking comments on the
need for changes to the regulations
covering hazardous liquid onshore
pipelines. PHMSA has received requests
to extend the comment period in order
to have more time to evaluate the
ANPRM. PHMSA has concurred in part
with these requests and has extended
the comment period from January 18,
2011, to February 18, 2011.
DATES: The closing date for filing
comments is extended from January 18,
2011, until February 18, 2011.
ADDRESSES: Comments should reference
Docket No. PHMSA-2010-0229 and
may be submitted in the following ways:
e E-Gov Web Site: http://
www.Regulations.gov. This site allows

the public to enter comments on any
Federal Register notice issued by any
agency.

e Fax:1-202—493-2251.

e Mail: DOT Docket Management
System: U.S. DOT, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590—
0001.

Hand Delivery: DOT Docket
Management System; West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue, SE., Washington,
DC 20590-0001 between 9 a.m. and
5 p.m., Monday through Friday, except
Federal holidays.

Instructions: You should identify the
Docket No. PHMSA-2010-0229 at the
beginning of your comments. If you
submit your comments by mail, submit
two copies. To receive confirmation that
PHMSA received your comments,
include a self-addressed stamped
postcard. Internet users may submit
comments at http://
www.regulations.gov.

Note: Comments are posted without
changes or edits to http://
www.regulations.gov, including any personal
information provided. There is a privacy
statement published on http://
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT: For
further information contact Mike Israni
at 202—366—4566 or by e-mail at
mike.israni@dot.gov.

SUPPLEMENTARY INFORMATION: On
October 18, 2010, (75 FR 63774),
PHMSA published an ANPRM seeking
comments on the need for changes to
the regulations covering hazardous
liquid onshore pipelines. In particular,
PHMSA is interested in knowing
whether it should extend regulation to
certain pipelines currently exempt from
regulation; whether other areas along a
pipeline should be identified for extra
protection or be included as additional
high consequences areas (HCAs) for
Integrity Management (IM) protection;
whether to establish and/or adopt
standards and procedures for minimum
leak detection requirements for all
pipelines; whether to require the
installation of emergency flow
restricting devices (EFRDs) in certain
areas; whether revised valve spacing
requirements are needed on new
construction or existing pipelines;
whether repair timeframes should be
specified for pipeline segments in areas
outside the HCAs that are assessed as
part of IM; and whether to establish
and/or adopt standards and procedures
for improving the methods of
preventing, detecting, assessing and
remediating stress corrosion cracking in
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hazardous liquid pipeline systems. On
November 15, 2010, the American
Petroleum Institute and the Association
of Oil Pipe Lines requested PHMSA to
extend the ANPRM comment period
deadline a minimum of 60 days to give
their members sufficient time to
respond to this ANPRM. Likewise, on
November 29, 2010, Texas Oil and Gas
Association requested extension of the
comment period a minimum of 60 days.
PHMSA has concurred, in part, with
these requests and has extended the
comment period from January 18, 2011,
to February 18, 2011. This extension
will provide sufficient time for
submission of comments concerning
this ANPRM.

Issued in Washington, DC, on December
23, 2010.
Linda Daugherty,

Deputy Associate Administrator for Policy
and Programs.

[FR Doc. 2010-33234 Filed 1-3—11; 8:45 am]
BILLING CODE 4910-60-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17

[Docket No. FWS-R7-ES-2010-0061; MO
92210-0-0008]

Endangered and Threatened Wildlife
and Plants; 90-Day Finding on a
Petition To List the Red Knot
Subspecies Calidris canutus roselaari
as Endangered

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of 90-day petition
finding.

SUMMARY: We, the U.S. Fish and
Wildlife Service (Service), announce a
90-day finding on a petition to list the
roselaari subspecies of red knot
(Calidris canutus roselaari) as
endangered under the Endangered
Species Act of 1973, as amended (Act).
Based on our review, we find that the
petition does not present substantial
information indicating that listing this
subspecies may be warranted.
Therefore, we are not initiating a status
review in response to this petition.
However, we ask the public to submit to
us any new information that becomes
available concerning the status of, or
threats to, C. c. roselaari or its habitat
at any time.

DATES: The finding announced in this
document was made on January 4, 2011.
ADDRESSES: This finding is available on
the Internet at http://

www.regulations.gov at Docket Number
FWS—-R7-ES-2010-0061. Supporting
documentation we used in preparing
this finding is available for public
inspection, by appointment, during
normal business hours at the U.S. Fish
and Wildlife Service, Fairbanks Fish
and Wildlife Field Office, 101 12th
Avenue, Room 110, Fairbanks, AK
99701. Please submit any new
information, materials, comments, or
questions concerning this finding to the
above street address.

FOR FURTHER INFORMATION CONTACT: Ted
Swem, Branch Chief, Endangered
Species Program of the Fairbanks Fish
and Wildlife Field Office (see
ADDRESSES); by telephone (907-456—
0441); or by facsimile to (907-456—
0208). If you use a telecommunications
device for the deaf (TDD), please call the
Federal Information Relay Service
(FIRS) at 800-877—-8339.

SUPPLEMENTARY INFORMATION:

Background

Section 4(b)(3)(A) of the Act (16
U.S.C. 1531 et seq.) requires that we
make a finding on whether a petition to
list, delist, or reclassify a species
presents “substantial scientific or
commercial information” indicating that
the petitioned action may be warranted.
We base this finding on information
provided in the petition, supporting
information submitted with the petition,
and information otherwise available in
our files. To the maximum extent
practicable, we make this finding within
90 days of our receipt of the petition,
and publish our notice of the finding
promptly in the Federal Register.

Our standard for “substantial
scientific or commercial information” is
the “amount of information that would
lead a reasonable person to believe that
the measure proposed in the petition
may be warranted” (50 CFR 424.14(b)).
If we find that “substantial scientific or
commercial information” was presented,
we are required to promptly conduct a
species status review, which we
summarize in a subsequent finding due
within 12 months.

Petition History and Previous Federal
Action

On February 27, 2008, we received a
petition, dated February 27, 2008, from
Defenders of Wildlife, American Littoral
Society, American Bird Conservancy,
Delaware Audubon, Delaware Nature
Society, Delaware Riverkeeper Network,
National Audubon Society, New Jersey
Audubon Society, and Citizens
Campaign for the Environment,
requesting that the Department of the
Interior (Department) use its emergency

authorities under section 4(b)(7) of the
Act to list the red knot C. c. rufa
subspecies as an endangered species.
The petitioners also seek to have the
Department list as endangered “a
broader taxon comprising both the rufa
subspecies and the roselaari
subspecies.” The petition further calls
for a “national listing based on
similarity of appearance” under section
4(e) of the Act. The petition contains the
requisite identification information for
the petitioners, as required at 50 CFR
424.14(a).

We previously made a “warranted but
precluded” determination (in response
to one petition received on August 9,
2004, and two others received on
August 5, 2005), on September 12, 2006,
for the C. c. rufa subspecies and added
this subspecies to our list of candidate
species with a listing priority number of
6 (71 FR 53758-53759). “Warranted but
precluded” means we have sufficient
information on biological vulnerability
and threats to support a proposal to list
as endangered or threatened, but that
preparation and publication of a listing
proposal is precluded by higher priority
listing actions. In a May 1, 2008, letter
responding to the current petition, we
stated that while we had previously
made a determination that listing C. c.
rufa was “warranted but precluded” and
added the subspecies to our candidate
list, we were re-evaluating—as part of
our annual candidate review process—
whether listing remained “warranted but
precluded” and whether to utilize the
emergency listing provisions of the Act.
We also stated in our May 1, 2008, letter
that, due to court orders and judicially
approved settlement agreements for
other listing and critical habitat
determinations under the Act that
required nearly all of our listing and
critical habitat funding for fiscal year
2008, we would not be able to further
address the petition’s request to list C.
c. roselaari at that time but would
complete the action when workload and
funding allowed. Subsequently, in the
2008 Candidate Notice of Review for C.
c. rufa, the Service took into
consideration the information supplied
by the petitioners and changed the
listing priority number from 6 to 3 for
this subspecies because threats were
determined to be imminent (73 FR
75178-75179, December 10, 2008).
Because we determined that it was not
necessary, the Service did not
emergency list C. c. rufa, as set forth in
the October 29, 2009, Species
Assessment and Listing Priority
Assignment Form for Calidris canutus
rufa (Service 2009). In the 2009
Candidate Notice of Review for C. c.
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rufa, the Service retained a listing
priority number of 3 for this subspecies
(74 FR 57825-57826, November 9,
2009).

Accordingly, as we addressed the
petitioners’ request for an emergency
listing of the rufa subspecies in the
October 29, 2009, Species Assessment
and Listing Priority Assignment Form,
this finding addresses only whether the
petition presents substantial scientific
or commercial information that the
following petitioned actions may be
warranted: (1) Listing the C. c. roselaari
as endangered or threatened, (2) listing
“a broader taxon comprising both the
rufa subspecies and the roselaari
subspecies” as endangered or
threatened, and (3) a “national listing
based on similarity of appearance”
under section 4(e) of the Act. We base
our determinations on information set
forth in the petition, information in the
Service’s files, and other readily
available information.

Species Information

The red knot (Calidris canutus) is a
medium-sized (23 to 28 centimeters, or
9 to 11 inches, in length), Arctic-
breeding shorebird within the genus
Calidris. The breeding plumage of the
red knot is distinctive; the face, breast,
and upper belly are a rich rufous-red,
and the lower belly and under tail-
coverts are light-colored with dark
flecks. Upperparts are dark brown with
white and rufous feather edges; outer
primary feathers are dark brown to black
(Davis 1983, p. 372; Harrington 2001, p.
2). Females are similar to males in
appearance, but rufous colors are
typically less intense in females, with
more buff or light gray coloration on
dorsal parts (Niles et al. 2007, p. 14).
Subtle subspecies differences in
breeding plumage have been described.
Non-breeding plumage, dusky gray
above and whitish below, is similar
between sexes and among subspecies
(Harrington 2001, p. 2). Juveniles
resemble non-breeding adults, except
that the feathers of the scapulars and
wing coverts of juveniles are edged with
white and have narrow, dark
subterminal bands, giving the
upperparts a scalloped appearance
(Davis 1983, p. 372); whereas the
feathers of adults are more uniform. The
black bill is long, straight, and slightly
tapered, and the legs and feet are dark
green or black (Davis 1983, p. 373).
Adult body mass varies seasonally, with
highest mean mass occurring during
spring (205 grams (g); 7.2 ounces (0z))
and fall (172 g; 6 oz) migration, and
lowest values occurring during early
winter (125 g; 4.4 oz) (Harrington 2001,
p. 12).

Six subspecies of red knots (C. c.
canutus, C. c. piersma, C. c. rogersi, C.
c. rufa, C. c. roselaari, and C. c.
islandica) are currently recognized
worldwide based on small differences in
body dimensions and breeding plumage
characteristics, and discrete breeding
areas and migration routes (Piersma and
Baker 2000, p. 109; Niles et al. 2007, p.
3). In all subspecies, sexual dimorphism
occurs in plumage coloration
(Tomkovich 1992, p. 18), as well as both
bill length and body weight, with
females having longer bills and higher
body weights on average than males
(Niles et al. 2007, p. 7).

Four genetically distinct groups of red
knots were recently identified through
genetic analysis; they are comprised of
C. c. canutus, C. c. piersma, C. c. rogersi,
and a North American group containing
C. c. rufa, C. c. roselaari and C. c.
islandica (Buehler and Baker 2005, p.
502). C. c. islandica breeds in the
Canadian high Arctic and Greenland,
and winters in western Europe. The
other two subspecies in the North
American group occur within the
United States: C. c. rufa, currently a
candidate species for listing, and C. c.
roselaari, the focus of this 90-day
finding.

C. c. roselaari and C. c. rufa are paler
by comparison (with C. c. rufa
considered the palest) to the other
subspecies and have a much longer
average bill-length (Harrington 2001, p.
4; Niles et al. 2007, p. 7). C. c. roselaari
is longer-winged than the other
subspecies, but bill-length overlaps
extensively (Harrington 2001, p. 5). In
breeding plumage, C. c. roselaari’s
dorsal coloration is described as similar
to that of C. c. canutus, but darker with
slightly more variegated pattern. Ventral
coloration is considered more similar to
that of C. c. rufa than to that of C. c.
rogersi, especially with respect to
amount of white plumage on vent and
lower belly (Harrington 2001, p. 5).
However, as recently as 2007, red knot
researchers acknowledged that “no one
has adequately compared morphological
variation in C. c. rufa and C. c. roselaari
populations” (Niles et al. 2007, p. 7). In
2006, individual C. c. roselaari caught
and measured at a wintering site in
Guerrero Negro, Baja, Mexico, had
longer bill-lengths than males belonging
to wintering populations known or
thought to be C. c. rufa, suggesting C. c.
roselaari are larger than C. c. rufa (Niles
et al. 2008, p. 3).

Based on genetics, the red knot is
thought to have recently survived a
genetic bottleneck (resulting in reduced
genetic variability), with subspecies
groups estimated to have diverged very
recently. The three subspecies

comprising the North American group,
including C. c. roselaarli, are estimated
to have diverged within the last 5,500
years (Buehler and Baker 2005, p. 505).
We accept the characterization of C. c.
roselaari as a subspecies because each
currently recognized subspecies is
believed to occupy separate breeding
areas, in addition to having
morphological and behavioral character
differences. The Service and partners
are currently investigating red knot
genetics to better assess population
structure of C. c. roselaari and rufa
subspecies; results are expected within
the next few years.

More is known about the range and
biology of C. c. rufa, than about C. c.
roselaari. C. c. roselaari breeds in
Alaska and on Wrangel Island, Russia
(Tomkovich 1992, p. 22); whereas C. c.
rufa breeds in the central Canadian
Arctic (Harrington 2001, p. 4). C. c.
roselaari is the only red knot subspecies
known to nest in the United States. Its
breeding range in northwest and
northern Alaska is not well known, but
includes the Seward Peninsula and
inland areas north of Kotzebue,
including the DeLong Mountains of the
Brooks Range (Childs 1969, p. 33; Kessel
1989, pp. 161-162; Kessel and Gibson
1978, p. 39; Harrington 2001, p. 3).

C. c. rufa migrates primarily along the
Atlantic coast of North America, with
most wintering sites along the coasts of
South America and fewer wintering
sites along the Atlantic and Gulf coasts
of the southeastern United States
(Harrington 2001, p. 4; Morrison et al.
2006, pp. 76—77). Although red knots
are known to use the Texas and Florida
coasts, other extensive marsh areas of
Gulf coast States have not been
surveyed. There are sporadic reports of
red knots in these areas, but the level of
use is not known (A. Scherer, U.S. Fish
and Wildlife Service, pers. comm.
2010). There has been taxonomic
uncertainty regarding C. canutus
wintering in the southeastern United
States because C. canutus that winter in
Florida, Georgia, and South Carolina
have a different molt schedule and do
not migrate to southern South America.
These birds have been referred to in the
past as either C. c. roselaari or C. c. rufa
(Niles et al. 2007, pp. 9-10). However,
in the attachment to the petition, Niles
et al. (2008, p. 1) identify recent
information that indicates C. c. roselaari
is largely or wholly confined to the
Pacific coast of the Americas during
migration and in winter, and Niles et al.
(2008, p. 1) conclude that red knot
populations found along the western
Atlantic Ocean coast (wintering in
Florida, Brazil, and Tierra del Fuego)
are C. c. rufa. The conclusion is based
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on banding records confirming that red
knots found on the Pacific coast of
North America breed in Alaska and
Wrangel Island, Russia, and
morphological measurements of
wintering red knots captured in Baja,
Mexico, indicating these birds were
larger than red knots at other wintering
sites where it was previously unclear if
the birds were C. c. roselaari or C. c.
rufa (Niles et al. 2008, p. 3).

Currently, C. c. roselaari primarily use
a few stopover sites during their
northward migration to breeding areas
in northern Alaska and Wrangel Island,
Russia. The most important stopover
sites are Grays Harbor and Willapa Bay
in Washington, and Yukon-Kuskokwim
Delta and Copper River Delta in Alaska
(Isleib 1979, p. 128; Gill and Handel
1990, p. 712; Page et al. 1999, p. 467).
Smaller numbers have been
documented during migration in the
Yakutat Forelands, Alaska, and the San
Francisco Bay, California, and during
both migration and wintering along the
southern coast of California (Andres and
Browne 1998, p. 328; Page et al. 1999,
p. 468; Stenzel et al. 2002, p. 75). The
subspecies primarily bypasses Oregon
and British Columbia (McGie 2003, p.
232; Buchanan 2007, p. 65). Use of
stopover sites during fall migration is
unclear, as the migration is protracted
and large concentrations are not
reported in fall at sites used during
spring (Harrington 2001, p. 7). Red
knots are known to undertake long
flights during migration that may span
thousands of miles (Harrington 2001, p.
1); thus during fall migration they may
bypass sites used in spring. Important
wintering aggregations of C. c. roselaari
have been documented in Western
Mexico at Guerrero Negro, Baja
California Sur (Carmona et al. 2008, p.
10), and along the Pacific Northwest
coast of Mexico in the Gulf of California
at Ensenada Pabellones and Bahia Santa
Maria, Sinaloa (Engilis et al. 1998, p.
338). C. c. roselaari probably also
winters farther south than Mexico (Niles
et al. 2007, p. 20), but important sites
have not been identified. We lack
information on the historical range of C.
c. roselaari.

Different habitats are used by red
knots for breeding and migration/
wintering. During migration stopovers
and in wintering areas, red knots are
primarily found in coastal habitats,
particularly in areas with extensive
sandy intertidal flats or near tidal inlets
or mouths of bays and estuaries
(Harrington 2001, pp. 8-9). Prey items
for C. c. roselaari include bivalves and
other benthic invertebrates (Harrington
2001, p. 9).

On the breeding grounds in Alaska, C.
c. roselaari are widely dispersed inland
near the Arctic coast (Harrington 2001,
PP- 5. 8). Nesting has been documented
in upland habitat, particularly on
limestone mounds on windswept
slopes, 42 to 48 kilometers (20 to 30
miles) inland (Kessel 1989, p. 162;
Harrington 2001, p. 8). The red knot’s
diet on the breeding grounds consists
primarily of terrestrial invertebrates, but
early in the breeding season they may
consume a substantial amount of plant
material, such as grass shoots and seeds
(Kessel 1989, pp. 162—163; Harrington
2001, p. 11). Red knots lay one clutch
(usually 4 eggs) per season. No
information is available on hatching
success or chick survival rates. Male
parents brood and defend their young,
which leave the nest within 24 hours of
hatching (Harrington 2001, p. 20; Niles
et al. 2007, pp. 28, 31-32). While the
oldest wild red knot recorded
worldwide was estimated to be 25 years
old, few red knots are assumed to live
more than 7 years (Niles et al. 2007, p.
33).

The historical and current population
sizes of C. c. roselaari are uncertain, and
the trend is unknown. Supporting
documentation submitted with the
petition acknowledges that all attempts
to assess the population size of C. c.
roselaari have been confounded by
uncertainty as to which passage
(migrating) or wintering population
belongs to which subspecies (Niles et al.
2008, p. 2). Although C. c. roselaari is
now considered to be largely or wholly
confined to the Pacific coast of the
Americas during migration and in
winter (Niles et al. 2008, p. 1), limited
data exist from the sites along the
Pacific coast of North America that are
known to be used by this subspecies; in
addition, the complete extent of
wintering locations and the numbers
breeding in Alaska are unknown.
Population estimates have ranged from
150,000 (Brown et al. 2001, p. 53;
Morrison et al. 2001, p. 34) to 20,000
(Morrison et al. 2006, p. 75) with
inclusion of red knot populations found
along the western Atlantic Ocean coast
(now considered to be C. c. rufa), to less
than 10,000 when including only the
Pacific coast of the North America
population (Niles ef al. 2008, p. 6).

The longest-running data set comes
from counts on the central Yukon-
Kuskokwim Delta at three field sites
where C. c. roselaari are commonly
observed during spring migration. While
a peak daily count of 110,000 red knots
was observed in 1980 at Tutakoke River
(Gill and Handel 1990, p. 712), peak
daily count has not exceeded 6,380
(Service, unpublished data) in all other

years before and after 1980 (24 of 31
years with peak count data from 1978—
2007). There is no evidence of a long-
term decline based on the one
anomalous count in 1980. Overall,
observed peak numbers have varied
substantially among years (range 25—
6,380 without 1980 count); the observed
variation is unexplained, and no trend
is detectable. The reported counts are
conducted on a small portion of coastal
Yukon-Kuskokwim Delta. More
extensive mudflats occur outside of the
study area; thus, while unknown, it is
possible C. c. roselaari also occupies
these areas to varying degrees during
spring migration, which could account
for the observed variation in numbers
among years. We consider the numbers
reported from counts on the Yukon-
Kuskokwim Delta to represent
minimum numbers passing through the
entire delta, with recent observations
indicating a minimum, but not absolute
number, of less than 10,000 individuals.
On the Copper River Delta, Alaska,
count-based estimates increased from
10,000 in the 1960s to 40,000-50,000 in
the early 1970s, to as high as 100,000 in
late 1970s (Isleib 1979, p. 128). None of
the data collected at either the Yukon-
Kuskokwim or Copper River Deltas
included systematic or replicate counts,
evaluation of accuracy, or assessment of
turnover rates, which would be needed
to determine actual abundance from the
counts. We also do not know whether or
not birds stopping at the Copper River
Delta also stop at the Yukon-
Kuskokwim Delta or migrate directly to
the breeding grounds and therefore
represent additional individuals.
Supporting documentation submitted
with the petition (Niles et al. 2008, p.

6) claims that C. c. roselaari might have
declined from greater than 100,000 (in
period 1975-1980) to less than 10,000,
if the large numbers reported in Alaska
in 1975-1980 were all individuals of
this subspecies. However, it has been
suggested (Morrison et al. 2006, p. 76)
and noted in the supporting
documentation to the petition (Niles et
al. 2008, p. 5), that some of the birds
seen during the high-count years might
have been due to an unusual arrival of
C. c. rogersi, which breed in eastern
Siberia and resemble C. c. roselaari in
appearance (Morrison et al. 2006, p. 34).
Alternatively, inter-annual variation in
movements and migration routes
through Alaska may have caused large
variation in the proportion of C. c.
roselaari that are subject to counting
among years. Thus, these exceptionally
large counts are difficult to interpret,
and cannot with reliability be ascribed
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to C. c. roselaari, or used to infer trends
in abundance of C. c. roselaari.

Data from sites outside Alaska are
fragmentary and difficult to interpret,
particularly given that counts at some
sites have fluctuated among years,
presumably due to changing
environmental conditions. The petition
(p. 4) states that the current C. c.
roselaari population totals fewer than
10,000 individuals with uncertainty
regarding the extent of the subspecies’
decline. While it is possible that the
population size is less than 10,000,
observations have not been collected in
a long enough time-series at any of these
sites to determine population trend at
particular sites or to accurately estimate
overall population size. The Service is
currently collaborating with shorebird
researchers to estimate the abundance of
the stopover population of C. c.
roselaari in important Pacific Flyway
stopover areas in Washington (Grays
Harbor and Willapa Bay) as a means of
determining if a reliable estimate of the
population size of this subspecies can
be developed (Brad Andres, Service,
pers. comm. 2010).

C. c. roselaari is currently listed as a
Bird of Conservation Concern by the
U.S. Fish and Wildlife Service, Division
of Migratory Bird Management (USFWS
2008, p. 66), which deems it a priority
species for conservation actions. This
list is based on an assessment score
from three bird conservation plans:
Partners in Flight North American
Landbird Conservation Plan, United
States Shorebird Conservation Plan, and
North American Waterbird Conservation
Plan (USFWS 2008, p. 2). While this list
provides no regulatory protection, its
purpose is to provide a conservation
benefit by drawing attention to the
subspecies’ needs.

Evaluation of Information for This
Finding

Request To List C. c. roselaari

In making this 90-day finding, we first
evaluated whether information
regarding the threats to C. c. roselaari,
as presented in the petition and other
information available in our files, is
substantial, thereby indicating that the
petitioned action of listing the roselaari
subspecies may be warranted. Section 4
of the Act (16 U.S.C. 1533) and its
implementing regulations at 50 CFR part
424 set forth the procedures for adding
a species to, or removing a species from,
the Federal Lists of Endangered and
Threatened Wildlife and Plants. A
species may be determined to be an
endangered or threatened species due to
one or more of the five factors described
in section 4(a)(1) of the Act:

(A) The present or threatened
destruction, modification, or
curtailment of its habitat or range;

(B) Overutilization for commercial,
recreational, scientific, or educational
purposes;

(C) Disease or predation;

(D) The inadequacy of existing
regulatory mechanisms; or

(E) Other natural or manmade factors
affecting its continued existence.

In considering what factors might
constitute threats to a species, we must
look beyond the exposure of the species
to the factor to evaluate whether the
species may respond to the factor in a
way that causes actual or likely impacts
to the species. If there is exposure to a
factor and the species responds
negatively, the factor may be a threat
and we attempt to determine how
significant a threat it is. The threat may
be significant if it drives, or contributes
to, the risk of extinction of the species
such that the situation may warrant
listing the species as endangered or
threatened as those terms are defined in
the Act. The identification of factors
that could impact a species negatively
may not be sufficient to compel a
finding that substantial information has
been presented suggesting that listing
may be warranted. The information
should contain evidence or the
reasonable extrapolation that these
factors may be operative threats that act
on the species to the point that the
species may meet the definition of
threatened or endangered under the Act.
We found no information to suggest that
threats may be acting on, or are likely
to act on, C. c. roselaari such that the
subspecies may become in danger of
extinction now or in the foreseeable
future.

In making this 90-day finding, we
evaluated whether there is substantial
information regarding the threats to C. c.
roselaari presented in the petition and
other information available in our files
indicating that the petitioned action of
listing C. c. roselaari may be warranted.
Our evaluation of this information is
presented below.

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

Supporting documentation submitted
with the petition asserts that, as a small
population, C. c. roselaari is particularly
vulnerable to habitat loss (Niles et al.
2008, p. 11), but that documentation
does not support this statement with
any evidence that this factor is
impacting or is likely to impact this
subspecies.

The primary factor threatening C. c.
rufa is destruction and modification of

its habitat, particularly the modification
of habitat in Delaware Bay through
harvesting of horseshoe crabs (74 FR
57825, November 9, 2009). During
spring migration, one of the key
stopover sites for C. c. rufa is Delaware
Bay, where they forage on horseshoe
crab (Limulus polyphemus) eggs to
replenish resources needed to complete
their migration (Harrington 2001, p. 11).
As the C. c. roselaari is now considered
to be confined to the Pacific coast, this
subspecies is presumably not subjected
to threats associated with habitat loss in
Delaware Bay or at other sites used by
C. c. rufa along the Atlantic coast.

Because the extent of C. c. roselaari’s
historical and current range is
unknown, it is challenging to assess the
extent of historical habitat loss that has
occurred and its impact on this
subspecies. We believe, however, that
little habitat loss has occurred on the
breeding grounds or key migration sites
used by C. c. roselaari in Alaska, due to
the areas’ remoteness. But wetland loss
has occurred throughout the United
States due to development (Dahl 2006,
p. 15). We, therefore, assume some
direct loss of habitat due to
development has occurred at migration
stopover sites for C. c. roselaari along
the Pacific coast of the United States.
We have no evidence in our files,
however, on the extent of this loss or
information suggesting that this habitat
loss has resulted in a decline of this
subspecies.

Wetland habitat loss has also occurred
along the Pacific coast of the United
States due to the spread of invasive
plant species, including wetland habitat
loss at key migration stopover sites used
by C. c. roselaari. In particular,
nonnative cordgrass (Spartina) species
are aggressive weeds that disrupt
ecosystems of native saltwater estuaries
by outcompeting native vegetation and
converting mudflats into monotypic
Spartina meadows that accumulate
sediment (Phillips et al. 2008, p. 5). This
results in decreased plant diversity,
elevated intertidal areas, and
displacement of invertebrates, all of
which reduce useable foraging and
roosting habitat for shorebirds (Phillips
et al. 2008, p. 5).

During the 1990s, the spread of
Spartina completely covered some key
spring stopover sites for C. c. roselaari
in Willapa Bay and portions of Grays
Harbor, Washington (Buchanan 2003,
pp. 47—48; Chappell 2005, p. 153;
Buchanan 2006, p. 65). Eradication
efforts have been under way in
Washington, as well as in other
locations along the Pacific coast,
including San Francisco Bay, California.
Since 2004, the Service has cooperated
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with Washington and other groups in a
Statewide effort to eradicate Spartina
from the State’s marine waters. This
effort has been extremely successful,
with an 85 percent reduction in the
number of solid acres of Spartina
Statewide by 2007 (Phillips et al. 2008,
. 1).
P Spartina was considered to have been
largely removed from important red
knot habitat in Willapa Bay by 2006
(Buchanan 2006, p. 65). Control of
Spartina meadows has resulted in
increased use by shorebirds. Over time,
this increased use occurs as the
meadows return to pre-invasion natural
mudflats with invertebrate prey for
shorebirds (Phillips et al. 2008, pp. 9—
10). Spartina eradication efforts
continue, followed by maintenance
efforts within 3 to 5 years. Various
eradication and control efforts have
been underway for other invasive
wetland plant species, such as the
common reed (Phragmites australis).
Other wetland restoration efforts
include Service awards of 2010 National
Coastal Wetland Conservation grants to
Washington to acquire, restore, or
enhance coastal wetlands, including
acquisition and protection of wetland
habitat in Grays Harbor and Willapa
Bay. Thus, we determine that efforts to
manage habitat loss in coastal migratory
routes along the West Coast have likely
ameliorated potential impacts, and the
petition has not presented substantial
information indicating that habitat loss
may have affected the abundance or
status of C. c. roselaari.

Future sea-level rise and shoreline
erosion may reduce the availability of
intertidal habitat used by C. c. roselaari
during migration or wintering. If habitat
is limited, this could affect the
subspecies’ ability to build up adequate
nutrient and energy stores to complete
their long migrations (Meltofte et al.
2007, p. 36). The actual rates of sea-level
rise are hard to predict with any
reliability. However, sea-level rise is
predicted to increase, and sea levels will
likely rise globally by at least 0.18-0.59
meters (0.6—1.9 feet) by the end of this
century (IPCC 2007, p. 8). Site-specific
rates will differ from the global mean;
thus, the persistence of coastal and
wetland environments for C. c. roselaari
will depend on the degree to which
sedimentation keeps pace with sea level
rise, as well as local geomorphologic
and other anthropogenic factors that
affect wetlands at key migration and
wintering sites.

Galbraith ef al. (2002, pp. 177-178)
examined several different scenarios of
future sea-level rise and projected the
amount of intertidal habitat loss at key
shorebird sites in the United States,

including Willapa Bay and San
Francisco Bay. Willapa Bay is predicted
to lose a relatively small amount (8
percent) of its shorebird intertidal
feeding habitats by 2050 but a larger
amount (18 percent) by 2100. San
Francisco Bay is predicted to lose 12
percent of its intertidal feeding habitats
in the northern bay and 24 percent in
the southern bay by 2050, and 39
percent in the northern bay and 70
percent in the southern bay by 2100
under the 50-percent probability
scenario (Galbraith et al. 2002, pp. 177-
178). Such modeling efforts indicate
that loss of intertidal habitat is expected
to occur as sea levels rise at some sites
currently used by C. c. roselaari. In
other areas along C. c. roselaari’s
migration route that currently are, or
could be, used by the subspecies,
however, there may be a net gain of
intertidal flats as coastline migrates
inland. The Service is currently
participating in multiple efforts to
model impacts of future sea-level rise
along the Pacific coast. When
completed, these models may allow us
to predict changes in habitat for C. c.
roselaari, but at present we lack
sufficient information to evaluate all
sites used by the subspecies during
migration and wintering to determine
the scope and scale of potential habitat
loss due to sea-level rise. We determine
that at this time there is inadequate
information to support the petitioners’
contention that sea-level rise may pose
a population-level threat to C. c.
roselaari.

While there appears to be ongoing and
threatened habitat destruction and
modification in areas used by migrating
red knots along the Pacific coast in the
United States and possibly in wintering
habitats in Mexico and other unknown
locations, the information presented or
readily available does not suggest a
population-level impact to C. c.
roselaari from habitat loss in these
areas. In summary, we find that the
information provided in the petition, as
well as other information in our files,
does not present “substantial scientific
or commercial information” indicating
that the petitioned action of listing the
roselaari subspecies may be warranted
due to the present or threatened
destruction, modification, or
curtailment of its habitat or range.

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

The petition does not claim that
overutilization of C. c. roselaari for
commercial, recreational, scientific, or
educational purposes is taking place or
will take place, and does not provide

any evidence that this factor may be
impacting or will likely impact the
subspecies. In the second half of the
19th and first quarter of 20th centuries,
red knots were heavily hunted for both
market and sport (Harrington 2001, p.
22). Hunting of red knots is no longer
allowed in the United States. Based on
band recoveries, red knots are hunted in
some regions of South America. Take
has been documented in Guianas and
Barbados (Harrington 2001, p. 22), areas
likely occupied by C. c. rufa. The level
of hunting and impact to C. c. roselaari
is unknown. The available information
does not suggest that hunting poses, or
is likely to pose, a significant threat to
the subspecies. In summary, we find
that the information provided in the
petition, as well as other information in
our files, does not present substantial
scientific or commercial information
indicating that the petitioned action of
listing the roselaari subspecies may be
warranted due to overutilization for
commercial, recreational, scientific, or
education purposes.

C. Disease or Predation

The petition does not claim or
provide any evidence that disease or
predation of C. c. roselaari is a factor
impacting or that will impact the
subspecies. Although there is some
information in our files that disease has
been a cause of mortality for individuals
of C. c. rufa, the Service has determined
that disease and predation do not
appear to pose threats to the persistence
of C. c. rufa (USFWS 2009, pp. 23-24).
We do not have any specific information
regarding disease for C. c. roselaari. We
have no information that predation rates
have risen in recent years or been
significantly affected by anthropogenic
factors. On the breeding grounds,
microtine rodent (lemming and vole)
cycles affect shorebird nest predator
cycles, resulting in year-to-year
fluctuations in productivity (Niles et al.
2007, p. 161). The available evidence
does not indicate that predation during
the breeding season is having, or is
likely to have, a long-term or significant
impact on red knots (USFWS 2009, p.
23). In summary, we find that the
information provided in the petition, as
well as other information in our files,
does not present “substantial scientific
or commercial information” indicating
that the petitioned action of listing the
roselaari subspecies may be warranted
due to disease or predation.

D. The Inadequacy of Existing
Regulatory Mechanisms

The petition does not claim that
inadequacy of existing regulatory
mechanisms for C. c. roselaari is taking
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place or is likely to take place, and does
not provide any evidence that the lack
of existing regulatory mechanisms is
impacting or is likely to impact the
subspecies.

The petition does claim that existing
regulatory mechanisms are inadequate
to conserve foraging habitat on Delaware
Bay for red knots foraging on horseshoe
crabs at this key spring migration
stopover site (Petition, p. 3). The Service
has identified the inadequacy of existing
regulatory mechanisms related to
habitat destruction and modification,
particularly in Delaware Bay, as a
significant threat to C. c. rufa (USFWS
2009, p. 34). However, as C. c. roselaari
is believed to be largely or wholly
confined to the Pacific coast of the
Americas during migration and in
winter (Niles et al. 2008, p. 1), there is
no evidence that this subspecies passes
through Delaware Bay. Therefore, C. c.
roselaari is presumably not affected by
changes to habitat caused by inadequate
regulatory mechanisms at Delaware Bay.

The Migratory Bird Treaty Act (16
U.S.C. 703-712) (MBTA) is the only
current Federal protection provided for
C. c. roselaari. The MBTA prohibits
“take” of individuals but, other than for
nesting sites, provides no authority for
protection of habitat or food resources.
Niles et al. (1997, p. 165) report human
disturbance as a major threat to C. c.
rufa throughout its migratory range in
the United States. The MBTA does not
afford red knots protection from human
disturbance on migratory and wintering
areas. We believe that human
disturbance to C. c. roselaari on their
breeding grounds is minimal, due to the
remoteness of these areas in Alaska and
on Wrangel Island, Russia. We also
believe limited human disturbance
occurs at migration sites in Alaska,
again due to the remote nature of these
sites. Human disturbance, such as
recreational use of beaches, including
foraging and roosting sites, likely occurs
on migratory areas along the Pacific
coast of the United States and in
wintering areas in Mexico and in other
unknown locations, but we lack
information in our files on the extent of
disturbance and, if it is occurring, on
the level of impact to the subspecies.

In April 2007, the Committee on the
Status of Endangered Wildlife in Canada
determined that the C. c. roselaari type
was threatened (COSEWIC 2007, p. 42).
As a result, it is now protected under
Canada’s Federal Species at Risk Act
(SARA). The designated unit (referred to
as “C. c. roselaari type”) is defined to
include “the subspecies roselaari and
two other populations that winter in
Florida and northern Brazil and that
seem to share characteristics of

roselaari” (COSEWIC 2007, p. 43). These
two populations wintering in Florida
and northern Brazil are now considered
to be C. c. rufa (Niles et al. 2008, p. 1),
and the declines and threats identified
for listing these two populations are
confined to C. c. rufa. The SARA covers
migratory birds in Canada on private,
provincial, territorial, and Federal
lands. Under SARA, projects that
require an environmental assessment
must consider the project’s effects on
listed wildlife species, including
recommendations for measures to avoid
or reduce adverse effects and plans to
monitor the impacts of the project.
Destruction of critical habitat of
endangered and threatened species
found on Federal lands is prohibited.
The SARA has permit issuance criteria
that include minimizing impacts of the
proposed activity and avoiding jeopardy
to the species.

In summary, we find that the
information provided in the petition, as
well as other information in our files,
does not present “substantial scientific
or commercial information” indicating
that the petitioned action of listing the
C. c. roselaari subspecies may be
warranted due to inadequacy of existing
regulatory mechanisms.

E. Other Natural or Manmade Factors
Affecting Its Continued Existence

The petition and its supporting
documentation claim that new evidence
suggests that C. c. roselaari is vulnerable
to sudden and imminent extinction due
to the inability of a suggested small
population size to withstand
catastrophic, population-altering events
and harmful genetic mutation (Niles et
al. 2008, p. 11; Petition, pp. 4-5).
However, the petition materials do not
support this statement with any
evidence that this factor is currently
impacting or is likely to impact this
subspecies in the foreseeable future.
Small populations are generally at
greater risk of extinction from stochastic
processes than are large populations.
However, a given population size will
not carry with it the same risk for all
species, and the fact that a species has
low numbers does not necessarily
indicate that it may be in danger of
extinction in the foreseeable future.
Although there is uncertainty about the
population size of C. c. roselaari, a
population with possibly fewer than
10,000 individuals, we do not have
information in our files on vulnerability
of the subspecies to stochastic events in
the foreseeable future, nor did the
petitioners provide any information
regarding this. Consequently, in the
absence of information identifying
threats to the species and linking those

threats to the rarity of the species, the
Service does not consider rarity alone to
be a threat.

The petition also asserts that the 2006
and 2007 Candidate Notices of Review
for C. c. rufa failed to discuss impacts
of climate change to shorebirds or
account for the potential destruction of
habitat due to sea-level rise and other
factors. The petition also asserts that the
Service must consider these factors in
its analysis (Petition, p. 4). However, the
petition does not claim or provide any
evidence that climate change is
currently impacting, or is likely to
impact, C. c. roselaari (Petition, pp.
4-5) in the foreseeable future. Sea-level
rise is addressed above under Factor A.

Besides sea-level rise, climate change
could impact red knots as a
consequence of the alteration of weather
patterns, resulting in changes to habitat
and environmental conditions, such as
drying (and therefore potential loss) of
breeding or intertidal habitat or
alteration in prey availability. As an
arctic nesting shorebird, C. c. roselaari
is adapted to highly variable annual
conditions on the breeding grounds
(Meltofte et al. 2007, p. 11). In the short
term, climatic amelioration could
benefit Arctic shorebirds because earlier
snowmelt and warmer summers
increase both survival and productivity,
for example by providing more food
resources for adults and chicks on
breeding grounds (Meltofte et al. 2007,
p. 7). In the long term, habitat changes
to both breeding and non-breeding areas
could affect the subspecies negatively,
but it is currently unknown to what
extent shorebirds are able to adapt to
rapidly changing climatic conditions
(Meltofte et al. 2007, p. 34). In Alaska,
C. c. roselaari currently nests in upland
tundra habitat, which is drier than the
Arctic coastal plain; thus, new habitat
could become available on the Arctic
coastal plain for this subspecies as
habitat is lost in montane habitats.
Weather variations are a natural
occurrence and normally are not
considered to be a threat to the
persistence of a species unless the
number of individuals is reduced to a
very low level and the individuals are
concentrated in an area that is subject to
weather conditions that are likely to
result in mortality or poor productivity
or both (USFWS 2009, p. 30). While we
expect climate change to continue into
the future, and there could be a number
of different types of effects on C. c.
roselaari from climate change, the
available information does not suggest
that impacts from climate change are
likely to result in population-level
effects negatively impacting the
subspecies. The petition does not
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present substantial information, nor do
we have substantial information in our
files, to suggest that climate change may
threaten C. c. roselaari in the foreseeable
future.

In summary, we find that the
information provided in the petition, as
well as other information in our files,
does not present “substantial scientific
or commercial information” indicating
that the petitioned action of listing the
roselaari subspecies may be warranted
due to other natural or manmade factors
affecting its continued existence.

Request To List a Broader Taxon
Comprising Both the rufa and
roselaari Subspecies

We next evaluated whether the
petition presents substantial
information that the petitioned action of
listing a broader taxon comprising both
the rufa and roselaari subspecies may be
warranted. However, the only
taxonomic unit broader than a
“subspecies” is a “species,” and the
petition does not seek to have the red
knot species, which consists of six
subspecies, listed. As there is no
broader taxonomic unit consisting of the
C. c. rufa and roselaari subspecies
together, the Service concludes that the
petitioned action of listing a broader
taxon comprising both the C. c. rufa and
roselaari subspecies does not involve a
listable entity under the Act.
Accordingly, based on the information
set forth in the petition, information in
the Service’s files, and other readily
available information, the petition does
not present substantial scientific or
commercial information that the
petitioned action of listing a broader
taxon comprising the rufa and roselaari
subspecies may be warranted.

Request for National Listing Based on
Similarity of Appearance

The petitioner also seeks a “national
listing based on similarity of
appearance” under section 4(e) of the
Act, “[gliven the potential overlap of
rufa and roselaari populations within
the southeastern United States.” As a
result, we have evaluated whether the
petition presents substantial
information that “a national listing”
based on the similarity of appearance
between the C. c. rufa and C. c. roselaari
subspecies may be warranted.

Under section 4(e) of the Act, a
species not otherwise qualifying as
endangered or threatened may be listed
based on its close resemblance to a
listed species if certain circumstances
exist. Specifically, section 4(e) of the
Act states, “The Secretary may, by
regulation of commerce or taking, and to
the extent that he deems advisable, treat

any species as an endangered species or
threatened species even though it is not
listed pursuant to section 4 of the Act

if he finds that—

(A) Such species so closely resembles
in appearance, at the point in question,
a species which has been listed
pursuant to such section that
enforcement personnel would have
substantial difficulty in attempting to
differentiate between the listed and
unlisted species;

(B) The effect of this substantial
difficulty is an additional threat to an
endangered or threatened species; and

(C) Such treatment of an unlisted
species will substantially facilitate the
enforcement and further the policy of
this Act.”

In short, a threshold requirement for
listing a species under section 4(e) of
the Act is that the species must closely
resemble in appearance “a species
which has been listed” such that
enforcement personnel would have
substantial difficulty in differentiating
the listed and unlisted species. In this
instance, however, neither C. c. rufa or
C. c. roselaari are listed under the Act.
Therefore, the petition does not present
a basis for concluding that a
resemblance between the two
subspecies would create difficulty for
enforcement personnel in attempting to
differentiate between a listed and
unlisted entity. More importantly,
however, we are aware of no evidence,
and none was provided by the
petitioners, that commerce or taking of
C. c. rufa (which, as a candidate species,
may be listed in the near future) poses
a threat to the subspecies, and that
confusion with C. c. roselaari on the
part of enforcement personnel
contributes to this threat. All subspecies
of red knots are protected by the MBTA
and cannot legally be hunted, imported
into, or exported from the United States.
Accordingly, we find that the petition
does not present substantial information
that listing either C. c. rufa or C. c.
roselaari based on their similarity of
appearance to each other under section
4(e) of the Act may be warranted.
Finding

In summary, the petition does not
present substantial information that the
petitioned actions may be warranted.
Specifically, the petition does not
present substantial information that
listing C. c. roselaari as endangered may
be warranted because no specific
information was provided on threats.
The petition (p. 4) asserts that the
Service should consider listing C. c.
roselaari because its population “is
small (probably less than 10,000) and
therefore vulnerable.” However,

uncertainty currently exists regarding
the population size and trend of this
subspecies. In addition, in the absence
of information identifying threats to the
subspecies and linking those threats to
the rarity of the species, the Service
does not consider rarity alone to be a
threat.

On the basis of our determination
under section 4(b)(3)(A) of the Act, we
conclude that the petition does not
present “substantial scientific or
commercial information” to indicate
that listing C. c. roselaari under the Act
may be warranted. Although we will not
review the status of the species at this
time, we encourage interested parties to
continue to gather data that will assist
with the conservation of C. c. roselaari.
The Service is continuing to monitor the
subspecies, and studies are ongoing. If
new information on the status or
distribution of C. c. roselaari is revealed
at the conclusion of current studies, we
will evaluate the new information. If
you wish to provide information
regarding C. c. roselaari, you may
submit your information or materials to
the Field Supervisor, Fairbanks Fish
and Wildlife Field Office (see
ADDRESSES), at any time.

In addition, we find that the petition
does not present substantial information
that the petitioned action of listing “a
broader taxon comprising both the rufa
subspecies and the roselaari subspecies”
may be warranted because the
petitioned action does not involve a
listable entity. Moreover, we find that
the petition does not present substantial
information that a “national listing
based on similarity of appearance”
under section 4(e) of the Act may be
warranted because there is no listed
species and, thus, no need for
enforcement personnel to differentiate
between a listed and unlisted entity.
Additionally, the petition does not
present substantial information that
commerce or taking of C. c. rufa (which
as a candidate species, may be listed in
the near future) poses a threat to the
subspecies, and that confusion with C.
c. roselaari on the part of enforcement
personnel contributes to this threat. All
subspecies of red knots are protected by
the MBTA and cannot legally be hunted,
imported into, or exported from the
United States. Accordingly, we find that
the petition does not present substantial
information that listing either C. c. rufa
or C. c. roselaari based on their
similarity of appearance to each other
under section 4(e) of the Act may be
warranted.
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
[Doc. No. AMS-FV-10-0097]

Notice of Funds Availability (NOFA)
Inviting Applications for the Specialty
Crop Block Grant Program-Farm Bill
(SCBGP-FB)

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Notice.

SUMMARY: The Agricultural Marketing
Service (AMS) announces the
availability of approximately $55
million in grant funds, less USDA
administrative costs, for fiscal year (FY)
2011 to solely enhance the
competitiveness of specialty crops.
SCBGP-FB funds are authorized by the
Food, Conservation, and Energy Act of
2008 (the Farm Bill). State departments
of agriculture are encouraged to develop
their grant applications promptly. State
departments of agriculture interested in
obtaining grant program funds are
invited to submit applications to USDA.
State departments of agriculture,
meaning agencies, commissions, or
departments of a State government
responsible for agriculture within the 50
States, the District of Columbia, the
Commonwealth of Puerto Rico, Guam,
American Samoa, the U.S. Virgin
Islands, and the Commonwealth of the
Northern Mariana Islands are eligible to
apply.

DATES: Applications must be received
by July 13, 2011.

FOR FURTHER INFORMATION CONTACT:
Trista Etzig, Phone: (202) 690-4942, e-
mail: trista.etzig@usda.gov or your State
department of agriculture listed on the
SCBGP and SCBGP-FB Web site at
http://www.ams.usda.gov/fv/.
SUPPLEMENTARY INFORMATION: SCBGP—
FB is authorized under section 101 of
the Specialty Crops Competitiveness
Act of 2004 (7 U.S.C. 1621 note) and

amended under section 10109 of the
Food, Conservation, and Energy Act of
2008, Public Law 110-246 (the Farm
Bill). SCBGP-FB is currently
implemented under 7 CFR part 1291
(published March 27, 2009; 74 FR
13313).

The SCBGP-FB assists State
departments of agriculture in solely
enhancing the competitiveness of U.S.
specialty crops. Specialty crops are
defined as fruits and vegetables, dried
fruit, tree nuts, horticulture, nursery
crops (including floriculture).

AMS encourages states to develop
projects solely to enhance the
competitiveness of specialty crops
pertaining to the following issues
affecting the specialty crop industry:
Increasing child and adult nutrition
knowledge and consumption of
specialty crops; improving efficiency
and reducing costs of distribution
systems; assisting all entities in the
specialty crop distribution chain in
developing “Good Agricultural
Practices”, “Good Handling Practices”,
“Good Manufacturing Practices”, and in
cost-share arrangements for funding
audits of such systems for small farmers,
packers and processors; investing in
specialty crop research, including
research to focus on conservation and
environmental outcomes; enhancing
food safety; developing new and
improved seed varieties and specialty
crops; pest and disease control; and
development of organic and sustainable
production practices.

States may wish to consider
submitting grants that increase the
competitiveness of specialty crop
farmers, including Native American and
disadvantaged farmers. Increasing
competitiveness may include
developing local and regional food
systems, and improving food access in
underserved communities.

Projects that support biobased
products and bioenergy and energy
programs, including biofuels and other
alternative uses for agricultural and
forestry commodities (development of
biobased products) should see the
USDA energy Web site at: http://
www.energymatrix.usda.gov/ for
information on how to submit those
projects for consideration to the energy
programs supported by USDA. Also,
agricultural cooperatives, producer
networks, producer associations, local
governments, nonprofit corporations,

public health corporations, economic
development corporations, regional
farmers’ market authorities and Tribal
governments that are interested in
submitting projects that support
farmers’ markets that do not solely
enhance the competitiveness of eligible
specialty crops should visit the Farmers’
Market Promotion Program (FMPP) Web
site at: http://www.ams.usda.gov/fmpp
for information on how to submit those
projects for consideration to FMPP.

Each interested State department of
agriculture must submit an application
for SCBGP-FB grant funds anytime
between January 4, 2011 and on or
before July 13, 2011, through http://
www.grants.gov. AMS will work with
each State department of agriculture and
provide assistance as necessary.

Other organizations interested in
participating in this program should
contact their local State department of
agriculture. State departments of
agriculture specifically named under the
authorizing legislation should assume
the lead role in SCBGP-FB projects, and
use cooperative or contractual linkages
with other agencies, universities,
institutions, and producer, industry or
community-based organizations as
appropriate.

Additional details about the SCBGP—
FB application process for all applicants
are available at the SCBGP-FB Web site:
http://www.ams.usda.gov/fv/.

To be eligible for a grant, each State
department of agriculture’s application
shall be clear and succinct and include
the following documentation
satisfactory to AMS:

(a) One SF—424 “Application for
Federal Assistance”.

(b) SF—424A “Budget Information—
Non-Construction Programs” showing
the budget for each project.

(c) One SF—424B “Assurances—Non-
Construction Program”

(d) Completed applications must also
include one State plan to show how
grant funds will be utilized to solely
enhance the competitiveness of
specialty crops. The State plan shall
include the following:

(1) Cover page and granting processes.
Include the point of contact and lead
agency for administering the plan.
Include the steps taken to conduct
outreach to specialty crop stakeholders
to receive and consider public comment
to identify state funding priorities
needs, including any focus on multi-
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state projects in enhancing the
competitiveness of specialty crops.
Provide the identified funding priority
areas. Describe the methods used to
identify socially disadvantaged and
beginning farmers and reach out to these
groups about the Specialty Crop Block
Grant Program (SCBGP). Identify by
project title if an award was made to
either a socially disadvantaged farmer or
a beginning farmer. If steps were not
taken to conduct outreach to socially
disadvantaged and beginning farmers,
provide a justification for why not.
Provide a description of the affirmative
steps taken to conduct a competitive
grant process. Describe the methods
used to solicit proposals that met
identified specialty crop funding
priority needs. Include the number of
grant proposals that were received.
Describe how members on the review
panel were selected to ensure they were
free from conflicts of interest and
consisted of a community of experts in
given field, who were qualified and able
to perform impartial reviews. Identify
what fields the review panel members
were from. State if the review results of
the peer review panel were given to the
grant applicants ensuring the
confidentiality of the review panel
members. If a competitive grant process
was not used, provide a justification
why not. Provide a description of the
State department of agriculture
oversight including how and when
administration of grant funds will be
performed to ensure proper and efficient
administration for each project.

(2) Project title, partner organization
name, abstract. Include the title of the
project, the partner organization’s name
that plans to oversee the project, and an
abstract of 200 or fewer words for each
project.

(3) Project purpose. For each project,
clearly state the purpose of the project.
Describe the specific issue, problem,
interest, or need to be addressed.
Explain why the project is important
and timely and the objectives of the
project. If the project has the potential
to enhance the competiveness of non-
specialty crops, explain how all funding
will be used to solely enhance the
competiveness of eligible specialty
crops as defined in 7 CFR 1291.2(n). If
a project builds on a previous SCBGP or
SCBGP-FB project, indicate clearly how
the new project compliments previous
work. For each project, indicate if the
project will be or has been submitted to
or funded by another Federal or State
grant program.

(4) Potential impact. Discuss the
intended beneficiaries of each project,
the number of people or operations
affected, how the beneficiaries are

impacted by the project, and/or
potential economic impact if such data
are available and relevant to the project.

(5) Expected Measurable Outcomes.
For each project, describe at least one
distinct, quantifiable, and measurable
outcome-oriented objective that directly
and meaningfully supports the project’s
purpose. The measurable outcome-
oriented objective must define an event
or condition that is external to the
project and that is of direct importance
to the intended beneficiaries and/or the
public. Outcome measures may be long
term that exceed the grant period.
Describe how performance toward
meeting outcomes will be monitored.
For each project, include a performance-
monitoring plan to describe the process
of collecting and analyzing data to meet
the outcome-oriented objectives.

(6) Work Plan. For each project,
explain briefly the activities that will be
performed to accomplish the objectives
of the project. Be clear about who will
do the work and when each activity will
be accomplished.

(7) Budget Narrative. Provide in
sufficient detail information about the
budget categories listed on SF—424A for
each project to demonstrate that grant
funds are being expended on eligible
grant activities that meet the purpose of
the program. Indirect costs for this grant
period should not exceed 10 percent of
any proposed budget. Provide a
justification if administrative costs are
higher than 10 percent.

(8) Project Oversight. Describe who
will oversee the project activities and
how and when oversight will be
performed to ensure proper and efficient
administration for each project.

(9) Project Commitment. Describe
briefly who supports the project and
how all grant partners commit to and
work toward the goals and outcomes of
each proposed project(s).

(10) Multi-state Projects. If the project
is a multi-state project, describe how the
states are going to collaborate effectively
with related projects with one state
assuming the coordinating role. Indicate
the percent of the budget covered by
each state.

Each State department of agriculture
that submits an application that is
reviewed and approved by AMS is to
receive an estimated base grant of
approximately $180,641.84 to solely
enhance the competitiveness of
specialty crops. In addition, AMS will
allocate the remainder of the grant funds
based on the proportion of the value of
specialty crop production in the state in
relation to the national value of
specialty crop production using the
latest available (2009 National
Agricultural Statistics Service (NASS)

cash receipt data for the 50 States and
the Commonwealth of Puerto Rico, 2007
Census of Agriculture cash receipts for
Guam, the U.S. Virgin Islands, and the
Commonwealth of the Northern Mariana
Islands, and 2002 Census of Agriculture
cash receipts for American Samoa)
specialty crop production data in all
states whose applications are accepted.

The amount of the base grant plus
value of production available to each
State department of agriculture is
estimated to be:

(1) Alabama ....cc..ccovvveenns $436,445.27
(2) Alaska ...cccoovvveeeenneeanns 196,012.59
(3) American Samoa ........ 217,248.32
(4) ATiZona .....ccoeeeeevveeenns 1,165,007.20
(5) Arkansas ........ccceveeennes 253,975.67
(6) California .........cceeeenne 18,555,141.57
(7) Colorado .....cccvveeeeeenns 708,202.26
(8) Connecticut ................ 427,804.09
(9) Delaware .........ccceeeennee 241,404.22
(10) District of Columbia 180,641.84
(11) Florida ..ocovovevevveenn. 4,356,879.16
(12) Georgia .... 1,128,030.40
(13) Guam ...... 182,517.28
(14) Hawaii .... 390,148.26
(15) Idaho ....... 1,009,969.35
(16) TIHNOIS +vvvverererrerenan 646,616.10
(17) Indiana ........ccceevveeennns 406,379.74
(18) ToWa cevveeeenrreeecnrreeennns 275,420.04
(19) Kansas ......c..cceeevveeenns 272,909.44
(20) Kentucky JOTTTTOPPRRPPPION 262,881.70
(21) Louisiana .................. 339,673.85
(22) Maine ......ccoovvveeeeennns 396,814.69
(23) Maryland .......ccocneee. 418,057.35
(24) Massachusetts ........... 449,166.08
(25) Michigan ........cc....... 1,344,036.96
(26) Minnesota ................. 734,570.04
(27) Mississippi .oeevvervenne 268,205.45
(28) Missouri .....cceveeeeeenns 352,120.57
(29) Montana ........cceceeenn. 295,460.91
(30) Nebraska .....ccccceeeennnee 344,633.44
(31) Nevada ....ccoovvvveeeeennn 264,288.27
(32) New Hampshire ....... 248,992.97
(33) New Jersey .......ccoouu. 787,690.55
(34) New Mexico .......c... 456,218.99
(35) New York ....ccevvenes 1,053,738.07
(36) North Carolina .......... 1,199,444.91
(37) North Dakota ............ 638,376.03
(38) Northern Mariana Is-

lands ...ooviiiiiiiiis 182,066.13
(39) Ohio ..covevvenvvriieeeeien, 699,327.80
(40) Oklahoma ................. 379,047.29
(41) Oregon .....cccecvvvvuenens 1,713,260.58
(42) Pennsylvania ............ 1,037,071.60
(43) Puerto Rico ......ccceunn. 373,756.64
(44) Rhode Island ............ 220,272.43
(45) South Carolina ......... 508,114.61
(46) South Dakota ............ 208,224.50
(47) Tennessee 518,708.23
(48) Texas .......... 1,727,351.78
(49) Utah oo 310,363.56
(50) Vermont .....ccceeveeennn. 229,597.27
(51) Virgin Islands ... 181,819.76
(52) Virginia ............. 519,296.42
(53) Washington ............... 3,090,179.37
(54) West Virginia ............ 213,703.00
(55) Wisconsin 971,231.83
(56) Wyoming 204,035.56

Funds not obligated will be allocated
pro rata to the remaining States which
applied during the specified grant
application period to be solely
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expended on projects previously
approved in their State plan. AMS will
notify the States as to the procedures for
applying for the reallocated funds.

AMS requires applicants to submit
SCBGP-FB applications electronically
through the central Federal grants Web
site, http://www.grants.gov instead of
mailing hard copy documents. Original
signatures are not needed on the SF—424
and SF—424B when applying through
http://www.grants.gov and applicants
are not required to submit any paper
documents to AMS. Applicants are
strongly urged to familiarize themselves
with the Federal grants Web site and
begin the application process well
before the application deadline. For
information on how to apply
electronically, please consult http://
www.grants.gov/applicants/
get_registered.jsp. AMS will send an
email confirmation when applications
are received by the AMS office.

SCBGP-FB is listed in the “Catalog of
Federal Domestic Assistance” under number
10.170 and subject agencies must adhere to
Title VI of the Civil Rights Act of 1964,
which bars discrimination in all federally
assisted programs.

Authority: 7 U.S.C. 1621 note.

Dated: December 22, 2010.
David R. Shipman,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 2010-33136 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
[Doc. No. AMS—-LS-10-0103]

Sorghum Promotion, Research, and
Information Program: Referendum

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Notice of Opportunity to
Participate in the Sorghum Promotion,
Research, and Information Referendum.

SUMMARY: The Agricultural Marketing
Service (AMS) is announcing that a
referendum will be conducted among
eligible sorghum producers and
importers on the Sorghum Promotion,
Research, and Information Order
(Order), as authorized under the
Commodity Promotion, Research, and
Information Act of 1996 (Act).

DATES: Sorghum producers and
importers will vote in the referendum
during a 4-week period beginning on
February 1, 2011, and ending February
28, 2011. To be eligible to participate in
the referendum, producers and

importers must certify that they or the
entity they are authorized to represent
are subject to the assessment and were
engaged in the production or
importation of sorghum between July 1,
2008, and December 31, 2010. An
eligible person shall be entitled to cast
only one vote in the referendum.

Form LS-379, Sorghum Promotion
and Research Order Referendum Ballot,
may be obtained by mail, fax, or in
person from the Farm Service Agency
(FSA) county offices from February 1,
2011, to February 28, 2011. Form LS—
379 may also be obtained via the
Internet at http://www.ams.usda.gov/
Ismarketingprograms during the same
time period. Sorghum producers should
return completed forms and supporting
documentation to the appropriate
county FSA office by fax or in person
no later than close of business February
28, 2011; or if returned by mail, must be
postmarked by midnight February 28,
2011, and received in the county FSA
office by close of business on March 7,
2011. Sorghum importers should return
completed forms and supporting
documentation to: Craig Shackelford,
Marketing Programs Branch, Livestock
and Seed Program, AMS, USDA, Room
2628-S, STOP 0251, 1400 Independence
Avenue, SW., Washington, DC 20250—
0251; Telephone: (202) 720-1115; Fax:
(202) 720-1125;
craig.shackelford@ams.usda.gov no later
than close of business February 28,
2011; or if returned by mail, must be
postmarked by midnight February 28,
2011, and received in the AMS office by
close of business on March 7, 2011.

FOR FURTHER INFORMATION CONTACT:
Kenneth R. Payne, Chief, Marketing
Programs Branch, Livestock and Seed
Program, AMS, USDA, Room 2628-S,
STOP 0251, 1400 Independence
Avenue, SW., Washington, DC 20250—
0251; Telephone 202/720-1115; Fax
202/720-1125; or email to
Kenneth.Payne@ams.usda.gov or Rick
Pinkston, Field Operations Staff, FSA,
USDA, at Telephone (202) 720-1857,
Fax (202) 720-1096, or by email at
Rick.Pinkston@wdc.usda.gov.

SUPPLEMENTARY INFORMATION: Pursuant
to the Act (7 U.S.C. 7411-7425), it is
hereby directed that a referendum be
conducted to ascertain whether
continuance of the Order is favored by
those persons who have been engaged in
the production or importation of
sorghum from July 1, 2008, through
December 31, 2010.

The representative period for
establishing voter eligibility for the
referendum shall be the period from
July 1, 2008, through December 31,
2010. Persons who were engaged in the

production or importation of sorghum
who provide documentation, such as a
sales receipt or remittance form,
showing that they were engaged in the
production or importation of sorghum
from July 1, 2008, through December 31,
2010, are eligible to vote. Importers may
provide U.S. Customs and Border
Protection Service form 7501.

Eligible voters will be provided the
opportunity to vote at the county FSA
office where FSA maintains and
processes the eligible voter’s
administrative farm records. For the
eligible voter not participating in FSA
programs, the opportunity to vote will
be provided at the FSA office serving
the county where the person owns or
rents land. Eligible importers will be
provided the opportunity to vote
through the U.S. Department of
Agriculture’s (USDA) AMS office
located in Washington, DC.
Participation in the referendum is not
mandatory.

On November 18, 2010, USDA
published in the Federal Register (75
FR 70573), a final rule that sets forth
procedures that will be used in
conducting the referendum. The final
rule includes definitions, provisions for
supervising the referendum process,
eligibility, procedures for obtaining and
completing the form LS-379, required
documentation showing that the person
was engaged in the production or
importation of sorghum from July 1,
2008, through December 31, 2010,
where the referendum will be
conducted, counting and reporting
results, and disposition of the forms and
records. Since the referendum will be
conducted primarily at the county FSA
offices, FSA employees will assist AMS
by determining eligibility, counting
requests, and reporting results.

Pursuant to the Act, USDA is
conducting the required referendum
from February 1, 2011, through
February 28, 2011. Form LS-379 may be
requested in person, by mail, or by
facsimile from February 1, 2011,
through February 28, 2011.

Form LS—-379 may also be obtained
via the Internet at: http://
www.ams.usda.gov/
Ismarketingprograms during the same 4-
week period. Eligible voters would vote
at the FSA office where FSA maintains
and processes the person’s,
corporation’s, or other entity’s
administrative farm records. For the
person, corporation, or other entity
eligible to vote that does not participate
in FSA programs, the opportunity to
vote would be provided at the FSA
office serving the county where the
person, corporation, or other entity
owns or rents land.


http://www.grants.gov/applicants/get_registered.jsp
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Voters can determine the location of
county FSA offices by contacting (1)
The nearest FSA office, (2) the State
FSA office, or (3) through an online
search of FSA’s Web site at: http://
www.fsa.usda.gov/pas/default.asp.
From the options available on this Web
site select “State Offices,” click on your
State, select “County Offices,” and click
on the map to select a county.

Form LS-379 and supporting
documentation may be returned in
person, by mail, or facsimile to the
appropriate county FSA office. Form
LS-379 and accompanying
documentation returned in person or by
facsimile, must be received in the
appropriate FSA office prior to the close
of business on February 28, 2011. Form
LS-379 and accompanying
documentation returned by mail must
be postmarked no later than midnight of
February 28, 2011, and received in the
county FSA office by close of business
on March 7, 2011.

In accordance with Paperwork
Reduction Act (44 U.S.C. Chapter 35),
the information collection requirements
have been approved under OMB
number 0581-0093.

Authority: 7 U.S.C. 7411-7425.
Dated: December 15, 2010.

Robert C. Keeney,

Acting Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 2010-33135 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE
Animal and Plant Health Inspection
Service

[Docket No. APHIS-2010-0125]
Secretary’s Advisory Committee on
Animal Health; Meeting

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Notice of public meeting.

SUMMARY: This is a notice to inform the
public of the first meeting of the
Secretary’s Advisory Committee on
Animal Health. The meeting is being
organized by the Animal and Plant
Health Inspection Service.

DATES: The meeting will be held January
20 and 21, 2011, from 9 a.m. to 5 p.m.
each day.

ADDRESSES: The meeting will be held in
the Jamie L. Whitten Building, 1400
Independence Avenue, SW.,
Washington, DC 20250, in rooms 104—
A and 107-A.

FOR FURTHER INFORMATION CONTACT: Mr.
Michael R. Doerrer, Chief Operating

Officer, Veterinary Services, APHIS,
USDA, 4700 River Road Unit 37,
Riverdale, MD 20737; (301) 734-5034; e-
mail:
SACAH.Management@aphis.usda.gov.

SUPPLEMENTARY INFORMATION: The
Secretary’s Advisory Committee on
Animal Health (the Committee) advises
the Secretary of Agriculture on means to
prevent, conduct surveillance on,
monitor, control, or eradicate animal
diseases of national importance. In
doing so, the Committee will consider
public health, conservation of natural
resources, and the stability of livestock
economies.

Tentative topics for discussion at the
upcoming meeting include:

e Animal disease traceability.

¢ Aquaculture and animal health.

¢ Emergency response and
management.

¢ Trade and emerging global animal
health issues.

e The U.S. Department of
Agriculture’s role in public health
initiatives.

e National disease management
programs.

e Veterinary Services reorganization
efforts.

Additional details on the agenda and
meeting can be found on the
Committee’s Web site at http://
www.aphis.usda.gov/animal_health/
acah/.

The meeting will be open to the
public and attendees should plan to
arrive between 8 a.m. and 9 a.m. Picture
identification is required to gain access
to the Whitten Building. The Animal
and Plant Health Inspection Service
(APHIS), which is organizing the
meeting, asks that those planning to
attend the meeting let APHIS know by
sending an email through an access
portal on the Committee’s Web site or
directly to
SACAH.Management@aphis.usda.gov.
Please provide your name and
organizational affiliation (if any), state
which meeting date or dates you plan to
attend, and indicate whether you wish
to present an oral statement during the
meeting.

Attendees will have the opportunity
to present oral statements or questions
on meeting topics at specific times
during the meeting. Written statements
on meeting topics may also be filed at
the meeting. Additionally, statements
may be filed with the Committee before
or after the meeting by sending them via
email to
SACAH.Management@aphis.usda.gov.

This notice of meeting is given
pursuant to section 10 of the Federal
Advisory Committee Act (5 U.S.C. App.
2).

Done in Washington, DG, December 28,
2010.

Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 2010-33206 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE
Forest Service

Sisters Ranger District; Deschutes
National Forest; Oregon; Popper
Vegetation Management Project

AGENCY: Forest Service, USDA.

ACTION: Notice of intent to prepare an
environmental impact statement.

SUMMARY: The USDA, Forest Service,
will prepare an Environmental Impact
Statement (EIS) on a proposed action to
manage forest fuels and forest stand
densities, including areas within a
designated wildland urban interface, on
the Sisters Ranger District, Deschutes
National Forest. In addition, the
proposal would decommission and
close Forest Roads. The proposed action
would be located on National Forest
System lands south of the city of Sisters,
Oregon; east of the Three Sisters
Wilderness; north of the boundary with
the BendFort Rock Ranger District; and
west of the 33,000 acre Cascade
Timberlands property which is being
considered as a future Community
Forest. The legal location is Townships
16 and 17 south and Range 9 east,
Willamette Meridian. The project area is
managed under the Northwest Forest
Plan: Matrix (12,813 acres); Late
Successional Reserve (3,078 acres); and
Administratively Withdrawn (1,301
acres). The project area also contains
1,336 acres of Riparian Reserves. The
alternatives will include the proposed
action, no action, and additional
alternatives that respond to issues
generated during the scoping process.
The agency will give notice of the full
environmental analysis and the decision
making process so interested and
affected people may participate and
contribute to the final decision.

DATES: Comments concerning the scope
of analysis should be received by 30
days following the date that this notice
appears in the Federal Register.
ADDRESSES: Send written comments to
Michael Keown, Team Leader, Sisters
Ranger District, Pine Street and
Highway 20, POB 249, Sisters, Oregon
97759, or submit to comments-
pacificnorthwest-deschutes-
sisters@fs.fed.us. Please put “Popper
Vegetation Management Project” in the
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subject line of your e-mail. You will
have another opportunity for comment
when the alternatives have been
developed and the Environmental
Impact Statement is made available.

FOR FURTHER INFORMATION CONTACT:
Michael Keown, Team Leader, Sisters
Ranger District, Pine Street and
Highway 20, POB 249, Sisters, Oregon
97759, phone (541) 549-7700.

Responsible Official: The responsible
offical will be John Allen, Deschutes
National Forest Supervisor, 1001 SW
Emkay, Bend, Oregon 97701.
SUPPLEMENTARY INFORMATION:

Purpose and Need: The need for this
site specific proposal is to reduce fuels
loadings and forest vegetation density to
lessen the risk that ongoing disturbance
agents such as wildfire, insects, and
disease would lead to a large scale
threat to public firefighter, nearby
communities and private property, and
loss of key ecosystem components such
as special habitats, scenic views, and
large trees. The purpose of the project is
to reduce the threat of large scale
wildfire to people, property, and
important ecosystem components;
improve forest health; contribute wood
products and restoration work to the
local and regional economy; and
reintroduce fire in fire dependent
ecosystems in the Popper project area.

Proposed Action: The Forest Service
proposed action would include
combinations of thinning forest stands,
mowing brush, and controlled burning
of forest fuels on about 12,390 acres of
the 17,194-acre project area, including
about 4,277 acres in a designated
wildland-urban interface. About 2,259
acres of thinning would occur within
existing tree plantations to create more
structurally diverse forests; about 1,418
acres of the lodgepole pine plant
community would be managed to
maintain ongoing public firewood
cutting; about 2,480 acres would be
thinned from below to maintain fire
climax ponderosa pine; about 1,344
acres would be thinned and group
openings created to restore and
maintain ponderosa pine in the mixed
conifer plant community; about 583
acres would be thinned, mowed, and
burned to control dwarf mistletoe in
ponderosa pine stands; about 3,201
acres of Inventoried Roadless Area (IRA)
would be prescribed burned to provide
a mosaic of age classes and stand
structures within large areas of
homogeneous stand structure (no roads
will be built and no timber will be sold
in Inventoried Roadless Areas); about
235 acres of Riparian Reserves would be
thinned and burned to maintain and
restore riparian function; and about 521

acres would be prescribed burned only
to manage in-growth of trees, reduce
forest fuels, and reintroduce fire back
into the ecosystem. About 4,648 acres in
the Popper project area would not be
treated to provide a spatial array of acres
across the area to provide dispersal and
foraging habitat for various wildlife
species and other ecological processes.
These no treatment areas include
nesting, roosting, and foraging habitat
for the northern spotted owl; areas of
topography greater than 35% slope; and
sensitive habitats among others.

Comment. Public comments about
this proposal are requested in order to
assist in identifying issues, determine
how to best manage the resources, and
to focus the analysis. Comments
received to this notice, including names
and addresses of those who comment,
will be considered part of the public
record on this proposed action and will
be available for public inspection.
Comments submitted anonymously will
be accepted and considered; however,
those who submit anonymous
comments will not have standing to
appeal the subsequent decision under
36 CFR part 215. Additionally, pursuant
to 7 CFR 1.27(d), any person may
request the agency to withhold a
submission from the public record by
showing how the Freedom of
Information Act (FOIA) permits such
confidentiality. Persons requesting such
confidentiality should be aware that,
under FOIA, confidentiality may be
granted in only very limited
circumstances, such as to protect trade
secrets. The Forest Service will inform
the requester of the agency’s decision
regarding the request for confidentiality,
and where the request is denied the
agency will return the submission and
notify the requester that the comments
may be resubmitted with or without
name and address within a specified
number of days.

A draft EIS will be filed with the
Environmental Protection Agency (EPA)
and available for public review by Fall
2011. The EPA will publish a Notice of
Availability (NOA) of the draft EIS in
the Federal Register. The final EIS is
scheduled to be available Spring 2012.

The comment period on the draft EIS
will be 45 days from the date the EPA
publishes the notice of availability in
the Federal Register.

The Forest Service believes, at this
early stage, it is important to give
reviewers notice of several court rulings
related to public participation in the
environmental review process. First,
reviewers of a draft EIS must structure
their participation in the environmental
review of the proposal so that it is
meaningful and alerts an agency to the

reviewer’s position and contentions
[Vermont Yankee Nuclear Power Corp.
v. NRDC, 435 U.S. 519, 553 (1978)].
Also, environmental objections that
could be raised at the draft EIS stage but
that are not raised until after completion
of the final EIS may be waived or
dismissed by the courts [City of Angoon
v. Harris, 490 F. Supp. 1334, 1338 (E.D.
Wis. 1980)]. Because of these court
rulings, it is very important that those
interested in this proposed action
participate by the close of the 45-day
comment period so that comments and
objections are made available to the
Forest Service at a time when it can
meaningfully consider them and
respond to them in the final EIS.

To assist the Forest Service in
identifying and considering issues and
concerns on the proposed action,
comments on the draft EIS should be as
specific as possible. It is also helpful if
comments refer to specific pages or
chapters of the draft statement.
Comments may also address the
adequacy of the draft EIS of the merits
of the alternatives formulated and
discussed in the statement. Reviewers
may wish to refer to the Council on
Environmental Quality Regulations for
implementing the procedural provisions
of the National Environmental Policy
Act at 40 CFR 1503.3 in addressing
these points.

In the final EIS, the Forest Service is
required to respond to comments
received during the comment period for
the draft EIS. The Forest Service is the
lead agency and the responsible official
is the Forest Supervisor, Deschutes
National Forest. The responsible official
will decide where, and whether or not
to treat forest stands to achieve the
purpose and need for the project. The
responsible official will also decide how
to mitigate impacts of these actions and
will determine when and how
monitoring of effects will take place.

The Popper Vegetation Management
Project decision and the reasons for the
decision will be documented in the
Record of Decision. That decision will
be subject to Forest Service Appeal
Regulations (35 CFR part 215).

Dated: December 27, 2010.

Robert Flores,

Acting District Ranger, Sisters Ranger District.
[FR Doc. 2010-33090 Filed 1-3—11; 8:45 am]
BILLING CODE 3410-11-M
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DEPARTMENT OF AGRICULTURE

Grain Inspection, Packers and
Stockyards Administration

Cancellation of Lewiston Grain
Inspection Service, Inc. Designation;
Opportunity for Designation in the
Lewiston, ID Area

AGENCY: Grain Inspection, Packers and
Stockyards Administration, USDA.
ACTION: Notice.

SUMMARY: Lewiston Grain Inspection
Service, Inc. (Lewiston) is designated to
provide official inspection services
through September 30, 2012, under the
United States Grain Standards Act, as
amended (USGSA). Lewiston informed
the Grain Inspection, Packers and
Stockyards Administration (GIPSA) that
it would cease providing official
inspection services effective December
31, 2010. Accordingly, GIPSA is
announcing that Lewiston’s designation
terminates effective December 31, 2010.
GIPSA is also asking persons or
governmental agencies interested in
providing official services in the area
presently served by Lewiston to submit
an application for designation.

DATES: Applications must be received
by February 3, 2011.

ADDRESSES: Submit applications
concerning this notice using any of the
following methods:

e Applying for Designation on the
Internet: Use FGISonline (https://
fgis.gipsa.usda.gov/
default home FGIS.aspx) and then click
on the Delegations/Designations and
Export Registrations (DDR) link. You
will need to obtain an FGISonline
customer number and USDA
eAuthentication username and
password prior to applying.

e Hand Delivery/Courier Address:
Karen W. Guagliardo, Review Branch
Chief, Compliance Division, GIPSA,
USDA, Room 1647-S, 1400
Independence Avenue, SW.,
Washington, DC 20250.

e Mail: Karen W. Guagliardo, Review
Branch Chief, Compliance Division,
GIPSA, USDA, STOP 3604, 1400
Independence Avenue, SW.,
Washington, DC 20250-3604.

e Fax:Karen W. Guagliardo, 202—
690-2755.

e E-mail:
Karen.W.Guagliardo@usda.gov.

Read Applications: All applications
will be available for public inspection at
the office above during regular business
hours (7 CFR 1.27(c)).

FOR FURTHER INFORMATION CONTACT:
Karen W. Guagliardo, 202-720-8262 or
Karen.W.Guagliardo@usda.gov.

SUPPLEMENTARY INFORMATION: Section
7(£)(1) of the United States Grain
Standards Act (USGSA) (7 U.S.C. 71—
87k) authorizes GIPSA’s Administrator
to designate a qualified applicant to
provide official services in a specified
area after determining that the applicant
is better able than any other applicant
to provide such official services. Under
section 7(g)(1) of the USGSA,
designations of official agencies are
effective for 3 years unless terminated
by the Secretary, but may be renewed
according to the criteria and procedures
prescribed in section 7(f) of the Act.

Areas Open for Designation

Pursuant to Section 7(f)(2) of the Act,
the following geographic areas in the
States of Idaho and Oregon are assigned
to this official agency:

¢ The northern half of the State of
Idaho down to the northern boundaries
of Adams, Valley, and Lemhi Counties.

e The entire State of Oregon, except
those export port locations within the
State that are serviced by GIPSA.

Opportunity for Designation

Interested persons or governmental
agencies may apply for designation to
provide official services in the
geographic areas specified above under
the provisions of section 7(f) of the
USGSA and 7 CFR 800.196(d). To apply
for designation or for more information,
contact Karen W. Guagliardo at the
address listed above or visit GIPSA’s
Web site at http://www.gipsa.usda.gov.

We consider applications, comments,
and other available information when
determining which applicant will be
designated.

Authority: 7 U.S.C. 71-87k.

J. Dudley Butler,

Administrator, Grain Inspection, Packers and
Stockyards Administration.

[FR Doc. 2010-33140 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-KD-P

DEPARTMENT OF AGRICULTURE

Grain Inspection, Packers and
Stockyards Administration

Opportunity for Designation in the
State of Georgia and State of Montana
Areas; Request for Comments on the
Official Agencies Servicing These
Areas

AGENCY: Grain Inspection, Packers and
Stockyards Administration, USDA.
ACTION: Notice.

SUMMARY: The designations of the
official agencies listed below will end
on June 30, 2011. We are asking persons

or governmental agencies interested in
providing official services in the areas
presently served by these agencies to
submit an application for designation.
In addition, we are asking for comments
on the quality of services provided by
the following designated agencies: The
Georgia Department of Agriculture
(Georgia) and the Montana Department
of Agriculture (Montana).

DATES: Applications and comments
must be received by February 3, 2011.

ADDRESSES: Submit applications and
comments concerning this notice using
any of the following methods:

e Applying for Designation on the
Internet: Use FGISonline (https://
fgis.gipsa.usda.gov/
default_home FGIS.aspx) and then click
on the Delegations/Designations and
Export Registrations (DDR) link. You
must obtain an FGISonline customer
number and USDA eAuthentication
username and password prior to
applying.

e Submit Comments Using the
Internet: Go to Regulations.gov (http://
www.regulations.gov). Instructions for
submitting and reading comments are
detailed on the site.

e Hand Delivery/Courier Address:
Karen W. Guagliardo, Review Branch
Chief, Compliance Division, GIPSA,
USDA, Room 1647-S, 1400
Independence Avenue, SW.,
Washington, DC 20250.

e Mail: Karen W. Guagliardo, Review
Branch Chief, Compliance Division,
GIPSA, USDA, STOP 3604, 1400
Independence Avenue, SW.,
Washington, DC 20250-3604.

e Fax:Karen W. Guagliardo, 202—
690-2755.

Read Applications and Comments:
All applications and comments will be
available for public inspection at the
office above during regular business
hours (7 CFR 1.27(c)).

FOR FURTHER INFORMATION CONTACT:
Karen W. Guagliardo, 202-720-8262 or
Karen.W.Guagliardo@usda.gov.

SUPPLEMENTARY INFORMATION: Section
7(f)(1) of the United States Grain
Standards Act (USGSA) (7 U.S.C. 71—
87k) authorizes GIPSA’s Administrator
to designate a qualified applicant to
provide official services in a specified
area after determining that the applicant
is better able than any other applicant
to provide such official services. Under
section 7(g)(1) of the USGSA,
designations of official agencies are
effective for 3 years unless terminated
by the Secretary, but may be renewed
according to the criteria and procedures
prescribed in section 7(f) of the USGSA.


https://fgis.gipsa.usda.gov/default_home_FGIS.aspx
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Areas Open for Designation
Georgia

Pursuant to Section 7(f)(2) of the Act,
the entire State of Georgia, except those
export port locations within the State,

which are serviced by GIPSA, is
assigned to this official agency.

Montana

Pursuant to Section 7(f)(2) of the Act,
the entire State of Montana is assigned
to this official agency.

Opportunity for Designation

Interested persons or governmental
agencies may apply for designation to
provide official services in the
geographic areas specified above under
the provisions of section 7(f) of the
USGSA and 7 CFR 800.196(d).
Designation in the specified geographic
areas is for the period beginning July 1,
2011, and ending June 30, 2014. To
apply for designation or for more
information, contact Karen W.
Guagliardo at the address listed above or
visit GIPSA’s Web site at http://
www.gipsa.usda.gov.

Request for Comments

We are publishing this notice to
provide interested persons the
opportunity to comment on the quality
of services provided by the Georgia and
Montana official agencies. In the
designation process, we are particularly
interested in receiving comments citing
reasons and pertinent data supporting or
objecting to the designation of the
applicants. Submit all comments to
Karen W. Guagliardo at the above
address or at http://
www.regulations.gov.

We consider applications, comments,
and other available information when
determining which applicant will be
designated.

Authority: 7 U.S.C. 71-87k.

J. Dudley Butler,

Administrator, Grain Inspection, Packers and
Stockyards Administration.

[FR Doc. 2010-33139 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-KD-P

DEPARTMENT OF AGRICULTURE

Grain Inspection, Packers and
Stockyards Administration

Designation of Minot Grain Inspection,
Inc. To Provide Official Class X
Weighing Services

AGENCY: Grain Inspection, Packers and
Stockyards Administration, USDA.

ACTION: Notice.

SUMMARY: GIPSA is announcing the
designation of Minot Grain Inspection,
Inc. to provide official Class X weighing
services under the United States Grain
Standards Act, as amended (USGSA).

DATES: Effective Date: January 4, 2011.

ADDRESSES: Karen W. Guagliardo,
Branch Chief, Review Branch,
Compliance Division, GIPSA, USDA,
STOP 3604, Room 1647-S, 1400
Independence Avenue, SW.,
Washington, DC 20250-3604.

FOR FURTHER INFORMATION CONTACT:
Karen W. Guagliardo, 202-720-8262 or
Karen.W.Guagliardo@usda.gov.

SUPPLEMENTARY INFORMATION: GIPSA
reviewed this action and determined it
not to be a rule or regulation as defined
in Executive Order 12866 and
Departmental Regulation 1512-1;
therefore, the Executive Order and
Departmental Regulation do not apply
to this action.

In the June 1, 2009, Federal Register
(74 FR 26188), GIPSA announced the
designation of Minot to provide official
inspection services under the Act,
effective July 1, 2009, and terminating
June 30, 2012. Subsequently, Minot
requested GIPSA amend their
designation to include official weighing
services. Section 7A(c)(2) of the Act
authorizes GIPSA’s Administrator to
designate authority to perform official
weighing to an agency providing official
inspection services within a specified
geographic area, if such agency is
qualified under section 7(f)(1)(A) of the
Act.

GIPSA evaluated all available
information regarding the designation
criteria in section 7(f)(1)(A) of the Act,
and determined that Minot is qualified
to provide official weighing services in
their currently assigned geographic area.
Minot’s present designation is amended
to include Class X weighing within their
assigned geographic area, as specified in
the June 1, 2009, Federal Register (74
FR 26188), effective January 4, 2011,
and terminating June 30, 2012.

Under section 7(g)(1) of the USGSA,
designations of official agencies are
effective for no longer than 3 years
unless terminated by the Secretary;
however, designations may be renewed
according to the criteria and procedures
prescribed in section 7(f) of the Act.

Authority: 7 U.S.C. 71-87k.

J. Dudley Butler,

Administrator, Grain Inspection, Packers and
Stockyards Administration.

[FR Doc. 2010-33141 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-KD-P

DEPARTMENT OF AGRICULTURE

Grain Inspection, Packers and
Stockyards Administration

Designation for the Columbus, OH;
Dallas, TX; and Decatur, IN Areas

AGENCY: Grain Inspection, Packers and
Stockyards Administration, USDA.

ACTION: Notice.

SUMMARY: GIPSA is announcing the
designation of the following
organizations to provide official services
under the United States Grain Standards
Act, as amended (USGSA): Columbus
Grain Inspection, Inc. (Columbus); Gulf
Country Grain Inspection Service, Inc.
(Gulf Country); and Northeast Indiana
Grain Inspection, Inc. (Northeast
Indiana).

DATES: Effective Date: January 1, 2011.

ADDRESSES: Karen W. Guagliardo,
Branch Chief, Review Branch,
Compliance Division, GIPSA, USDA,
STOP 3604, Room 1647-S, 1400
Independence Avenue, SW.,
Washington, DC 20250-3604.

FOR FURTHER INFORMATION CONTACT:
Karen W. Guagliardo, 202—-720-8262 or
Karen.W.Guagliardo@usda.gov.

Read Applications: All applications
and comments will be available for
public inspection at the office above
during regular business hours (7 CFR
1.27(c)).

SUPPLEMENTARY INFORMATION: In the May
25, 2010, Federal Register (75 FR
29310), GIPSA requested applications
for designation to provide official
services in the geographic areas
presently serviced by the agencies
named above. Applications were due by
July 1, 2010.

Columbus, Gulf Country and
Northeast Indiana were the sole
applicants for designations to provide
official services in these areas. As a
result, GIPSA did not ask for additional
comments.

GIPSA evaluated all available
information regarding the designation
criteria in section 7(f)(1) of the USGSA
(7 U.S.C. 79(f)) and determined that
Columbus, Gulf Country and Northeast
Indiana are qualified to provide official
services in the geographic areas
specified in the May 25, 2010, Federal
Register for which they applied. These
designation actions to provide official
services in the specified areas are
effective January 1, 2011. The
designation for Columbus and Northeast
Indiana will terminate on December 31,
2013; Gulf Country’s designation will
terminate on December 31, 2011.


http://www.regulations.gov
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Interested persons may obtain official
services by calling the telephone
numbers listed below:

Official agency

Headquarters location and telephone

Designation start | Designation end

ColUMDUS ..oeeeeeeccceeee s

Gulf Country
Northeast Indiana

Circleville, OH (740-474-3519)
Additional Location: Bucyrus, OH.
Dallas, TX (214-500-5212)

Decatur, IN (260-341-7497) ......ccccvveernenne

.............. 1/1/2011 12/31/2013
.............. 1/1/2011 12/31/2011
.............. 1/1/2011 12/31/2013

Section 7(f)(1) of the USGSA
authorizes GIPSA’s Administrator to
designate a qualified applicant to
provide official services in a specified
area after determining that the applicant
is better able than any other applicant
to provide such official services (7
U.S.C. 79 (H(1)).

Under section 7(g)(1) of the USGSA,
designations of official agencies are
effective for no longer than 3 years
unless terminated by the Secretary;
however, designations may be renewed
according to the criteria and procedures
prescribed in section 7(f) of the Act.

Authority: 7 U.S.C. 71-87k.

J. Dudley Butler,

Administrator, Grain Inspection, Packers and
Stockyards Administration.

[FR Doc. 2010-33144 Filed 1-3-11; 8:45 am]
BILLING CODE 3410-KD-P

COMMISSION ON CIVIL RIGHTS

Agenda and Notice of Public Meeting
of the Vermont Advisory Committee

Notice is hereby given, pursuant to
the provisions of the rules and
regulations of the U.S. Commission on
Civil Rights (Commission), and the
Federal Advisory Committee Act
(FACA), that briefing and planning
meetings of the Vermont Advisory
Committee to the Commission will
convene at 10 a.m. on Monday, January
3, 2011, at the State House, Room 11,
115 State Street, Montpelier, Vermont
05633. The purpose of the briefing
meeting is for the committee to hear
presentations from public officials and
community groups on the status of
recommendations made by the Advisory
Committee in its August 2009 racial
profiling report. After the briefing
meeting, the Committee will hold its
planning meeting to plan future
activities.

Members of the public are entitled to
submit written comments; the
comments must be received in the
regional office by February 3, 2011. The
address is the Eastern Regional Office,
624 9th Street, NW., Suite 740,
Washington, DC 20425. Persons wishing

to e-mail their comments, or who desire
additional information should contact
the Eastern Regional Office at 202—-376—
7533 or by e-mail to: ero@usccr.gov.

Hearing-impaired persons who will
attend the meetings and require the
services of a sign language interpreter
should contact the Regional Office at
least ten (10) working days before the
scheduled date of the meetings.

Records generated from these
meetings may be inspected and
reproduced at the Eastern Regional
Office, as they become available, both
before and after the meetings. Persons
interested in the work of this advisory
committee are advised to go to the
Commission’s Web site, http://
www.usccr.gov, or to contact the Eastern
Regional Office at the above e-mail or
street address.

The meetings will be conducted
pursuant to the provisions of the rules
and regulations of the Commission and
FACA.

Dated in Washington, DC on December 29,
2010.

Peter Minarik,

Acting Chief, Regional Programs
Coordination Unit.

[FR Doc. 2010-33176 Filed 1-3-11; 8:45 am]
BILLING CODE 6335-01-P

COMMISSION ON CIVIL RIGHTS

Agenda and Notice of Public Meeting
of the Maine Advisory Committee

Notice is hereby given, pursuant to
the provisions of the rules and
regulations of the U.S. Commission on
Civil Rights (Commission), and the
Federal Advisory Committee Act
(FACA), that orientation and planning
meetings of the Maine Advisory
Committee to the Commission will
convene at 10 a.m. on Tuesday, January
4, 2011, at the Avesta Conference Room,
Immigrant Legal Advocacy Project, 309
Cumberland Avenue, Suite 201,
Portland, ME 04112. The purpose of the
orientation meeting is to provide ethics
training and to describe the rules of
operation for SAC activities to the
Committee members. The purpose of the
planning meeting is to review recent

Commission and regional activities,
discuss current civil rights issues in the
State and to plan future activities.

Members of the public are entitled to
submit written comments; the
comments must be received in the
regional office by February 4, 2011. The
address is the Eastern Regional Office,
624 9th Street, NW., Suite 740,
Washington, DC 20425. Persons wishing
to e-mail their comments, or who desire
additional information should contact
the Eastern Regional Office at 202—-376—
7533 or by e-mail to: ero@usccr.gov.

Hearing-impaired persons who will
attend the meetings and require the
services of a sign language interpreter
should contact the Regional Office at
least ten (10) working days before the
scheduled date of the meetings.

Records generated from these
meetings may be inspected and
reproduced at the Eastern Regional
Office, as they become available, both
before and after the meetings. Persons
interested in the work of this advisory
committee are advised to go to the
Commission’s Web site, http://
www.usccr.gov, or to contact the Eastern
Regional Office at the above e-mail or
street address.

The meetings will be conducted
pursuant to the provisions of the rules
and regulations of the Commission and
FACA.

Peter Minarik,

Acting Chief, Regional Programs
Coordination Unit.

[FR Doc. 2010-33177 Filed 1-3—11; 8:45 am]
BILLING CODE 6335-01-P

COMMISSION ON CIVIL RIGHTS

Agenda and Notice of Public Meeting
of the Colorado Advisory Committee

Notice is hereby given, pursuant to
the provisions of the rules and
regulations of the U.S. Commission on
Civil Rights (Commission), and the
Federal Advisory Committee Act
(FACA), that a planning meeting of the
Colorado Advisory Committee to the
Commission will be held at Denver
Place, 999-18th Street, Suite 215
Conference Room, Denver, CO 80202


http://www.usccr.gov
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and convene at 10 a.m. on Tuesday,
January 25, 2011. The purpose of the
meeting is for the committee to discuss
recent Commission and regional
activities, discuss current civil rights
issues in the State and plan future
activities. The Committee will also be
briefed by a representative yet to be
determined.

Members of the public are entitled to
submit written comments; the
comments must be received in the
regional office by February 25, 2011.
The address is Rocky Mountain
Regional Office, 999—18th Street, Suite
1380S, Denver, CO 80202. Comments
may be e-mailed to ebohor@usccr.gov.
Records generated by this meeting may
be inspected and reproduced at the
Rocky Mountain Regional Office, as
they become available, both before and
after the meeting. Persons interested in
the work of this advisory committee are
advised to go to the Commission’s Web
site, http://www.usccr.gov, or to contact
the Rocky Mountain Regional Office at
the above e-mail or street address.

Hearing-impaired persons who will
attend the meeting and require the
services of a sign language interpreter
should contact the Regional Office at
least ten (10) working days before the
scheduled date of the meeting.

The meeting will be conducted
pursuant to the provisions of the rules
and regulations of the Commission and
FACA.

Dated in Washington, DC, on December 21,
2010.

Peter Minarik,

Acting Chief, Regional Programs
Coordination Unit.

[FR Doc. 2010-33178 Filed 1-3-11; 8:45 am]
BILLING CODE 6335-01-P

COMMISSION ON CIVIL RIGHTS

Agenda and Notice of Public Meeting
of the New Mexico Advisory
Committee

Notice is hereby given, pursuant to
the provisions of the rules and
regulations of the U.S. Commission on
Civil Rights (Commission), and the
Federal Advisory Committee Act
(FACA), that a planning meeting of the
New Mexico Advisory Committee to the
Commission will be held at the
Albuquerque Hispano Chamber of
Commerce, Lockheed Martin Board
Room, 1309 Fourth Street, SW.,
Albuquerque, NM 87102 and will
convene at 2 p.m. on Tuesday, January
20, 2011. The purpose of the meeting is
for the committee to participate in
orientation and ethics training; discuss
recent Commission and regional

activities, discuss current civil rights
issues in the State and plan future
activities. The Committee will also be
briefed by a representative yet to be
determined.

Members of the public are entitled to
submit written comments; the
comments must be received in the
regional office by February 20, 2011.
The address is Rocky Mountain
Regional Office, 999—18th Street, Suite
1380S, Denver, CO 80202. Comments
may be e-mailed to ebohor@usccr.gov.
Records generated by this meeting may
be inspected and reproduced at the
Rocky Mountain Regional Office, as
they become available, both before and
after the meeting. Persons interested in
the work of this advisory committee are
advised to go to the Commission’s Web
site, http://www.usccr.gov, or to contact
the Rocky Mountain Regional Office at
the above e-mail or street address.

Hearing-impaired persons who will
attend the meeting and require the
services of a sign language interpreter
should contact the Regional Office at
least ten (10) working days before the
scheduled date of the meeting.

The meeting will be conducted
pursuant to the provisions of the rules
and regulations of the Commission and
FACA.

Dated in Washington, DC, on December 21,
2010.

Peter Minarik,

Acting Chief, Regional Programs
Coordination Unit.

[FR Doc. 2010-33179 Filed 1-3-11; 8:45 am]
BILLING CODE 6335-01-P

COMMISSION ON CIVIL RIGHTS

Agenda and Notice of Public Meeting
of the Louisiana Advisory Committee

Notice is hereby given, pursuant to
the provisions of the rules and
regulations of the U.S. Commission on
Civil Rights (Commission), and the
Federal Advisory Committee Act
(FACA), that a State Advisory
Committee (SAC) meeting of the
Louisiana Advisory Committee to the
Commission will convene on Tuesday,
January 25, 2011 at 2 p.m. and adjourn
at approximately 5 p.m. (CST) at Jones,
Walker, Waechter, Poitevent, Carrere &
Denegre L.L.P., 201 St. Charles Avenue,
52nd Floor, Waechter Room, New
Orleans, LA. The purpose of the meeting
is to continue planning a future civil
rights project.

Members of the public are entitled to
submit written comments. The
comments must be received in the
regional office by February 8, 2011. The
address is U.S. Commission on Civil

Rights, 400 State Avenue, Suite 908,
Kansas City, Kansas 66101. Persons
wishing to e-mail their comments, or to
present their comments verbally at the
meeting, or who desire additional
information should contact Farella E.
Robinson, Regional Director, Central
Regional Office, at (913) 551-1400 (or
for hearing impaired TDD 913-551—
1414) or by e-mail to
frobinson@usccr.gov.

Hearing-impaired persons who will
attend the meeting and require the
services of a sign language interpreter
should contact the Regional Office at
least ten (10) working days before the
scheduled date of the meeting.

Records generated from this meeting
may be inspected and reproduced at the
Central Regional Office, as they become
available, both before and after the
meeting. Persons interested in the work
of this advisory committee are advised
to go to the Commission’s Web site,
http://www.usccr.gov, or to contact the
Central Regional Office at the above e-
mail or street address.

The meeting will be conducted
pursuant to the provisions of the rules
and regulations of the Commission and
FACA.

Dated in Washington, DC, on December 27,
2010.

Peter Minarik,

Acting Chief, Regional Programs
Coordination Unit.

[FR Doc. 2010-33197 Filed 1-3—11; 8:45 am]
BILLING CODE 6335-01-P

DEPARTMENT OF COMMERCE

Submission for OMB Review;
Comment Request

The Department of Commerce will
submit to the Office of Management and
Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

Agency: U.S. Census Bureau.

Title: 2008 Panel of the Survey of
Income & Program Participation, Wave 9
Topical Modules.

Form Number(s): SIPP-28905(L)
Director’s Letter; SIPP/CAPI Automated
Instrument; SIPP28003 Reminder Card.

OMB Control Number: 0607—0944.

Type of Request: Revision of a
currently approved collection.

Burden Hours: 143,303.

Number of Respondents: 94,500.

Average Hours per Response: 30
minutes.

Needs and Uses: The U.S. Census
Bureau requests authorization from the
Office of Management and Budget
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(OMB) to conduct the Wave 9 interview
for the 2008 Panel of the Survey of
Income and Program Participation
(SIPP). The core SIPP and reinterview
instruments were cleared under
Authorization No. 0607-0944.

The SIPP represents a source of
information for a wide variety of topics
and allows information for separate
topics to be integrated to form a single
and unified database so that the
interaction between tax, transfer, and
other government and private policies
can be examined. Government domestic
policy formulators depend heavily upon
the SIPP information concerning the
distribution of income received directly
as money or indirectly as in-kind
benefits and the effect of tax and
transfer programs on this distribution.
They also need improved and expanded
data on the income and general
economic and financial situation of the
U.S. population. The SIPP has provided
these kinds of data on a continuing basis
since 1983, permitting levels of
economic well-being and changes in
these levels to be measured over time.

The survey is molded around a
central “core” of labor force and income
questions that remain fixed throughout
the life of a panel. The core is
supplemented with questions designed
to answer specific needs, such as
estimating eligibility for government
programs, examining pension and
health care coverage, and analyzing
individual net worth. These
supplemental questions are included
with the core and are referred to as
“topical modules.”

The topical modules for the 2008
Panel Wave 9 are as follows: Adult Well
Being; and Informal Care Giving. Wave
9 interviews will be conducted from
May 1, 2011 through August 31, 2011.

The SIPP is designed as a continuing
series of national panels of interviewed
households that are introduced every
few years, with each panel having
durations of approximately 3 to 6 years.
The 2008 Panel is scheduled for
approximately 6 years and includes
seventeen waves which began
September 1, 2008. All household
members 15 years old or over are
interviewed using regular proxy-
respondent rules. They are interviewed
a total of thirteen times (thirteen waves),
at 4-month intervals, making the SIPP a
longitudinal survey. Sample people (all
household members present at the time
of the first interview) who move within
the country and reasonably close to a
SIPP primary sampling unit (PSU) will
be followed and interviewed at their
new address. Individuals 15 years old or
over who enter the household after
Wave 1 will be interviewed; however, if

these people move, they are not
followed unless they happen to move
along with a Wave 1 sample individual.

The OMB has established an
Interagency Advisory Committee to
provide guidance for the content and
procedures for the SIPP. Interagency
subcommittees were set up to
recommend specific areas of inquiries
for supplemental questions.

The Census Bureau developed the
2008 Panel Wave 9 topical modules
through consultation with the SIPP
OMB Interagency Subcommittee. The
questions for the topical modules
address major policy and program
concerns as stated by this subcommittee
and the SIPP Interagency Advisory
Committee.

Data provided by the SIPP are being
used by economic policymakers, the
Congress, state and local governments,
and federal agencies that administer
social welfare or transfer payment
programs, such as the Department of
Health and Human Services and the
Department of Agriculture.

Affected Public: Individuals or
households.

Frequency: Every 4 months.
Respondent’s Obligation: Voluntary.
Legal Authority: Title 13 U.S.C., 182.

OMB Desk Officer: Brian Harris-
Kojetin, (202) 395-7314.

Copies of the above information
collection proposal can be obtained by
calling or writing Diana Hynek,
Departmental Paperwork Clearance
Officer, (202) 482—0266, Department of
Commerce, Room 6616, 14th and
Constitution Avenue, NW., Washington,
DC 20230 (or via the Internet at
dhynek@doc.gov).

Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to Brian Harris-Kojetin, OMB
Desk Officer either by fax (202-395—
7245) or e-mail (bharrisk@omb.eop.gov).

Dated: December 29, 2010.
Glenna Mickelson,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 2010-33175 Filed 1-3-11; 8:45 am]
BILLING CODE 3510-07-P

DEPARTMENT OF COMMERCE
U.S. Census Bureau

Proposed Information Collection;
Comment Request; 2012 Economic
Census Covering the Utilities,
Transportation and Warehousing,
Finance and Insurance, and Real
Estate and Rental and Leasing Sectors

AGENCY: U.S. Census Bureau,
Department of Commerce.
ACTION: Notice.

SUMMARY: 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
take this opportunity to comment on
proposed and/or continuing information
collections, as required by the
Paperwork Reduction Act of 1995,
Public Law 104-13 (44 U.S.C.
3506(c)(2)(A)).

DATES: To ensure consideration, written
comments must be submitted on or
before March 7, 2011.

ADDRESSES: Direct all written comments
to Diana Hynek, Departmental
Paperwork Clearance Officer,
Department of Commerce, Room 6616,
14th and Constitution Avenue, NW.,
Washington, DC 20230 (or via the
Internet at dHynek@doc.gov).

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of the information collection
instrument(s) and instructions should
be directed to Steven Roman, U.S.
Census Bureau, SSSD, HQ—-8K049, 4600
Silver Hill Road, Washington, DC
20233-0001 (301-763—2824 or via the
Internet at fcb@census.gov).
SUPPLEMENTARY INFORMATION:

1. Abstract

The economic census, conducted
under authority of Title 13, United
States code (U.S.C.), is the primary
source of facts about the structure and
functioning of the Nation’s economy.
Economic statistics serve as part of the
framework for the national accounts and
provide essential information for
government, business, and the general
public. Economic data are the Census
Bureau’s primary program commitment
during nondecennial census years. The
2012 Economic Census covering
Utilities, Transportation and
Warehousing, Finance and Insurance,
and Real Estate and Rental and Leasing
sectors (as defined by the North
American Industry Classification
System (NAICS)) will measure the
economic activity of more than 1.2
million establishments. However,
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approximately 12% of establishments
will not be required to file separate
reports because they will be included in
consolidated company reports; for
explanation see selection procedure for
establishments of multi-establishment
firms below. The information collected
will produce basic statistics by kind of
business on the number of
establishments, revenue, payroll, and
employment. It will also yield a variety
of subject statistics, including revenue
by product line, and other industry-
specific measures. Primary strategies for
reducing burden in Census Bureau
economic data collections are to
increase reporting through standardized
questionnaires and broader electronic
data collection methods.

II. Method of Collection

Mail Selection Procedures

Establishments in the Utilities,
Transportation and Warehousing,
Finance and Insurance, and Real Estate
and Rental and Leasing sectors of the
economic census will be selected from
the Census Bureau’s Business Register
for a mail canvass. To be eligible for
selection, an establishment will be
required to satisfy the following
conditions: (i) It must be classified in
one of the Utilities, Transportation and
Warehousing, Finance and Insurance,
and Real Estate and Rental and Leasing
sectors, (ii) it must be an active
operating establishment of a multi-
establishment firm (i.e., a firm that
operates at more than one physical
location), or it must be a single-
establishment firm with payroll (i.e., a
firm operating at only one physical
location); and (iii) it must be located in
one of the 50 states or the District of
Columbia. Mail selection procedure will
distinguish the following groups of
establishments:

1. Establishments of Multi-
Establishment Firms

Selection procedures will assign all
eligible establishments of multi-
establishment firms to the mail
component of the potential respondent
universe, except for those in selected
industries in utilities, finance and
insurance. In these selected industries,
where revenue and certain other
operating data are not easily attributable
to individual establishments, division-
or firm-level organizations are asked to
report kind of business, payroll, and
employment for several establishments,
and other required data at a more
aggregate level on a consolidated report
form.

We estimate that the 2012 Economic
Census mail canvasses for the Utilities,

Transportation and Warehousing,
Finance and Insurance, and Real Estate
and Rental and Leasing sectors will
include approximately 340,100
establishment and consolidated reports
of multi-establishment firms.

2. Single-Establishment Firms With
Payroll

As an initial step in the selection
process, we will conduct a study of the
potential respondent universe. This
study will produce a set of industry-
specific payroll cutoffs that we will use
to distinguish large versus small single-
establishment firms within each
industry or kind of business. This
payroll size distinction will affect
selection as follows:

a. Large Single-Establishment Firms

All single-establishment firms having
annualized payroll (from Federal
administrative records) that equals or
exceeds the cutoff for their industry will
be included in the mail component of
the potential respondent universe. We
estimate that the 2012 Economic Census
mail canvasses for the Utilities,
Transportation and Warehousing,
Finance and Insurance, and Real Estate
and Rental and Leasing sectors will
include approximately 307,600 large
single-establishment firms.

b. Small Single-Establishment Firms

A sample of single-establishment
firms having annualized payroll below
the cutoff for their industry will be
included in the mail component of the
potential respondent universe.
Sampling strata and corresponding
probabilities of selection will be
determined by a study of the potential
respondent universe conducted shortly
before the mail selection operations
begin. We estimate that the 2012
Economic Census mail canvasses for the
Utilities, Transportation and
Warehousing, Finance and Insurance,
and Real Estate and Rental and Leasing
sectors will include approximately
62,400 small single-establishment firms
selected in this sample.

All remaining single-establishment
firms with payroll will be represented in
the census by data from Federal
Administrative records. Generally, we
will not include these small employers
in the census mail canvasses. However,
administrative records sometimes have
fundamental industry classification
deficiencies that make them unsuitable
for use in producing detailed industry
statistics by geographic area. When we
find such a deficiency, we will mail the
firm a census classification form. We
estimate that the 2012 Economic Census
mail canvasses for the Utilities,

Transportation and Warehousing,
Finance and Insurance, and Real Estate
and Rental and Leasing sectors will
include approximately 219,800 small
single-establishment firms that receive
these forms.

II1. Data

OMB Control Number: 0607—0931.

Form Number: The 31 standard forms,
five classification forms, and three
ownership or control fliers used to
collect information from businesses in
these sectors of the Economic Census
are tailored to specific business
practices and are too numerous to list
separately in this notice.

Type of Review: Regular submission.

Affected Public: State or local
governments, business, or other for
profit or non-profit institutions or
organizations.

Estimated Number of Respondents:
931,100

Estimated Time per Response: 0.982
hours

Estimated Total Annual Burden
Hours: 914,000

Estimated Total Annual Cost:
$26,515,140

Respondent’s Obligation: Mandatory.

Legal Authority: Title 13 U.S.C. 131
and 224.

IV. Request for Comments

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden
(including hours and cost) of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

Comments submitted in response to
this notice will be summarized and/or
included in the request for OMB
approval of this information collection;
they also will become a matter of public
record.

Dated: December 28, 2010.
Glenna Mickelson,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 2010-33172 Filed 1-3—11; 8:45 am]
BILLING CODE 3510-07-P
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DEPARTMENT OF COMMERCE
Bureau of Industry and Security

Information Systems Technical
Advisory Committee; Notice of
Partially Closed Meeting

The Information Systems Technical
Advisory Committee (ISTAC) will meet
on January 26 and 27, 2011, 9 a.m., at
the Space and Naval Warfare Systems
Center (SPAWAR), Building 33, Cloud
Room, 53560 Hull Street, San Diego,
California 92152. The Committee
advises the Office of the Assistant
Secretary for Export Administration on
technical questions that affect the level
of export controls applicable to
information systems equipment and
technology.

Wednesday, January 26

Open Session

1. Welcome and Introductions

2. Working Groups Reports

3. Intel Technology Roadmap

4. EDA Overview and Relation to
Category 3

5. Godson Microprocessor Project

6. Autonomous Vehicle Project

7. Cloud Computing, Technology and
Security Issues

Thursday, January 27
Closed Session

8. Discussion of matters determined to
be exempt from the provisions
relating to public meetings found in 5
U.S.C. app. 2 §§10(a)(1) and 10(a)(3).
The open session will be accessible

via teleconference to 20 participants on

a first come, first serve basis. To join the

conference, submit inquiries to Ms.

Yvette Springer at

Yspringer@bis.doc.gov, no later than

January 19, 2011.

A limited number of seats will be
available for the public session.
Reservations are not accepted. To the
extent time permits, members of the
public may present oral statements to
the Committee. The public may submit
written statements at any time before or
after the meeting. However, to facilitate
distribution of public presentation
materials to Committee members, the
Committee suggests that public
presentation materials or comments be
forwarded before the meeting to Ms.
Springer.

The Assistant Secretary for
Administration, with the concurrence of
the delegate of the General Counsel,
formally determined on December 14,
2010, pursuant to Section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. app. 2 §(10)(d))),

that the portion of the meeting
concerning trade secrets and
commercial or financial information
deemed privileged or confidential as
described in 5 U.S.C. 552b(c)(4) and the
portion of the meeting concerning
matters the disclosure of which would
be likely to frustrate significantly
implementation of an agency action as
described in 5 U.S.C. 552b(c)(9)(B) shall
be exempt from the provisions relating
to public meetings found in 5 U.S.C.
app. 2 §§10(a)(1) and 10(a)(3). The
remaining portions of the meeting will
be open to the public.

For more information, call Yvette
Springer at (202) 482—-2813.

Dated: December 29, 2010.
Yvette Springer,
Committee Liaison Officer.
[FR Doc. 2010-33220 Filed 1-3-11; 8:45 am]
BILLING CODE 3510-JT-P

DEPARTMENT OF COMMERCE
Bureau of Industry and Security

Sensors and Instrumentation
Technical Advisory Committee; Notice
of Partially Closed Meeting

The Sensors and Instrumentation
Technical Advisory Committee (SITAC)
will meet on January 25, 2011, 9:30
a.m., in the Herbert C. Hoover Building,
Room 3884, 14th Street between
Constitution and Pennsylvania
Avenues, NW., Washington, DC. The
Committee advises the Office of the
Assistant Secretary for Export
Administration on technical questions
that affect the level of export controls
applicable to sensors and
instrumentation equipment and
technology.

Agenda:

Public Session:

1. Welcome and Introductions.

2. Remarks from the Bureau of
Industry and Security Management.

3. Industry Presentations.

4. New Business.

Closed Session:

5. Discussion of matters determined to
be exempt from the provisions relating
to public meetings found in 5 U.S.C.
app. 2 §§10(a)(1) and 10(a)(3).

The open session will be accessible
via teleconference to 20 participants on
a first come, first serve basis. To join the
conference, submit inquiries to Ms.
Yvette Springer at
Yspringer@bis.doc.gov no later than
January 18, 2011.

A limited number of seats will be
available during the public session of
the meeting. Reservations are not

accepted. To the extent that time
permits, members of the public may
present oral statements to the
Committee. The public may submit
written statements at any time before or
after the meeting. However, to facilitate
distribution of public presentation
materials to the Committee members,
the Committee suggests that the
materials be forwarded before the
meeting to Ms. Springer.

The Assistant Secretary for
Administration, with the concurrence of
the General Counsel, formally
determined on December 14, 2010
pursuant to section 10(d) of the Federal
Advisory Committee Act, as amended (5
U.S.C. app. 2 §10(d)), that the portion
of this meeting dealing with pre-
decisional changes to the Commerce
Control List and U.S. export control
policies shall be exempt from the
provisions relating to public meetings
found in 5 U.S.C. app. 2 §§10(a)(1) and
10(a)(3). The remaining portions of the
meeting will be open to the public.

For more information contact Yvette
Springer on (202) 482—-2813.

Dated: December 29, 2010.

Yvette Springer,

Committee Liaison Officer.

[FR Doc. 2010-33222 Filed 1-3-11; 8:45 am|
BILLING CODE 3510-JT-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-570-967]

Aluminum Extrusions From the
People’s Republic of China: Notice of
Amended Preliminary Determination of
Sales at Less Than Fair Value

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce

DATES: Effective Date: January 4, 2011.
SUMMARY: The Department of Commerce
(“Department”) has determined that it
made certain significant ministerial
errors in the preliminary determination
of sales at less than fair value in the
antidumping duty investigation of
aluminum extrusions from the People’s
Republic of China (“PRC”) as described
below in the SUPPLEMENTARY
INFORMATION section of this notice. The
Department has corrected these errors
and has re-calculated the antidumping
duty margins for a mandatory
respondent and for exporters eligible for
a separate rate as shown below in the
“Amended Preliminary Determination”
section of this notice.

FOR FURTHER INFORMATION CONTACT: Paul
Stolz or Eugene Degnan, Import
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Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue, NW., Washington, DC 20230;
telephone: (202) 4824474, or 482—-0414,
respectively.

SUPPLEMENTARY INFORMATION:

On November 12, 2010, the
Department published its affirmative
preliminary determination in this
proceeding that aluminum extrusions
from the PRC are being, or are likely to
be, sold in the United States at less than
fair value, as provided by section 773 of
the Tariff Act of 1930, as amended (the
“Act”). See Aluminum Extrusions From
the People’s Republic of China: Notice
of Preliminary Determination of Sales at
Less Than Fair Value, and Preliminary
Determination of Targeted Dumping, 75
FR 69403 (November 12, 2010)
(“Preliminary Determination”).

On November 15, 2010, and
November 16, 2010, the Guang Ya
Aluminium Industries Co., Ltd., Foshan
Guangcheng Aluminium Co., Ltd., Kong
Ah International Company Limited, and
Guang Ya Aluminium Industries (Hong
Kong) Limited, (collectively, “Guang Ya
Group”) and Zhaoging New Zhongya
Aluminum Co., Ltd., Zhongya Shaped
Aluminium (HK) Holding Limited, and
Karlton Aluminum Company Ltd.
(collectively “New Zhongya”) submitted
timely ministerial error allegations with
respect to the Department’s Preliminary
Determination. Therefore, in accordance
to section 351.224(e) of the
Department’s regulations, we have made
changes, as discussed below, to the
Preliminary Determination.

Period of Investigation

The period of investigation (“POI”) is
July 1, 2009, through December 31,
2009. This period corresponds to the
two most recent fiscal quarters prior to
the month of the filing of the petition,
which was March 2009. See 19 CFR
351.204(b)(1).

Scope of Investigation

The merchandise covered by this
investigation is aluminum extrusions
which are shapes and forms, produced
by an extrusion process, made from
aluminum alloys having metallic
elements corresponding to the alloy
series designations published by The
Aluminum Association commencing
with the numbers 1, 3, and 6 (or
proprietary equivalents or other
certifying body equivalents).
Specifically, the subject merchandise
made from aluminum alloy with an
Aluminum Association series
designation commencing with the
number 1 contains not less than 99
percent aluminum by weight. The

subject merchandise made from
aluminum alloy with an Aluminum
Association series designation
commencing with the number 3
contains manganese as the major
alloying element, with manganese
accounting for not more than 3.0
percent of total materials by weight. The
subject merchandise made from an
aluminum alloy with an Aluminum
Association series designation
commencing with the number 6
contains magnesium and silicon as the
major alloying elements, with
magnesium accounting for at least 0.1
percent but not more than 2.0 percent of
total materials by weight, and silicon
accounting for at least 0.1 percent but
not more than 3.0 percent of total
materials by weight. The subject
aluminum extrusions are properly
identified by a four-digit alloy series
without either a decimal point or
leading letter. Illustrative examples from
among the approximately 160 registered
alloys that may characterize the subject
merchandise are as follows: 1350, 3003,
and 6060.

Aluminum extrusions are produced
and imported in a wide variety of
shapes and forms, including, but not
limited to, hollow profiles, other solid
profiles, pipes, tubes, bars, and rods.
Aluminum extrusions that are drawn
subsequent to extrusion (“drawn
aluminum”) are also included in the
scope.

Aluminum extrusions are produced
and imported with a variety of finishes
(both coatings and surface treatments),
and types of fabrication. The types of
coatings and treatments applied to
subject aluminum extrusions include,
but are not limited to, extrusions that
are mill finished (i.e., without any
coating or further finishing), brushed,
buffed, polished, anodized (including
bright-dip anodized), liquid painted, or
powder coated. Aluminum extrusions
may also be fabricated, i.e., prepared for
assembly. Such operations would
include, but are not limited to,
extrusions that are cut-to-length,
machined, drilled, punched, notched,
bent, stretched, knurled, swedged,
mitered, chamfered, threaded, and spun.
The subject merchandise includes
aluminum extrusions that are finished
(coated, painted, etc.), fabricated, or any
combination thereof.

Subject aluminum extrusions may be
described at the time of importation as
parts for final finished products that are
assembled after importation, including,
but not limited to, window frames, door
frames, solar panels, curtain walls, or
furniture. Such parts that otherwise
meet the definition of aluminum
extrusions are included in the scope.

The scope includes aluminum
extrusions that are attached (e.g., by
welding or fasteners) to form
subassemblies, i.e., partially assembled
merchandise.

Subject extrusions may be identified
with reference to their end use, such as
heat sinks, door thresholds, or carpet
trim. Such goods are subject
merchandise if they otherwise meet the
scope definition, regardless of whether
they are finished products and ready for
use at the time of importation.

The following aluminum extrusion
products are excluded: Aluminum
extrusions made from aluminum alloy
with an Aluminum Association series
designation commencing with the
number 2 and containing in excess of
1.5 percent copper by weight; aluminum
extrusions made from aluminum alloy
with an Aluminum Association series
designation commencing with the
number 5 and containing in excess of
1.0 percent magnesium by weight; and
aluminum extrusions made from
aluminum alloy with an Aluminum
Association series designation
commencing with the number 7 and
containing in excess of 2.0 percent zinc
by weight.

The scope also excludes finished
merchandise containing aluminum
extrusions as parts that are fully and
permanently assembled and completed
at the time of entry, such as finished
windows with glass, doors, picture
frames, and solar panels. The scope also
excludes finished goods containing
aluminum extrusions that are entered
unassembled in a “kit.” A kit is
understood to mean a packaged
combination of parts that contains, at
the time of importation, all of the
necessary parts to fully assemble a final
finished good.

The scope also excludes aluminum
alloy sheet or plates produced by other
than the extrusion process, such as
aluminum products produced by a
method of casting. Cast aluminum
products are properly identified by four
digits with a decimal point between the
third and fourth digit. A letter may also
precede the four digits. The following
Aluminum Association designations are
representative of aluminum alloys for
casting: 208.0, 295.0, 308.0, 355.0,
(C355.0, 356.0, A356.0, A357.0, 360.0,
366.0, 380.0, A380.0, 413.0, 443.0,
514.0, 518.1, and 712.0. The scope also
excludes pure, unwrought aluminum in
any form.

The scope also excludes collapsible
tubular containers composed of metallic
elements corresponding to alloy code
1080A as designated by the Aluminum
Association where the tubular container
(excluding the nozzle) meets each of the
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following dimensional characteristics:
(1) Length of 37 mm or 62 mm, (2) outer
diameter of 11.0 mm or 12.7 mm, and
(3) wall thickness not exceeding 0.13
mm.

Imports of the subject merchandise
are provided for under the following
categories of the Harmonized Tariff
Schedule of the United States (“HTS”):
7604.21.0000, 7604.29.1000,
7604.29.3010, 7604.29.3050,
7604.29.5030, 7604.29.5060,
7608.20.0030, and 7608.20.0090. The
subject merchandise entered as parts of
other aluminum products may be
classifiable under the following
additional Chapter 76 subheadings:
7610.10, 7610.90, 7615.19, 7615.20, and
7616.99 as well as under other HTS
chapters. While HTS subheadings are
provided for convenience and customs
purposes, the written description of the
scope in this proceeding is dispositive.

Significant Ministerial Error

Ministerial errors are defined in
section 735(e) of the Act as “errors in
addition, subtraction, or other
arithmetic function, clerical errors
resulting from inaccurate copying,
duplication, or the like, and any other
type of unintentional error which the
administering authority considers
ministerial.” Section 351.224(e) of the
Department’s regulations provides that
the Department “will analyze any
comments received and, if appropriate,
correct any significant ministerial error
by amending the preliminary
determination * * *.” See 19 CFR
361.224(e). A significant ministerial
error is defined as a ministerial error,
the correction of which, either singly or
in combination with other errors, would
result in (1) a change of at least five
absolute percentage points in, but not
less than 25 percent of, the weighted-
average dumping margin calculated in
the original (erroneous) preliminary
determination, or (2) a difference
between a weighted-average dumping
margin of zero (or de minimis) and a
weighted-average dumping margin of
greater than de minimis or vice versa.
See 19 CFR 351.224(g).

In accordance with 19 CFR 351.224(e)
and (g)(1), the Department is amending
the preliminary determination of sales
at less than fair value in the
antidumping duty investigation of
aluminum extrusions from the PRC to
reflect the correction of significant
ministerial errors it made in the margin
calculations regarding the mandatory
respondent in this investigation Guang
Ya Group, New Zhongya, and Xinya
Aluminum & Stainless Steel Product

Co., Ltd. (“Xinya”) 1 (collectively “Guang
Ya Group/New Zhongya/Xinya”).

Ministerial-Error Allegation

The Guang Ya Group

The Guang Ya Group argues that the
Department erred by inadvertently
applying an incorrect ratio for the
Guang Ya Group’s U.S. indirect selling
expense in the SAS margin calculation
program by coding the decimal point in
the wrong place. The Department
agrees, and finds that this error qualifies
as a ministerial error in accordance with
section 735(e) of the Act. Moreover, the
Department determines that correcting
this error would result in a change of at
least five absolute percentage points in,
but not less than 25 percent of, the
weighted-average dumping margin
calculated in the original (erroneous)
preliminary determination, and thus has
corrected the error.

New Zhongya

New Zhongya argues that the
Department committed a ministerial
error by failing to correct respondent’s
database reporting errors relating to (1)
certain movement expenses, and (2) the
“packing-paper” consumption factor of
production.

With respect to New Zhongya’s
assertion that the Department
committed a ministerial error by failing
to correct certain incorrectly reported
movement expenses, the Department
disagrees.

While the Department corrected
several database reporting errors
committed by New Zhongya and the
Guang Ya Group for purposes of the
Preliminary Determination,? the
Department was not able to identify all
of their errors, nor should it be expected
to. It is the responsibility of respondents
to provide complete and accurate
information and data to the Department;
however, in this case, the errors in
question are reporting errors made by
the respondent, not ministerial errors
made by the Department. Accordingly,
the Department finds that New Zhongya
and the Guang Ya Group’s database
reporting errors relating to certain

1This entity is also known as New Asia
Aluminum & Stainless Steel Product Co., Ltd.

2 See October 27, 2010, memorandum from Paul
Stolz, Senior International Trade Compliance
Analyst, to Eugene Degnan, Program Manager,
regarding the Preliminary Determination Analysis
Memorandum for Guang Ya Aluminium Industries
Co., Ltd., Foshan Guangcheng Aluminium Co., Ltd.,
Kong Ah International Company Limited, and
Guang Ya Aluminium Industries (Hong Kong)
Limited, (collectively, “GYG”) and (2) Zhaogqing
New Zhongya Aluminum Co., Ltd., Zhongya
Shaped Aluminium (HK) Holding Limited
(collectively “NZ”) and (3) Xinya Aluminum &
Stainless Steel Product Co., Ltd. (“Xinya”).

movement expenses do not constitute
ministerial errors by the Department
pursuant to section 735(e) of the Act,
and thus has not corrected respondents’
reporting errors for this amended
preliminary determination.

With respect to New Zhongya’s
assertion that the Department
committed a ministerial error by failing
to correct Guang Ya Group/New
Zhongya’s database reporting error for
the “packing-paper” consumption factor
of production (“FOP”), the Department
also disagrees. Specifically, Guang Ya
Group/New Zhongya erred in reporting
its consumption of “packing-paper” in
the consolidated FOP databases by
inadvertently failing to convert the
reporting basis from kilograms per
metric ton to kilograms per kilogram,
but indicating in the database that it had
made this conversion which resulted in
applying inconsistent units of measure
for the consumption of the “packing-
paper” input. While Guang Ya Group/
New Zhongya neglected to convert the
units of measure relating to “packing-
paper,” it did correctly convert, and
report, the units of measure for other
factors of production when
consolidating their FOP databases.
Therefore, the Department finds that
this constitutes a reporting error by
respondent, not a ministerial error by
the Department pursuant to section
735(e) of the Act, and thus has not
corrected respondents’ reporting error
for this amended preliminary
determination.

Additional Ministerial Error

Additionally, in reviewing the
antidumping duty margin calculations
in light of the ministerial error
allegations raised by parties in this
investigation, the Department has
identified an error committed by the
Department regarding the calculation of
the surrogate value for labor that
constitutes a ministerial error pursuant
to section 735(e) of the Act.

In applying the procedures discussed
in the Factors of Production
memorandum issued concurrently with
the Preliminary Determination, the
Department erred in identifying the
significant producers of comparable
merchandise. The Department
committed a ministerial error when
downloading the Global Trade Atlas
(“GTA”) export data by inadvertently (1)
selecting data from years 2008 through
2010, and (2) limiting the data to
exports from January to August, which
resulted in an incomplete and
inapplicable dataset because the export
list (e.g., 2010) post-dates the instant
POL. In identifying whether a country is
a significant producer of comparable
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merchandise, it is the Department’s
practice to rely on annualized GTA
export data based on the three years
leading up to the end of the relevant
POI, (in this case that should be 2007
through 2009).

Therefore, for this amended
preliminary determination, the
Department has corrected the
ministerial error and recalculated the
surrogate labor rate. For the revised
labor rate calculation, see Investigation
of Certain Aluminum Extrusions from
the People’s Republic of China: Petition
Rate recalculation, at Attachment I. For
further discussion of the ministerial
error allegations and the Department’s
positions, see the “Ministerial Error
Memorandum, Aluminum Extrusions
from the People’s Republic of China,
Preliminary Determination of Sales at
Less Than Fair Value,” dated December
21, 2010; see also Appendix I for a list
of the ministerial error allegations.

Recalculated Initiation Margins

As aresult of correcting the
ministerial errors discussed above, the
Department has revised the overall
antidumping duty rate for the
mandatory respondent to a rate that falls
below the initiation margins. While the
Department normally does not
recalculate the petition rates, the
initiation margins were calculated using
the Department’s regression analysis as
a basis for the labor surrogate value, and
the regulation regarding that analysis
was invalidated by the Court of Appeals
for the Federal Circuit in Dorbest IV.3
Therefore, in light of the Federal Circuit
decision, the Department has adjusted
the Petition rates using the revised
surrogate value for labor discussed
above, resulting in adjusted Petition
rates ranging from 32.44 to 33.18
percent.*

Corroboration

As a result of correcting the
ministerial errors discussed above, and
the subsequent revision of the
antidumping duty rate for the

3 See Dorbest Ltd. v. United States, 604 F.3d 1363,
1372 (CAFC 2010) (“Dorbest IV”).

4 See Id. See also December 21, 2010, Ministerial
Error Memorandum, Aluminum Extrusions from
the People’s Republic of China, Preliminary
Determination of Sales at Less Than Fair Value, at
Issue 4; and December 21, 2010, Memorandum to
the File, regarding Investigation of Certain
Aluminum Extrusions from the People’s Republic
of China: Petition Rate recalculation.

mandatory respondent to a rate below
the adjusted initiation margin, the
Department has determined to use the
highest adjusted petition rate when
applying adverse facts available
(“AFA”).5 Section 776(c) of the Act
provides that, when the Department
relies on secondary information rather
than on information obtained in the
course of an investigation as FA, it
must, to the extent practicable,
corroborate that information from
independent sources reasonably at its
disposal. Secondary information is
described as “information derived from
the petition that gave rise to the
investigation or review, the final
determination concerning the subject
merchandise, or any previous review
under section 751 concerning the
merchandise subject to this
investigation.” ¢ To “corroborate” means
that the Department will satisfy itself
that the secondary information to be
used has probative value. Independent
sources used to corroborate may
include, for example, published price
lists, official import statistics and
customs data, and information obtained
from interested parties during the
particular investigation. To corroborate
secondary information, the Department
will, to the extent practicable, examine
the reliability and relevance of the
information used.”

To corroborate the AFA margin that
we have selected, we compared this
margin to the transaction-specific
margins we found for the cooperating
mandatory respondents. We found that
the margin of 33.18 percent has
probative value because it is in the
range of the transaction-specific margins

5 See December 10, 2010, Memorandum to the
File, regarding Investigation of Certain Aluminum
Extrusions from the People’s Republic of China:
Petition Rate recalculation.

6 See “Statement of Administrative Action”
accompanying the URAA, H.R. Rep. No. 103-316,
vol. 1, at 870 (1994) (“SAA”).

7 See Tapered Roller Bearings and Parts Thereof,
Finished and Unfinished, From Japan, and Tapered
Roller Bearings, Four Inches or Less in Outside
Diameter, and Components Thereof, From Japan;
Preliminary Results of Antidumping Duty
Administrative Reviews and Partial Termination of
Administrative Reviews, 61 FR 57391, 57392
(November 6, 1996), and unchanged in Tapered
Roller Bearings and Parts Thereof, Finished and
Unfinished, From Japan; and Tapered Roller
Bearings, Four Inches or Less in Outside Diameter,
and Components Thereof, From Japan; Final
Results of Antidumping Duty Administrative
Reviews and Termination in Part, 62 FR 11825
(March 13, 1997).

that we found for Guang Ya Group/New
Zhongya/Xinya during the period of
investigation. See Amended Preliminary
Determination Analysis Memorandum
dated concurrently with this notice.
Accordingly, we find this rate is reliable
and relevant, considering the record
information, and thus, has probative
value. See Amended Preliminary
Determination Analysis Memorandum
dated concurrently with this notice.

Given that numerous PRC-wide
entities did not respond to the
Department’s requests for information in
this investigation, the Department
concludes that the updated petition rate
of 33.18 percent, as total AFA for the
PRC-wide entity, is sufficiently adverse
to prevent these respondents from
benefitting from their lack of
cooperation. See SAA at 870.
Accordingly, we find that the rate of
33.18 percent is corroborated to the
extent practicable within the meaning of
section 776(c) of the Act.

Consequently, we are applying 33.18
percent as the single antidumping rate
to the PRC-wide entity. The PRC-wide
rate applies to all entries of the
merchandise under investigation except
for entries from Guang Ya Group/New
Zhongya/Xinya and the separate rate
applicants, listed below, receiving a
separate rate.

Amended Preliminary Determination

We are publishing this amended
preliminary determination pursuant to
19 CFR 351.224(e). As a result of this
amended preliminary determination, we
have revised the antidumping rate for
Guang Ya Group/New Zhongya/Xinya.
In addition, we have revised the
separate rate based on Guang Ya Group/
New Zhongya/Xinya’s revised dumping
margin. Because Guang Ya Group/New
Zhongya/Xinya’s revised dumping
margin is lower than the Petition rate,
we have also revised the PRC-wide
entity rate. The margin for the
companies granted separate-rate status
must also be revised because the margin
for those companies was derived from
the Guang Ya Group/New Zhongya/
Xinya margin.

As a result of our correction of
significant ministerial errors in the
Preliminary Determination, we have
determined that the following weighted-
average dumping margins apply:
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Weighted-
Exporter Producer average
margin
Guang Ya Aluminium Industries Co., Ltd; Foshan Guangcheng | Guang Ya Aluminium Industries Co., Ltd; Foshan 32.04
Aluminium Co., Ltd; Kong Ah International Company Limited; Guangcheng Aluminium Co., Ltd; Kong Ah International
Guang Ya Aluminium Industries (Hong Kong) Limited; Company Limited; Guang Ya Aluminium Industries (Hong
Zhaoqging New Zhongya Aluminum Co., Ltd; Zhongya Kong) Limited; Zhaoging New Zhongya Aluminum Co., Ltd;
Shaped Aluminium (HK) Holding Limited; Karlton Aluminum Zhongya Shaped Aluminium (HK) Holding Limited; Karlton
Company Ltd; Xinya Aluminum & Stainless Steel Product Aluminum Company Ltd; Xinya Aluminum & Stainless Steel
Co., Ltd (A.K.A. New Asia Aluminum & Stainless Steel Prod- Product Co., Ltd (A.K.A. New Asia Aluminum & Stainless
uct Co., Ltd). Steel Product Co., Ltd).
Alnan Aluminium Co., Ltd .....cccoooiiiiieecee e Alnan Aluminium Co., Ltd ....cccovieiieeccee e 32.04
Changshu Changsheng Aluminium Products Co., Ltd ... Changshu Changsheng Aluminium Products Co., Ltd . 32.04
China Square Industrial Limited .........ccccocviviniiiieninnns Zhaoqing China Square Industry Limited .........c.cccooerviicnienncne 32.04
Cosco (J.M) Aluminium Co., Ltd ......coceiriieiiiiiiiceceeeeeen Cosco (J.M) Aluminium Co., Ltd; Jiangmen Qunxing Hardware 32.04
Diecasting Co., Ltd.
First Union Property Limited .........cccccooiiiiiniiiiieiccec e Top-Wok Metal Co., Ltd .....cooceiiiiiiiiiieieeeeeeeeeeeeee e 32.04
Foshan Jinlan Non-ferrous Metal Product Co.; Ltd . Foshan Jinlan Aluminium Co.; Ltd 32.04
Foshan Sanshui Fenglu Aluminium Co., Ltd ........cccccooviiinieenne Foshan Sanshui Fenglu Aluminium Co., Ltd ........cccccoeviiininnn. 32.04
Guangdong Hao Mei Aluminium Co., Ltd ......ccccovvieiinicnennene. Guangdong Hao Mei Aluminium Co., Ltd ......ccccvieririciineenne. 32.04
Guangdong Weiye Aluminium Factory Co., Ltd ... Guangdong Weiye Aluminium Factory Co., Ltd . 32.04
Guangdong Xingfa Aluminium Co., Ltd ................ Guangdong Xingfa Aluminium Co., Ltd .............. 32.04
Hanwood Enterprises Limited ...........cccccooiviiiiiiniiiiiceiee Pingguo Aluminium Company Limited ...........ccccoviiiiiiinnnn. 32.04
Honsense Development COMPaNY .......ccccovevverereeneneeneneennens Kanal Precision Aluminium Product Co., Ltd .......cccccoevvevrnnenne. 32.04
Innovative Aluminium (Hong Kong) Limited Taishan Golden Gain Aluminium Products Limited 32.04
Jiangyin Trust International Inc ................... Jiangyin Xinhong Doors and Windows Co., Ltd .........ccccceeeenene 32.04
JMA (HK) Company Limited .........ccccoeiiiiiiiiiiiicieceeees Guangdong Jianmei Aluminum Profile Company Limited; 32.04
Foshan JMA Aluminium Company Limited.
Kam Kiu Aluminium Products Sdn Bhd ..........cccceeevciiiiieeeeeens Tai Shan City Kam Kiu Aluminium Extrusion Co., Ltd .............. 32.04
Longkou Donghai Trade Co., Ltd Shandong Nanshan Aluminum Co., Ltd 32.04
Ningbo Yili Import and Export Co., Ltd .......ccccoevviviiiiniiiieeeee Zhejiang Aniji Xinxiang Aluminum Co., Ltd ......cccocoviiiiniiiiiiens 32.04
North China Aluminum Co., Ltd .......ccooeeiiiie e, North China Aluminum Co., Ltd .......cccceeiiiieeeeeeeeeee e, 32.04
PanAsia Aluminium (China) Limited PanAsia Aluminium (China) Limited ... 32.04
Pingguo Asia Aluminum Co., Ltd ... Pingguo Asia Aluminum Co., Ltd ........... 32.04
Popular Plastics Co., Ltd .......ccccooiiiiiiiiiiiee e Hoi Tat Plastic Mould & Metal Factory 32.04
Press Metal International Ltd ..........cccocceiiiiiiiiiiiii s Press Metal International Ltd ..........cccooceiiiiiiiiiiiie 32.04
Shenyang Yuanda Aluminium Industry Engineering Co. Ltd ..... Zhaoging Asia Aluminum Factory Company Limited; Guang 32.04
Ya Aluminum Industries Co., Ltd.
Tai-Ao Aluminium (Taishan) Co., Ltd ........cccceriiiiiiiiiiiiiiees Tai-Ao Aluminium (Taishan) Co., Ltd .......cccccevieiiiiiiinieiiees 32.04
Tianjin Ruixin Electric Heat Transmission Technology Co., Ltd | Tianjin Ruixin Electric Heat Transmission Technology Co., Ltd 32.04
USA Worldwide Door Components (Pinghu) Co., Ltd; World- | USA Worldwide Door Components (Pinghu) Co., Ltd .............. 32.04
wide Door Components (Pinghu) Co.
Zhejiang Yongkang Listar Aluminium Industry Co., Ltd ............. Zhejiang Yongkang Listar Aluminium Industry Co., Ltd ............ 32.04
Zhongshan Gold Mountain Aluminium Factory Ltd .........c.cccceeue Zhongshan Gold Mountain Aluminium Factory Ltd ................... 32.04
PROC-WIAE ENHY ...eeiiiieieieiicieie et eeeseeie | obeeseesesseeee st ete s et et e saeemeesae e s e e bt es e e beeseeeeeseeeenaeeneesaeentesneeneesneeneenne 33.18

The collection of bonds or cash
deposits and suspension of liquidation
will be revised accordingly and parties
will be notified of this determination, in
accordance with section 733(d) and (f)
of the Act.

International Trade Commission
Notification

In accordance with section 733(f) of
the Act, we have notified the
International Trade Commission (“ITC”)
of our amended preliminary
determination. If our final
determination is affirmative, the ITC
will determine before the later of 120
days after the date of the preliminary
determination or 45 days after our final
determination whether the domestic
industry in the United States is
materially injured, or threatened with
material injury, by reason of imports, or
sales (or the likelihood of sales) for
importation, of the subject merchandise.

This determination is issued and
published in accordance with sections
733(f) and 777(i)(1) of the Act and 19
CFR 351.224(e).

Dated: December 21, 2010.
Christian Marsh,

Acting Deputy Assistant Secretary for Import
Administration.

Appendix I

Issue 1: Whether the Department used
an incorrect indirect selling expense
ratio in the SAS programming (Guang
Ya Group)

Issue 2: Whether the Department should
correct errors made by New Zhongya
with respect to its reported
USINSURU and INSURU expenses

Issue 3: Whether the Department used
the correct surrogate value for packing
paper (PAPER1)

Issue 4: Recalculation of the surrogate
value for labor

[FR Doc. 2010-32867 Filed 1-3—11; 8:45 am]

BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration
[A-427-801]

Ball Bearings and Parts Thereof From
France: Partial Rescission of
Antidumping Duty Administrative
Review

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

SUMMARY: In response to requests from
interested parties, the Department of
Commerce (the Department) initiated an
administrative review of the
antidumping duty order on ball bearings
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and parts thereof from France. The
period of review is May 1, 2009, through
April 30, 2010. The Department is
rescinding this review in part.

DATES: Effective Date: January 4, 2011.

FOR FURTHER INFORMATION CONTACT:
Dustin Ross or Richard Rimlinger, AD/
CVD Operations, Office 5, Import
Administration, International Trade
Administration, U.S. Department of
Commerce, 14th Street and Constitution
Avenue, NW., Washington, DC 20230;
telephone: (202) 482—0747 or (202) 482—
4477, respectively.

SUPPLEMENTARY INFORMATION:
Background

On June 30, 2010, based on requests
from interested parties, we initiated an
administrative review of the
antidumping duty order on ball bearings
and parts thereof from France in
accordance with section 751(a) of the
Tariff Act of 1930, as amended (the Act),
and 19 CFR 351.221(c)(1)(i). See
Initiation of Antidumping and
Countervailing Duty Administrative
Reviews and Requests for Revocation in
Part, 75 FR 37759 (June 30, 2010).

Rescission of Review in Part

In accordance with 19 CFR
351.213(d)(1), the Department will
rescind an administrative review in part
“if a party that requested a review
withdraws the request within 90 days of
the date of the publication of notice of
initiation of the requested review.”
Subsequent to the initiation of this
review, we received a timely
withdrawal of the request for review we
had received from the petitioner for
Turbomeca S.A.

Because there are no other requests
for review of Turbomeca S.A., we are
rescinding the review with respect to
Turbomeca S.A. in accordance with 19
CFR 351.213(d)(1). We will instruct U.S.
Customs and Border Protection (CBP) to
liquidate entries not still subject to the
ongoing review at the rate required at
the time of entry. See 19 CFR
351.212(c)(1).

The Department intends to issue
appropriate assessment instructions to
CBP 15 days after publication of this
notice.

Notification

This notice serves as a final reminder
to importers of their responsibility
under 19 CFR 351.402(f) to file a
certificate regarding the reimbursement
of antidumping duties prior to
liquidation of the relevant entries
during this review period. Failure to
comply with this requirement could
result in the Department’s presumption

that reimbursement of antidumping
duties occurred and the subsequent
assessment of doubled antidumping
duties.

This notice is published in
accordance with section 777(i)(1) of the
Act and 19 CFR 351.213(d)(4).

Dated: December 21, 2010.
Christian Marsh,

Deputy Assistant Secretary for Antidumping
and Countervailing Duty Operations.

[FR Doc. 2010-33227 Filed 1-3-11; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

Proposed Information Collection;
Comment Request; Billfish Tagging
Report Card

AGENCY: National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Notice.

SUMMARY: 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
take this opportunity to comment on
proposed and/or continuing information
collections, as required by the
Paperwork Reduction Act of 1995.
DATES: Written comments must be
submitted on or before March 7, 2011.
ADDRESSES: Direct all written comments
to Diana Hynek, Departmental
Paperwork Clearance Officer,
Department of Commerce, Room 6616,
14th and Constitution Avenue, NW.,
Washington, DC 20230 (or via the
Internet at dHynek@doc.gov).

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of the information collection
instrument and instructions should be
directed to James Wraith, (858) 546—
7087 or james.wraith@noaa.gov.

SUPPLEMENTARY INFORMATION:
I. Abstract

This request is for a renewal of a
currently approved information
collection. The National Oceanic and
Atmospheric Administration’s
Southwest Fisheries Science Center
operates a billfish tagging program.
Tagging supplies are provided to
volunteer anglers. When anglers catch
and release a tagged fish they submit a
brief report on the fish and the location
of the tagging. The information obtained
is used in conjunction with tag returns

to determine billfish migration patterns,
mortality rates, and similar information
useful in the management of the billfish
fisheries. This program is authorized
under 16 U.S.C. 760(e), Study of
migratory game fish; waters; research;
purpose.

II. Method of Collection

Information is submitted by mail, via
a paper form the size of a postcard.

II. Data

OMB Control Number: 0648—0009.
Form Number: NOAA Form 88-162.

Type of Review: Regular submission
(renewal of a currently approved
collection).

Affected Public: Individuals or
households.

Estimated Number of Respondents:
1,000.

Estimated Time per Response: 5
minutes.

Estimated Total Annual Burden
Hours: 83.

Estimated Total Annual Cost to
Public: $0.

IV. Request for Comments

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden
(including hours and cost) of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

Comments submitted in response to
this notice will be summarized and/or
included in the request for OMB
approval of this information collection;
they also will become a matter of public
record.

Dated: December 28, 2010.

Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.
[FR Doc. 2010-33166 Filed 1-3-11; 8:45 am]

BILLING CODE 3510-22-P
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

Proposed Information Collection;
Comment Request; Reporting
Requirements for the Ocean Salmon
Fishery Off the Coasts of Washington,
Oregon, and California

AGENCY: National Oceanic and
Atmospheric Administration (NOAA),
DOC.

ACTION: Notice.

SUMMARY: 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
take this opportunity to comment on
proposed and/or continuing information
collections, as required by the
Paperwork Reduction Act of 1995.
DATES: Written comments must be
submitted on or before March 7, 2011.
ADDRESSES: Direct all written comments
to Diana Hynek, Departmental
Paperwork Clearance Officer,
Department of Commerce, Room 66186,
14th and Constitution Avenue, NW.,
Washington, DC 20230 (or via the
Internet at dHynek@doc.gov).

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of the information collection
instrument and instructions should be
directed to Peggy Busby, (206) 526—4323
or Peggy.Busby@noaa.gov.
SUPPLEMENTARY INFORMATION:

1. Abstract

Based on the management regime
specified each year, designated
regulatory areas in the commercial
ocean salmon fishery off the coasts of
Washington, Oregon, and California
may be managed by numerical quotas.
To accurately assess catches relative to
quota attainment during the fishing
season, catch data by regulatory area
must be collected in a timely manner.
The requirements to land salmon within
specific time frames and in specific
areas may be implemented in the
preseason regulations to aid in timely
and accurate catch accounting for a
regulatory area. State landing systems
normally gather the data at the time of
landing. If unsafe weather conditions or
mechanical problems prevent
compliance with landing requirements,
fishermen need an alternative to allow
for a safe response. Fishermen would be
exempt from landing requirements if the
appropriate notifications are made to
provide the name of the vessel, the port
where delivery will be made, the

approximate amount of salmon (by
species) on board, and the estimated
time of arrival.

I1. Method of Collection

Notifications are made via at-sea radio
or cellular phone transmissions.

II1. Data

OMB Control Number: 0648—0433.

Form Number: None.

Type of Review: Regular submission.

Affected Public: Business or other for-
profit organizations.

Estimated Number of Respondents:
40.

Estimated Time Per Response: 15
minutes.

Estimated Total Annual Burden
Hours: 10.

Estimated Total Annual Cost to
Public: $0.

IV. Request for Comments

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden
(including hours and cost) of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

Comments submitted in response to
this notice will be summarized and/or
included in the request for OMB
approval of this information collection;
they also will become a matter of public
record.

Dated: December 28, 2010.

Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 2010-33165 Filed 1-3—11; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648-XA122

Marine Mammals; File No. 14330

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

ACTION: Notice; receipt of application for
permit amendment.

SUMMARY: Notice is hereby given that
the Aleut Community of St. Paul Island,
Tribal Government, Ecosystem
Conservation Office, St. Paul Island, AK,
has applied for an amendment to
Scientific Research Permit No. 14330.
DATES: Written, telefaxed, or e-mail
comments must be received on or before
February 3, 2011.

ADDRESSES: The application and related
documents are available for review by
selecting “Records Open for Public
Comment” from the Features box on the
Applications and Permits for Protected
Species home page, https://
apps.nmfs.noaa.gov, and then selecting
File No. 14330 from the list of available
applications.

These documents are also available
upon written request or by appointment
in the following office(s):

Permits, Conservation and Education
Division, Office of Protected Resources,
NMFS, 1315 East-West Highway, Room
13705, Silver Spring, MD 20910; phone
(301) 713-2289; fax (301) 713—0376; and

Alaska Region, NMFS, P.O. Box
21668, Juneau, AK 99802—-1668; phone
(907) 586-7221; fax (907) 586-7249.

Written comments on this application
should be submitted to the Chief,
Permits, Conservation and Education
Division, at the address listed above.
Comments may also be submitted by
facsimile to (301) 713-0376, or by e-
mail to NMFS.Pr1Comments@noaa.gov.
Please include the File No. in the
subject line of the email comment.

Those individuals requesting a public
hearing should submit a written request
to the Chief, Permits, Conservation and
Education Division at the address listed
above. The request should set forth the
specific reasons why a hearing on this
application would be appropriate.

FOR FURTHER INFORMATION CONTACT:
Tammy Adams or Amy Sloan, (301)
713-2289.

SUPPLEMENTARY INFORMATION: The
subject amendment to Permit No. 14330
is requested under the authority of the
Marine Mammal Protection Act of 1972,
as amended (16 U.S.C. 1361 et seq.), the
regulations governing the taking and
importing of marine mammals (50 CFR
part 216), the Endangered Species Act of
1973, as amended (16 U.S.C. 1531 et
seq.), and the regulations governing the
taking, importing, and exporting of
endangered and threatened species (50
CFR parts 222-226).

Permit No. 14330, issued on August
17, 2009 (74 FR 44822), authorizes the
permit holder to conduct activities to
fulfill their Biosampling,
Disentanglement, and Island Sentinel
program responsibilities as established
under the co-management agreement
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between NMFS and the Aleut
Communities. The permit authorizes
incidental disturbance of northern fur
seals (Callorhinus ursinus) on St. Paul
Island, Alaska, during (1)
disentanglement events, (2) the
collection of biological samples from
dead stranded and subsistence hunted
marine mammals, and (3) haulout and
rookery observations, monitoring, and
remote camera maintenance. Samples
may be exported to researchers studying
the decline of northern fur seals. Steller
sea lions (Eumetopias jubatus) and
harbor seals (Phoca vitulina) may be
disturbed during the course of these
activities. The permit also authorizes
research-related mortality of northern
fur seals.

The permit holder is requesting the
permit be amended to include
authorization for harassment of
additional Steller sea lions and harbor
seals on St. Paul, St. George, Otter, and
Walrus Islands, and Sea Lion Rock, all
of the Pribilof Island group in the Bering
Sea. The request is to annually harass
the following during collection of scat
samples to be used for characterizing
the diet of marine mammals in the
region: 100 adult female Steller sea
lions, 500 adult male Steller sea lions,
1400 juvenile male Steller sea lions, 100
male and female Steller sea lion pups,
100 adult female harbor seals, 100 adult
male harbor seals, 100 male and female
juvenile harbor seals, and 100 male and
female harbor seal pups. The
amendment would be valid for the
duration of the permit, which expires on
August 31, 2014.

In compliance with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321 et seq.), an initial
determination has been made that the
activities proposed are consistent with
the Preferred Alternative in the Final
Programmatic Environmental Impact
Statement (PEIS) for Steller Sea Lion
and Northern Fur Seal Research (NMFS
2007), and that issuance of the permit
amendment would not have a
significant adverse impact on the
human environment.

As established under the Preferred
Alternative, NMFS proposes to
authorize annual cumulative research-
related mortality (under this permit in
combination with any others for
research on Steller sea lions) of up to 15
percent of the Potential Biological
Removal levels for each stock. These
annual allowances would include
observed and unobserved mortalities,
and be calculated based on the nature of
the research. The numbers of research-
related mortalities permitted for this
amendment may be higher or lower than
those requested by the applicant, based

on NMFS calculations using the
methods outlined in the PEIS.

Concurrent with the publication of
this notice in the Federal Register,
NMFS is forwarding copies of this
application to the Marine Mammal
Commission and its Committee of
Scientific Advisors.

Dated: December 28, 2010.
P. Michael Payne,

Chief, Permits, Conservation and Education
Division, Office of Protected Resources,
National Marine Fisheries Service.

[FR Doc. 2010-33225 Filed 1-3-11; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

RIN 0648-XA093

Takes of Marine Mammals Incidental to
Specified Activities; Taking Marine
Mammals Incidental to Polar Bear
Captures

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

ACTION: Notice; proposed incidental
harassment authorization; request for
comments.

SUMMARY: NMFS has received an
application from the U.S. Fish and
Wildlife Service (USFWS) for an
Incidental Harassment Authorization
(IHA) to take marine mammals, by
harassment, incidental to a capture-
recapture program of polar bears in the
U.S. Chukchi Sea. Pursuant to the
Marine Mammal Protection Act
(MMPA), NMFS is requesting comments
on its proposal to issue an IHA to the
USFWS to take, by Level B harassment
only, two species of marine mammals
during the specified activity.

DATES: Comments and information must
be received no later than February 3,
2011.

ADDRESSES: Comments on the
application should be addressed to
Michael Payne, Chief, Permits,
Conservation and Education Division,
Office of Protected Resources, National
Marine Fisheries Service, 1315 East
West Highway, Silver Spring, MD
20910. The mailbox address for
providing e-mail comments is
ITP.Nachman@noaa.gov. NMFS is not
responsible for e-mail comments sent to
addresses other than the one provided
here. Comments sent via e-mail,
including all attachments, must not
exceed a 10 megabyte file size.

Instructions: All comments received
are a part of the public record and will
generally be posted to http://
www.nmfs.noaa.gov/pr/permits/
incidental .htm 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.

A copy of the application used in this
document may be obtained by writing to
the address specified above, telephoning
the contact listed below (see FOR
FURTHER INFORMATION CONTACT), or
visiting the Internet at: http://
www.nmfs.noaa.gov/pr/permits/
incidental.htm. Documents cited in this
notice may also be viewed, by
appointment, during regular business
hours, at the aforementioned address.
FOR FURTHER INFORMATION CONTACT:
Candace Nachman, Office of Protected
Resources, NMFS, (301) 713—-2289, ext
156.

SUPPLEMENTARY INFORMATION:

Background

Sections 101(a)(5)(A) and (D) of the
MMPA (16 U.S.C. 1361 et seq.) direct
the Secretary of Commerce to allow,
upon request, the incidental, but not
intentional, taking of small numbers of
marine mammals by U.S. citizens who
engage in a specified activity (other than
commercial fishing) within a specified
geographical region if certain findings
are made and either regulations are
issued or, if the taking is limited to
harassment, a notice of a proposed
authorization is provided to the public
for review.

Authorization for incidental takings
shall be granted if NMFS finds that the
taking will have a negligible impact on
the species or stock(s), will not have an
unmitigable adverse impact on the
availability of the species or stock(s) for
subsistence uses (where relevant), and if
the permissible methods of taking and
requirements pertaining to the
mitigation, monitoring and reporting of
such takings are set forth. NMFS has
defined “negligible impact” in 50 CFR
216.103 as “* * * an impact resulting
from the specified activity that cannot
be reasonably expected to, and is not
reasonably likely to, adversely affect the
species or stock through effects on
annual rates of recruitment or survival.”

Section 101(a)(5)(D) of the MMPA
established an expedited process by
which citizens of the U.S. can apply for
an authorization to incidentally take
small numbers of marine mammals by
harassment. Section 101(a)(5)(D)


http://www.nmfs.noaa.gov/pr/permits/incidental.htm
http://www.nmfs.noaa.gov/pr/permits/incidental.htm
http://www.nmfs.noaa.gov/pr/permits/incidental.htm
http://www.nmfs.noaa.gov/pr/permits/incidental.htm
http://www.nmfs.noaa.gov/pr/permits/incidental.htm
http://www.nmfs.noaa.gov/pr/permits/incidental.htm
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establishes a 45-day time limit for
NMFS review of an application
followed by a 30-day public notice and
comment period on any proposed
authorizations for the incidental
harassment of marine mammals. Within
45-days of the close of the comment
period, NMFS must either issue or deny
the authorization.

Except with respect to certain
activities not pertinent here, the MMPA
defines “harassment” as:

any act of pursuit, torment, or annoyance
which (i) has the potential to injure a marine
mammal or marine mammal stock in the wild
[“Level A harassment”]; or (ii) has the
potential to disturb a marine mammal or
marine mammal stock in the wild by causing
disruption of behavioral patterns, including,
but not limited to, migration, breathing,
nursing, breeding, feeding, or sheltering
[“Level B harassment”].

Summary of Request

NMEF'S received an application on
November 4, 2010, from the USFWS for
the taking, by harassment, of marine
mammals incidental to a capture-
recapture program of polar bears in the
U.S. Chukchi Sea. NMFS reviewed the
USFWS’ application and identified a
number of issues requiring further
clarification. After addressing comments
from NMFS, the USFWS modified its
application and submitted a revised
application on November 16, 2010. The
November 16, 2010, application is the
one available for public comment (see
ADDRESSES) and considered by NMFS
for this proposed IHA.

In response to the need for
information on the Chukchi-Bering Seas
polar bear population, the USFWS
initiated a capture-based research
program starting in 2008 on the sea ice
off the Chukchi Sea coastline. Captures
occur on the sea ice up to 100 mi (161
km) offshore of the Alaskan coastline
between Shishmaref and Cape Lisburne
(see Figure 1 in the USFWS’
application). Take of ice seals may occur
when the helicopter flies over the seals
hauled out on the ice. The USFWS has
requested to take ringed and bearded
seals by Level B harassment only.

Description of the Specified Activity

In 2008, the USFWS started a capture-
recapture program of polar bears in the
Chukchi-Bering Seas to begin to obtain
information on bear health, body
condition, movement patterns, habitat
use, and demography. This work was
initiated in response to the need for
information to inform management
(particularly the setting of harvest
quotas) under the U.S.-Russia treaty that
was implemented in 2008, identify
appropriate mitigation for oil and gas

exploration activities in the Chukchi
Sea lease sale area, and the need to
better monitor this population due to
the listing of polar bears as “threatened”
under the Endangered Species Act
(ESA). To date there has never been an
estimate of the size or status (e.g.
increasing, decreasing, or stable) of this
population, and minimal research has
been conducted to understand the
population’s status or response to
declining sea ice habitat. Estimates of
human-caused removal for this polar
bear population are high (100-200/yr in
Russia and 30/yr in the U.S.), and sea
ice loss has occurred at one of the
highest rates in the circumpolar arctic.
There is concern over the current status
of this population due to these threats.

Each spring, the USFWS conducts a
6—8 week period of polar bear captures
on the sea ice off the U.S. Chukchi Sea
coastline. A fixed wing and a Bell 206
Long-ranger helicopter are flown 300 ft
(91.4 m) above the sea ice to track and
locate polar bears for capture. The
flyover area to locate polar bears
includes ice seal habitat, and ice seals
are frequently encountered hauled out
on the sea ice at breathing holes or
cracks. To capture polar bears, the
aircraft flies immediately over the target
bear for several minutes to administer a
dart. Capture locations are carefully
chosen for the safety of the bear and
never include areas where ice seals
occur. However, during flights to locate
bears for capture at least some of the ice
seals that are encountered exhibit
behavioral responses. Responses can
include looking up at the aircraft and/
or entering the crack or breathing hole
at which they are hauled out.
Encounters may be with the same
individuals repeatedly or may represent
different individuals. With the
exception of habitats near the USFWS’
base location on the coast, flights rarely
occur repeatedly over the same areas.
The USFWS monitor the prior week’s
tracklogs to ensure that they continue to
search new habitat each day, which
likely results in few individuals being
disturbed repeatedly during the course
of the proposed activities.

Polar bear capture operations will
occur daily, as weather permits,
between mid-March and the first week
of May 2011. The period of validity of
the proposed IHA will be until the end
of May 2011 (to allow for some
flexibility in case of bad weather or
other unforeseen delays). During a
typical capture season over the past 3
years, this has resulted in 28-30 flight
days and less than 200 flight hours per
season. Captures occur on the sea ice up
to 100 mi (161 km) offshore of the
Alaskan coastline between Shishmaref

and Cape Lisburne. Figure 1 in the
USFWS’ application depicts the flight
paths for the 2009 and 2010 seasons.
These overflights at altitudes of
approximately 300 ft (91.4 m) over sea
ice where seals are hauled out may
result in the Level B harassment of
ringed and bearded seals.

Description of Marine Mammals in the
Area of the Specified Activity

The Chukchi Sea supports a diverse
assemblage of marine mammals,
including: Bowhead, gray, beluga, killer,
minke, humpback, and fin whales;
harbor porpoise; ringed, ribbon, spotted,
and bearded seals; narwhals; polar
bears; and walruses. However, during
the time period of the USFWS’ proposed
activity, none of the cetacean species are
anticipated to be in the proposed project
area. Additionally, ribbon and spotted
seals are not anticipated to be found in
the proposed project area. These species
tend to range further south in the Bering
Sea and Bristol Bay during the March to
May timeframe proposed for activity by
the USFWS. During the last 3 years of
flights for this polar bear capture
program, the USFWS has not seen any
ribbon or spotted seals. Because these
two species and the cetacean species
mentioned here are not found in the
Chukchi Sea during this time of year,
they are not considered further in this
proposed IHA notice. The polar bear
and walrus are managed by the USFWS
and are not considered further in this
proposed IHA notice.

Ringed and bearded seals are the two
species likely to be encountered during
the proposed activity. On December 10,
2010, NMFS published a notice of
proposed threatened status for
subspecies of the ringed seal (75 FR
77476) and a notice of proposed
threatened and not warranted status for
subspecies and distinct population
segments of the bearded seal (75 FR
77496) in the Federal Register. Neither
species is considered depleted under
the MMPA.

Ringed seals are circumpolar and are
found in all seasonally ice covered seas
of the Northern Hemisphere, as well as
in certain freshwater lakes. The ringed
seal has been divided into several
subspecies. The one most likely to occur
in the proposed project area is the
Arctic subspecies (Phoca hispida
hispida). They range throughout the
Arctic Basin and southward into
adjacent seas, including the southern
Bering Sea. Throughout most of its
range, Arctic ringed seals do not come
ashore but rather use sea ice as a
substrate for resting, pupping, and
molting. Pups normally are born in
subnivean lairs (snow caves) on the sea
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ice in late winter to early spring.
Subnivean lairs provide refuge from air
temperatures too low for survival of
ringed seal pups. Lairs also conceal
ringed seals from predators, an
advantage especially important to the
small pups that start life with minimal
tolerance for immersion in cold water.
When forced to flee into the water to
avoid predators, the pups that survive
depend on the subnivean lairs to
subsequently warm themselves. Ringed
seal movements during the subnivean
period typically are quite limited,
especially where ice cover is extensive.
In much of the Arctic, pupping occurs
in late March through April, but the
timing varies with latitude. Ringed seals
in the Bering and Chukchi seas typically
molt from mid-May to early July.
Although a reliable minimum
population estimate is not currently
available for the Alaska stock of ringed
seals because current reliable estimates
of abundance are not available, Allen
and Angliss (2010) note a population of
approximately 249,000 individuals
when the results from Frost et al. (2002)
and Bengtson et al. (2005) are
combined.

Bearded seals have a circumpolar
distribution south of 85° N. latitude,
extending south into the southern
Bering Sea in the Pacific and into
Hudson Bay and southern Labrador in
the Atlantic. Bearded seals also occur in
the Sea of Okhotsk south to the northern
Sea of Japan. Two subspecies of bearded
seals are recognized: Erignathus
barbatus nauticus inhabiting the Pacific
sector, and Erignathus barbatus
barbatus often described as inhabiting
the Atlantic sector (Rice, 1998).
Throughout most of their range, adult
bearded seals are seldom found on land.
Bearded seals are closely associated
with sea ice, particularly during the
critical life history periods related to
reproduction and molting, and they can
be found in a broad range of different
ice types. The whelping season for
bearded seals in the Bering and Chukchi
Seas appears to occur between March
and May with a peak in April. There is
currently no reliable minimum
population estimate of the Alaska stock
of bearded seals because current reliable
estimates of abundance are not available
(Allen and Angliss, 2010). However,
estimates from the 1970s and 1980s of
the Bering-Chukchi population of
bearded seals range from 250,000 to
300,000 (Popov, 1976 cited in Allen and
Angliss, 2010; Burns, 1981 cited in
Allen and Angliss, 2010).

Information on the status,
distribution, seasonal distribution, and
abundance of ringed and bearded seals
can be found in the NMFS Stock

Assessment Reports (SARs) and the
recently completed status reviews of the
ringed and bearded seals. The 2009 and
2010 Draft Alaska SARs are available on
the Internet at: http://
www.nmfs.noaa.gov/pr/pdfs/sars/
ak2009.pdf and http://
www.nmfs.noaa.gov/pr/pdfs/sars/
ak2010_draft.pdf, respectively. The
ringed seal status review report by Kelly
et al. (2010) can be found on the Internet
at: http://alaskafisheries.noaa.gov/
protectedresources/seals/ice/ringed/
statusreview10.pdf. The bearded seal
status review report by Cameron et al.
(2010) can be found on the Internet at:
http://alaskafisheries.noaa.gov/
protectedresources/seals/ice/bearded/
statusreview10.pdf.

Potential Effects of the Specified
Activity on Marine Mammals

Potential effects to marine mammals
could involve both acoustic and non-
acoustic effects. It is uncertain if the
seals react to the sound of the helicopter
or to its physical presence flying
overhead. Pinnipeds are able to hear
both in-water and in-air sounds.
However, they have significantly
different hearing capabilities in the two
media. For this proposed activity, only
in-air hearing capabilities will be
potentially impacted. The functional
hearing range for pinnipeds in-air is 75
Hz to 30 kHz (Southall et al., 2007).
Richardson et al. (1995) note that
dominant tones in noise spectra from
both helicopters and fixed-wing aircraft
are generally below 500 Hz. Kastak and
Schustermann (1995) state that the in-
air hearing sensitivity is less than the in-
water hearing sensitivity for pinnipeds.
In-air hearing sensitivity deteriorates as
frequency decreases below 2 kHz, and
generally pinnipeds appear to be
considerably less sensitive to airborne
sounds below 10 kHz than humans.
There is a dearth of information on
acoustic effects of helicopter overflights
on pinniped hearing and
communication (Richardson et al.,
1995) and to NMFS’ knowledge, there
has been no specific documentation of
temporary threshold shift (TTS), let
alone permanent threshold shift (PTS),
in free-ranging pinnipeds exposed to
helicopter operations during realistic
field conditions.

Typical reactions of hauled out
pinnipeds to aircraft that have been
observed include looking up at the
aircraft, moving on the ice or land,
entering a breathing hole or crack in the
ice, or entering the water. Both ringed
and bearded seals hauled out on the ice
have been observed diving into the
water when approached by a low-flying
aircraft or helicopter (Burns and Harbo,

1972, cited in Richardson et al., 1995;
Burns and Frost, 1979, cited in
Richardson et al., 1995). Several of these
reactions have been observed by
USFWS scientists that have participated
in this proposed study in past years.
Richardson et al. (1995) note that
responses can vary based on differences
in aircraft type, altitude, and flight
pattern. Additionally, a study
conducted by Born et al. (199