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Presidential Documents

Title 3—

The President

[FR Doc. 06-6643
Filed 7-31-06; 8:45 am]
Billing code 3195-01-P

Proclamation 8038 of July 27, 2006

50th Anniversary of Our National Motto, “In God We Trust,”
2006

By the President of the United States of America

A Proclamation

On the 50th anniversary of our national motto, “In God We Trust,” we
reflect on these words that guide millions of Americans, recognize the bless-
ings of the Creator, and offer our thanks for His great gift of liberty.

From its earliest days, the United States has been a Nation of faith. During
the War of 1812, as the morning light revealed that the battle-torn American
flag still flew above Fort McHenry, Francis Scott Key penned, “And this
be our motto: ‘In God is our trust!” ” His poem became our National Anthem,
reminding generations of Americans to ‘“Praise the Power that hath made
and preserved us a nation.” On July 30, 1956, President Dwight Eisenhower
signed the law officially establishing “In God We Trust” as our national
motto.

Today, our country stands strong as a beacon of religious freedom. Our
citizens, whatever their faith or background, worship freely and millions
answer the universal call to love their neighbor and serve a cause greater
than self.

As we commemorate the 50th anniversary of our national motto and remem-
ber with thanksgiving God’s mercies throughout our history, we recognize
a divine plan that stands above all human plans and continue to seek
His will.

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States
of America, do hereby proclaim July 30, 2006, as the 50th Anniversary
of our National Motto, “In God We Trust.” I call upon the people of the
United States to observe this day with appropriate programs, ceremonies,
and activities.

IN WITNESS WHEREOQOF, I have hereunto set my hand this twenty-seventh
day of July, in the year of our Lord two thousand six, and of the Independence
of the United States of America the two hundred and thirty-first.

~ /
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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.

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 1001

RIN 3206 AJ69

OPM Employee Responsibilities and
Conduct

AGENCY: Office of Personnel
Management.

ACTION: Final rule.

SUMMARY: The Office of Personnel
Management (OPM) is issuing a plain
language rewrite of its regulations
regarding the standards that govern
OPM employee responsibilities and
conduct as part of a review of certain
OPM regulations. The purpose of the
revisions is to make the regulations
more readable.

DATES: Effective Date: August 31, 2006.

FOR FURTHER INFORMATION CONTACT:
Wade Plunkett, by telephone at 202—
606—1700; by FAX at 202—-606—0082; or
by e-mail at wmplunke@opm.gov.

SUPPLEMENTARY INFORMATION: OPM is
revising part 1001, which deals with
OPM employee responsibilities and
conduct, as part of a review of certain
OPM regulations for plain language
purposes. On November 20, 2002, OPM
issued a proposed rule (67 FR 70029).
Since no comments were received, we
are publishing the proposed rule as final
with one minor clarifying modification.
The purpose of this revision to part
1001 is not to make substantive changes,
but rather to make part 1001 more
readable, and to convert the regulation
to a question-and-answer format.

Regulatory Flexibility Act

I certify that these regulations will not
have a significant economic impact on
a substantial number of small entities
because they will affect only Federal
employees.

E.O. 12866, Regulatory Review

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

List of Subjects in 5 CFR Part 1001

Conflict of interests.

Office of Personnel Management.
Linda M. Springer,
Director.

m Accordingly, OPM is revising
subchapter C consisting of part 1001 as
follows:

Subchapter C—Regulations Governing
Employees of the Office of Personnel
Management

PART 1001—OPM EMPLOYEE
RESPONSIBILITIES AND CONDUCT

Sec.

1001.101 In addition to this part, what
other rules of conduct apply to Office of
Personnel Management employees?

1001.102 What are the Privacy Act rules of
conduct?

Authority: 5 U.S.C. 552a, 7301.

PART 1001—OPM EMPLOYEE
RESPONSIBILITIES AND CONDUCT

§1001.101 In addition to this part, what
other rules of conduct apply to Office of
Personnel Management employees?

In addition to the regulations
contained in this part, employees of the
Office of Personnel Management should
refer to:

(a) The Executive Branch Financial
Disclosure, Qualified Trusts, and
Certificates of Divestiture regulations at
5 CFR part 2634;

(b) The Standards of Ethical Conduct
for Employees of the Executive Branch
at 5 CFR part 2635;

(c) The Limitations on Outside Earned
Income, Employment and Affiliations
for Certain Noncareer Employees
regulations at 5 CFR part 2636;

(d) Regulations Concerning Post
Employment Conflict of Interest at 5
CFR part 2637;

(e) Post-employment Conflict of
Interest Restrictions regulations at 5
CFR part 2641;

(f) The Supplemental Standards of
Ethical Conduct for Employees of the
Office of Personnel Management at 5
CFR part 4501;

(g) The Employee Responsibilities and
Conduct regulations at 5 CFR part 735;

(h) The restrictions upon use of
political referrals in employment
matters at 5 U.S.C. 3303.

§1001.102 What are the Privacy Act rules
of conduct?

(a) An employee shall avoid any
action that results in the appearance of
using public office to collect or gain
access to personal data about
individuals beyond that required by or
authorized for the performance of
duties.

(b) An employee shall not use any
personal data about individuals for any
purpose other than as is required and
authorized in the performance of
assigned duties. An employee shall not
disclose any such information to other
agencies or persons not expressly
authorized to receive or have access to
such information. An employee shall
make any authorized disclosures in
accordance with established regulations
and procedures.

(c) Each employee who has access to
or is engaged in any way in the handling
of information subject to the Privacy
Act, 5 U.S.C. 5524, shall be familiar
with the regulations of this subsection
as well as the pertinent provisions of the
Privacy Act relating to the treatment of
such information.

[FR Doc. E6-12370 Filed 7—31-06; 8:45 am]
BILLING CODE 6325-48—P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 301

[Docket No. APHIS-2006—-0114]

RIN 0579-AC07

Citrus Canker; Quarantine of the State
of Florida

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule and request for
comments.

SUMMARY: We are amending the citrus
canker regulations to list the entire State
of Florida as a quarantined area for
citrus canker and to amend the
requirements for the movement of
regulated articles from Florida now that
the eradication of citrus canker in
Florida is no longer being carried out as
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an objective. We are also amending the
regulations to allow regulated articles
that would not otherwise be eligible for
interstate movement to be moved to a
port for immediate export. These
changes are necessary in light of the
Department’s determination that the
established eradication program was no
longer a scientifically feasible option to
address citrus canker.

DATES: This interim rule is effective
August 1, 2006. We will consider all
comments that we receive on or before
October 2, 2006.

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

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and, in the
lower “‘Search Regulations and Federal
Actions” box, select “Animal and Plant
Health Inspection Service” from the
agency drop-down menu, then click on
“Submit.” In the Docket ID column,
select APHIS—2006-0114 to submit or
view public comments and to view
supporting and related materials
available electronically. Information on
using Regulations.gov, including
instructions for accessing documents,
submitting comments, and viewing the
docket after the close of the comment
period, is available through the site’s
“User Tips” link.

e Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. APHIS-2006-0114,
Regulatory Analysis and Development,
PPD, APHIS, Station 3A—03.8, 4700
River Road Unit 118, Riverdale, MD
20737-1238. Please state that your
comment refers to Docket No. APHIS—
2006-0114.

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

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

FOR FURTHER INFORMATION CONTACT: Mr.
Stephen Poe, Senior Operations Officer,
EDP, PPQ, APHIS, 4700 River Road Unit
137, Riverdale, MD 20737-1231; (301)
734-4387.

SUPPLEMENTARY INFORMATION:

Background

Citrus canker is a plant disease that
affects plants and plant parts, including
fresh fruit, of citrus and citrus relatives
(Family Rutaceae). Citrus canker can
cause defoliation and other serious
damage to the leaves and twigs of
susceptible plants. It can also cause
lesions on the fruit of infected plants,
which render the fruit unmarketable,
and cause infected fruit to drop from the
trees before reaching maturity. The
aggressive A (Asiatic) strain of citrus
canker can infect susceptible plants
rapidly and lead to extensive economic
losses in commercial citrus-producing
areas.

The regulations to prevent the
interstate spread of citrus canker are
contained in §§ 301.75-1 through
301.75-14 of “Subpart—Citrus Canker”
in Title 7 of the Code of Federal
Regulations. These regulations restrict
the interstate movement of regulated
articles from and through areas
quarantined because of citrus canker
and provide conditions under which
regulated fruit may be moved into,
through, and from quarantined areas for
packing. These regulations are
promulgated pursuant to the Plant
Protection Act (7 U.S.C. 7701 et seq.).

The regulations in §§ 301.75-15
through 301.75-17 of “Subpart—Citrus
Canker” provide for the payment of
compensation for losses due to citrus
canker eradication activities under
certain conditions. For commercial
citrus groves, § 301.75—15 addresses
compensation for commercial citrus
trees and § 301.75—16 focuses on
compensation for the recovery of lost
production income. For citrus nurseries,
§301.75-17 addresses compensation for
certified nursery stock. These
compensation regulations were
promulgated to implement several
appropriations statutes enacted
beginning in 2000.

The regulations governing the
movement of regulated articles were
first promulgated in 1984, at a time
when citrus canker had very limited
distribution within Florida. Although
the regulations have been amended
several times since then, the approach
of the regulations has remained the
same, i.e. to quarantine those areas
where the disease was found and
promote eradication efforts while
allowing the normal movement of
regulated fruit and other articles from
those areas where the disease was not
present.

The exceptionally active hurricane
seasons in 2004 and 2005 were
devastating to the citrus canker
eradication program. Recent surveys

show that citrus canker has become so
widespread within Florida that
approximately 75 percent of commercial
groves in the State are now located
within 5 miles of a location where the
disease has been detected, which is well
within the range that the disease could
be spread by future hurricanes or other
tropical storms. With a significant
portion of the commercial citrus acreage
in the State now either infected with
citrus canker or at high risk of becoming
infected, it became apparent that it
would no longer be possible to identify
and quarantine infected citrus acreage
quickly enough to prevent further
spread of the disease. Because of this
situation, on January 10, 2006, the U.S.
Department of Agriculture (USDA)
announced that it had determined that
the established eradication program was
no longer a scientifically feasible option
to address citrus canker.

In response to the widespread
establishment of citrus canker in
Florida, as well as other challenges to
the citrus industry, key stakeholders in
citrus protection and production
discussed various options from which
came the concept of a Citrus Health
Response Program. This approach
concentrates on the development and
implementation of minimum standards
for citrus inspection, regulatory
oversight, disease management and
education and training.

At the same time, there is an
immediate need to amend the
regulations pertaining to citrus canker.
The regulations currently include
certain provisions that are necessary for
the regulatory program when
eradication is its goal but, in the case of
Florida, they are no longer appropriate
as the program shifts its efforts to
enabling the commercial citrus industry
to produce, harvest, process, and ship
healthy fruit in the presence of citrus
canker. Our specific amendments are
described in the following paragraphs.
One result of these changes is that fruit
produced in Florida is no longer eligible
for movement into commercial citrus-
producing areas listed in § 301.75-5.

The regulations in § 301.75—4(a) have
listed portions of 12 Florida counties as
quarantined areas. Because eradication
is no longer being pursued in Florida,
the level of survey activity has dropped
below the level necessary to maintain
accurate and up-to-date quarantine
boundaries. Therefore, we are amending
§ 301.75—4(a) by removing the
individual quarantined area
descriptions and replacing them with an
entry designating the entire State of
Florida as a quarantined area for citrus
canker.
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Paragraph (d) of § 310.75—4 spells out
the conditions that must be met in order
for less than an entire State to be
designated as a quarantined area. With
our designation of the entire State of
Florida as a quarantined area for citrus
canker, those conditions will no longer
apply to the movement of fruit and
other regulated articles within that
State. However, given that quarantining
less than an entire State is compatible
with an eradication-focused regulatory
program, we will retain the provisions
of § 301.75—-4(d) so that they will be
available in the future if needed (e.g., in
the event that circumstances change in
Florida again or citrus canker appears in
another commercial citrus-producing
State). As noted previously, the
regulations have also included certain
other provisions that were necessary for
the regulatory program when
eradication was its goal; in this
document, we have taken those
provisions out of the requirements that
generally apply to quarantined areas
and have moved them into § 301.75—
4(d) so that they, like the other
provisions of that paragraph, will be
available in the future if needed.

Specifically, the regulations in
§ 301.75-6 spell out the conditions that
must be met in order for any regulated
articles to be moved interstate from a
quarantined area. Paragraph (a)(1) of
that section has required that every
regulated plant and regulated tree,
except indoor houseplants and
regulated plants and regulated trees at
nurseries, be inspected for citrus canker
at least once a year, between May 1 and
December 31. In addition, paragraph
(a)(2) of that section has required that
every regulated plant and regulated tree
at every nursery containing regulated
plants or regulated trees in the
quarantined area be inspected for citrus
canker by an inspector at intervals of no
more than 45 days. This level of
inspection is necessary for a regulatory
program focused on eradication but it is
no longer appropriate in all cases given
the current circumstances. Therefore,
we are moving those requirements from
§301.75-6 to § 301.75—4(d).

Similarly, we are moving paragraph
(c) of § 301.75—6, which requires a State
issued order of destruction and
compliance with that order, within 45
days, of regulated plants or regulated
trees found to be infected, to § 301.75—
4(d). Tree removal is a necessary
component of an eradication program,
but may not be appropriate in every case
under the current circumstances.

Paragraph (b) of § 301.75-6 requires
that all vehicles, equipment, and other
articles used in providing inspection,
maintenance, harvesting, or related

services in any grove containing
regulated plants or regulated trees, or in
providing landscaping or lawn care
services on any premises containing
regulated plants or regulated trees, must
be treated upon leaving a grove or
premises in a quarantined area, as must
all personnel who provide those
services. We believe it is appropriate to
continue to require the treatment of
equipment and personnel involved in
inspection, maintenance, harvesting,
and related activities in all groves, so we
will retain those provisions in § 301.75—
6. However, we believe the
requirements regarding landscaping
services are necessary for a regulatory
program focused on eradication, but it is
no longer appropriate in all cases given
the current circumstances, so we are
moving those specific provisions to
§301.75-4(d).

Section 301.75-7 spells out the
requirements that must be met in order
for regulated fruit to be moved from a
quarantined area. Paragraph (a)(2) of
that section requires that the grove
producing the regulated fruit must have
been free of citrus canker for the
previous 2 years, and that any exposed
plants in the grove at high risk for
developing citrus canker have been
destroyed. The paragraph also describes
the circumstances under which the
exposed plants would be considered to
be at high risk for developing citrus
canker. These provisions are necessary
for a regulatory program focused on
eradication but are no longer
appropriate in all cases given the
current circumstances. Therefore, we
are moving them to § 301.75—4(d).

The regulations in §§ 301.75-6 and
301.75-7 refer in several places to
inspections conducted on foot or by
walking through the grove. In this
document, we have removed those
references in order to allow inspections
to be conducted by other means, such as
by motorized 4-wheel drive vehicles.
Surveys conducted while walking could
still be conducted. Quality evaluations
have shown that inspection by
motorized 4-wheel drive vehicles is as
accurate in detecting citrus canker as
inspections by walking.

As stated above, one result of
quarantining the entire State of Florida
is that fruit produced in that State is no
longer eligible for movement into
commercial citrus-producing areas
listed in § 301.75-5. In order to make
this clear, we are adding a requirement
to §301.75-7(a)(5) that boxes or other
containers in which the fruit is
packaged must be clearly marked with
the statement “Not for distribution in
AZ, CA, HI, LA, TX, and American
Samoa, Guam, Northern Mariana

Islands, Puerto Rico, and Virgin Islands
of the United States.”

In addition to the changes described
above, we are also adding provisions to
§ 301.75-7 that will allow regulated
fruit that is not otherwise eligible for
movement in the United States to be
moved interstate from Florida directly
to a port for export. The regulated fruit
will have to be accompanied by a
limited permit issued in accordance
with §301.75-12 and moved in a
container sealed by APHIS directly to
the port of export in accordance with
the conditions of the limited permit.

Similarly, we have added provisions
to § 301.75-6 to allow regulated plants
produced in a nursery located in a
quarantined area that do not meet the
conditions for movement in § 301.75—
6(a) to be moved interstate for
immediate export. The regulated plants
must be accompanied by a limited
permit issued in accordance with
§301.75-12 and must be moved in a
container sealed by APHIS directly to
the port of export in accordance with
the conditions of the limited permit.

These provisions are necessary to
provide regulatory relief to growers,
packers, and others who are adversely
affected by new and existing restrictions
on the movement of citrus due to citrus
canker, while still continuing to protect
against the spread of citrus canker to
noninfested areas of the United States.

Immediate Action

Immediate action is necessary to
quarantine the entire State of Florida
because citrus canker has become
widespread in the State and eradication
is no longer scientifically feasible.
Immediate action is also warranted to
amend certain requirements that are no
longer applicable now that the
eradication of citrus canker in Florida is
no longer being undertaken as an
objective and to provide for the
movement of regulated fruit from
Florida to certain ports for immediate
export. Under these circumstances, the
Administrator has determined that prior
notice and opportunity for public
comment are contrary to the public
interest and that there is good cause
under 5 U.S.C. 553 for making this
action effective less than 30 days after
publication in the Federal Register.

We will consider comments we
receive during the comment period for
this interim rule (see DATES above).
After the comment period closes, we
will publish another document in the
Federal Register. The document will
include a discussion of any comments
we receive and any amendments we are
making to the rule.
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Executive Order 12866 and Regulatory
Flexibility Act

This rule has been reviewed under
Executive Order 12866. The rule has
been determined to be significant for the
purposes of Executive Order 12866 and,
therefore, has been reviewed by the
Office of Management and Budget.

This interim rule amends the citrus
canker regulations to list the entire State
of Florida as a quarantined area and to
amend the requirements for the
movement of regulated articles from
Florida now that the eradication of
citrus canker in Florida is no longer
being carried out as an objective. This
interim rule also amends the regulations
to allow regulated articles that would
not otherwise be eligible for interstate
movement to be moved to a port for
immediate export. These changes are
necessary in light of the Department’s
determination that the established
eradication program was no longer a
scientifically feasible option to address
citrus canker.

For this rule, we have prepared an
economic analysis. The economic
analysis provides a cost-benefit analysis
as required by Executive Order 12866
and includes an initial regulatory
flexibility analysis examining the
potential economic effects of this rule
on small entities, as required under 5
U.S.C. 603. The economic analysis is
summarized below. Copies of the full
analysis are available on the
Regulations.gov Web site (see
ADDRESSES above for instructions for
accessing Regulations.gov) and may be
obtained from the person listed under
FOR FURTHER INFORMATION CONTACT.

Section 301.75-5 of the regulations
lists the designated commercial citrus-
producing areas as American Samoa,
Arizona, California, Florida, Guam,
Hawaii, Louisiana, the Northern
Mariana Islands, Puerto Rico, Texas,
and the U.S. Virgin Islands. Of these 11
citrus-producing U.S. States and
territories, only five States received
fresh citrus shipments from Florida
during the 2003-04 and 2004—05
seasons: Arizona, California, Florida,
Louisiana, and Texas. In the economic
analysis, U.S. citrus-producing areas
other than Florida are referred to as
other citrus-producing States.

The overall objective of this interim
rule is to prevent the spread of citrus
canker to other citrus-producing States,
effectively mitigating the costs
associated with control or eradication of
the disease and compensation of citrus
producers for loss of trees and income.
The likely results of the rule will be
positive net benefits. Citrus produced in
California, Texas, Arizona, and

Louisiana is largely intended for the
fresh market. These States would risk a
reduction in the production of fruit
intended for the fresh market with the
establishment of citrus canker due to
lesions on the fruit resulting from citrus
canker infestation. In addition, citrus
producers in these States could face
increased costs of production, and
producers and packers would be subject
to the same trade requirements of other
countries as Florida citrus producers
and packers. Additional inspections for
citrus canker in these States would
result in increased public costs. Costs
forgone by preventing the introduction
of citrus canker to other citrus-
producing States are expected to
outweigh costs of the statewide
quarantine for Florida’s citrus industry.

U.S. Citrus Production

The major citrus varieties produced in
Florida are early, mid, and late season
orange varieties, red and white seedless
grapefruit, navels, early tangerines,
honey tangerines, temples, and tangelos.
Although approximately 89 percent of
all Florida citrus is processed,
utilization of production is highly
dependent upon the variety.
Approximately 95 percent of all Florida
orange production is intended for the
processing sector, whereas nearly 75
percent of Florida tangerine production
is utilized on the fresh market. During
the 2004-05 season, nearly 58 percent of
Florida grapefruit production was
utilized on the fresh market. During
previous seasons, approximately 40
percent had been sold as fresh fruit,
suggesting that Florida grapefruit
normally intended for the processing
sector was diverted to the fresh market
in response to the post-hurricane higher
prices.

The major citrus varieties produced in
California are navel and Valencia
oranges, grapefruit, tangerines, and
lemons. Approximately 78 percent of
California citrus was utilized on the
fresh market during the 2004-05 season.
Over 79 percent of all oranges produced
in California in the 2004—05 season
were produced for the fresh market.
Additionally, almost 90 percent of
grapefruit, 86 percent of tangerines, and
71 percent of lemons were produced for
the fresh market. Clearly, production in
California is primarily for the fresh
market.

The citrus varieties produced in Texas
during the 2004—05 season were
grapefruit, Valencia oranges, and
midseason oranges. Fresh production
accounted for approximately 52 percent
of total production. Valencia and
midseason orange production was
destined primarily for the fresh market,

accounting for 70 percent of total
production. However, grapefruit
production was mainly destined for the
processed market, with 47 percent
utilized on the fresh market.

Arizona produces Valencia and navel
oranges, grapefruit, tangerines, and
lemons. Approximately 62 percent of
Arizona citrus was utilized on the fresh
market during the 2004-05 season. Of
this, approximately 77 percent of
oranges were produced for the fresh
market. All grapefruit produced in
Arizona during the 2004-05 season, 81
percent of tangerine production, and 55
percent of lemon production went to the
fresh market.

Total and domestic shipments of
Florida fresh citrus declined in the
2004-05 season from the previous
season by 42 percent and 29 percent,
respectively. Fresh grapefruit had the
largest share of total shipments of fresh
Florida citrus including exports, while
oranges accounted for the State’s largest
share of total domestic shipments.

Approximately 5.7 percent of Florida
domestic fresh fruit shipments (nearly 4
percent, including exports) were
transported to other citrus-producing
States during the 2004—05 season.
California received approximately 3
percent of total Florida fresh citrus
shipments during the 2004—05 season.
Shipments of tangerines and tangelos to
other citrus-producing States
represented about 14 percent of
Florida’s domestic shipments, a much
higher percentage than for grapefruit
(less than 2 percent) or oranges and
temples (4.3 percent).

Florida’s Loss of Access to Other Citrus-
Producing States

Florida’s loss of market access to
other citrus-producing States is
expected to affect the citrus industries
in Florida and in these other States. We
use a partial equilibrium model to
compute expected impacts on Florida as
a result of the State-wide quarantine.
For the other citrus-producing States,
we qualitatively assess likely impacts
using available statistics because
baseline and shipment data are not
available.

Expected Effects for Florida

Baseline data for Florida as a
domestic fresh citrus supplier are
shown in table 1, for the three categories
of citrus analyzed. Demand is modeled
as Florida’s consumption of fresh citrus
produced within the State. It is based on
2004-05 fresh citrus shipments within
Florida. Supply is modeled as Florida’s
production of fresh citrus for the 2004—
05 season, as reported in the 2004-05
Florida Citrus Summary. Grower price
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is the fresh on-tree price for Florida

citrus, by variety, also reported in the
2004-05 Florida Citrus Summary.

TABLE 1.—BASELINE DEMAND, SUPPLY AND PRICES FOR FLORIDA FRESH CITRUS, BY VARIETY 1

; Oranges and Tangerines and
Grapefruit temples tangelos
DEMANA (KG) +erereriteieeiieie ettt sttt ettt e e sh e e e ne 14,783,800 36,250,800 18,161,650
Supply (KG) -eeoveeeenne 286,026,000 309,916,800 163,201,800
Grower price ($/kg) $0.51 $0.17 $0.35

1“Florida Fresh Citrus Shipments 2004—05 Annual Report,” Economic and Market Research Department, Florida Department of Citrus, Sep-
tember 2005. and “Citrus Summary 2004—-05,” Florida Agricultural Statistic Service, USDA, NASS, Florida Field Office.
Note: Demand represents Florida consumption of its own production. Supply represents Florida’s total production.

Based on annual data, the economic
impacts and welfare effects of the
interim rule are summarized in table 2
for the loss of market access of Florida
fresh citrus shipments to other citrus-
producing States. For each of the three
categories of fresh citrus, the decrease in
shipments because of the interim rule
(loss of markets in the other citrus-
producing States) will cause price

declines. Florida production will fall
and Florida consumption will rise in
response to the lower prices.

For fresh grapefruit, the estimated
producer welfare losses are estimated at
$1.8 million, while consumer welfare
gains are expected to reach nearly
$93,000, yielding a net welfare loss of
about $1.7 million. For fresh oranges
and temples, producer losses are

estimated at $2.8 million, while
consumer surplus gains are expected to
reach approximately $336,000, for a net
welfare loss of about $2.5 million. For
fresh tangerines and tangelos, producer
losses are estimated at $8.2 million,
while consumer surplus gains are
expected to reach $1.2 million, and net
welfare losses are estimated at $7.1
million.

TABLE 2.—ESTIMATED ECONOMIC EFFECTS OF A DECLINE IN FLORIDA FRESH CITRUS SHIPMENTS EQUIVALENT TO THE
QUANTITIES SHIPPED TO OTHER CITRUS-PRODUCING STATES IN THE 2004—05 SEASON

: Oranges and Tangerines and
Grapefruit ter%ples t%\ngelos

Decrease in fresh citrus shipments (Kg) .......ccooeoiiiriiiniiii e 1,525,700 4,120,800 20,767,300
Output data:

Percentage change in PriCe ..o -1.23 —-5.33 —15.00

Change in Price (PEI KG) ..ceervereereeererieriereeeeeeie st e et see b seeneenean (%0.01) (%0.01) (%0.05)

Percent change in quantity demanded ...........cccccoviriiieiiiiecniee e 0.57 4.53 46.95

Estimated change in quantity demanded ..............ccocciiiiiiiini i, 83,571 1,642,611 8,527,006

Percent change in quantity supplied .........ccocoeeiiiiiiiniee e -0.50 —-0.80 -7.50

Estimated change in quantity supplied ..........cccooiiiiiiiiii e, (1,441,129) (2,478,189) (12,240,294)
Welfare effects:

Change in CONSUMET SUIPIUS .....c.uiiiiiiiiieiii ettt s e eee e $92,917 $335,965 $1,177,336

Change in producer surplus ($1,788,107) ($2,797,385) ($8,246,894)

Net change in WEIfare .........ocoiieiiiiii e ($1,695,190) ($2,461,420) ($7,069,558)

These welfare effects are likely
overstated because we assume that no
alternative markets or uses exist. Loss of
market access to the other citrus-
producing States will motivate
packinghouses to find other markets for
Florida fresh citrus, whether in non-
citrus-producing States, within Florida,
or abroad. Alternatively, the fruit may
be processed.

In the case of tangerines and tangelos,
the estimated net welfare losses are
notably higher than for grapefruit and
the orange varieties. As discussed
earlier, tangerines and tangelos account
for the largest percentage share of
Florida fresh shipments to other citrus-
producing States, particularly
California. California provides a niche
market for Florida fresh tangerines,
especially honey tangerines, as reflected
by the premium price received. As with
grapefruit and oranges, the likely
scenario for fresh tangerine and tangelo

shipments will be diversion to other
markets. However, diversion of
tangerines and tangelos to the
processing sector is unlikely to be as
economically feasible as the grapefruit
and orange processing sectors.
Historically, tangerines and tangelos not
suitable for the fresh market are greatly
discounted, and producers can only, at
best, recoup some of their costs by
diversion to the processing sector.

In the longer term, the Florida citrus
industry will face structural adjustments
due to the prevalence of citrus canker.
Production costs will increase as citrus
canker control practices are
incorporated into the cost of planting
new groves. Supply is likely to decrease
as the industry reduces acreage
allocated to the production of fresh
citrus, and resources are reallocated to
other uses.

The loss of market access to other
citrus-producing States by the Florida

fresh citrus industry will likely result in
relatively small welfare losses to Florida
growers and packinghouses.

Federal spending on citrus canker
through FY 2006 is estimated to be
about $941 million; $536 million for
compensation and $405 million for
eradication. Clearly, benefits of
preventing the spread of citrus canker to
other citrus producing states outweigh
expected costs associated with Florida’s
loss of market access to other citrus
producing states.

Expected Effects for the Other Citrus-
Producing States

Commercial citrus-producing States
other than Florida (Arizona, California,
Louisiana, and Texas) are also likely to
be affected by the interim rule.
However, unlike for Florida, there is not
sufficient data to model the expected
effects of this rule for these States.
Although State-level production data
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exists, consumption, foreign and
domestic imports, and foreign and
domestic export data are not readily
available. We therefore qualitatively
discuss possible effects.

In the short term, producers in these
States are likely to benefit from higher
prices resulting from the State-wide
quarantine of Florida fresh citrus. A
certain amount of production within
each of these States will be diverted
from interstate and export channels to
fill some of the void left in the absence
of the Florida fresh citrus. The
California fresh tangerine sector will
likely inherit most of the lucrative fresh
tangerine market within that State that
has been supplied by Florida.

Imports are also expected to supply a
portion of the excess demand in these
citrus-producing States. It is possible
that additional oranges will be sourced
from South Africa, Australia, and
Mexico, tangerines from Mexico, and
grapefruit from the Bahamas and
Mexico based on historical import data.

Producers in the other citrus-
producing States may expand
production slightly in the medium term
in response to higher prices. Given the
biological process associated with citrus
production, production expansion
would not be possible in the short term.
The degree to which prices are affected
by the quarantine of Florida will govern
the response by other producers.
However, given the expected effects in
Florida as outlined above, we expect at
most small expansions in production in
Arizona, California, Louisiana, and
Texas.

Long-term effects of the interim rule
for the other citrus-producing States are
uncertain. If acreage devoted to citrus
production in Florida contracts due to
continued spread of citrus canker,
farmers in the other citrus-producing
States may expand their operations.
However, numerous other factors will
influence these decisions, including
competing land use demands and
imports.

The objective of the interim rule is to
contain the spread of citrus canker
within Florida and not allow it to
spread to other citrus-producing States.
As stated previously, while citrus
canker affects the outward appearance
of the fruit so that it may not be sold on
the fresh market, the fruit may be used
in the processing sector to make juice.
In the case of oranges, Florida differs
significantly from the other citrus-
producing States in that approximately
95 percent of orange production is
targeted for the processing sector. In
other citrus-producing States, the
majority of citrus produced enters the
fresh market.

In California, for example,
approximately 78 percent of citrus
production was utilized in the fresh
market during the 2004—05 season. If
citrus canker were introduced into any
of the other citrus-producing States, the
economic effects could be much worse
than in Florida, at least in the case of
oranges, because of the larger share of
production that is sold as fresh fruit.
Citrus destined for the fresh market is a
higher value product that is produced at
a greater expense. Producers would
likely not recoup all of the costs
associated with growing the oranges if
they had to be diverted to the processing
sector.

Alternatives

The State-wide quarantine of Florida
was one of three options considered for
this interim rule. The Agency also
considered maintaining the current
quarantine zones. However, due to the
pervasive spread of the disease, Agency
officials determined that the quarantine
and eradication procedures were
ineffective at containing the spread of
the disease and feared that the disease
could spread to other citrus producing
areas without additional action. APHIS
thus determined that this option was
not viable.

APHIS also considered allowing
interstate movement of Florida citrus
fruit to any domestic location, including
citrus-producing States, if inspection of
approved groves for signs of citrus
canker 60 days prior to shipping found
no symptoms of the disease. Such
requirements would be similar to those
imposed by the European Union for
imports of Florida citrus fruit. However,
pending a final determination by the
Agency that citrus canker is unlikely to
be introduced by asymptomatic citrus
fruit, * Agency officials do not have
sufficient information on which to base
such a change.

The State-wide quarantine of Florida,
which prohibits the shipment of Florida
citrus to other citrus-producing States,
would allow Florida to ship to all other
States within the United States under
certain conditions while preventing the
spread of citrus canker to other citrus-
producing states. APHIS determined
this option to be the most effective and
reasonable alternative.

1 APHIS has considered the available scientific
and other evidence associated with the question of
asymptomatic citrus fruit as a pathway for the
introduction of citrus canker. A risk evaluation has
been made available for public comment and
submitted for peer review but has not been
finalized.

Effects on Small Entities

The Regulatory Flexibility Act
requires that agencies consider the
economic impact of their rules on small
businesses, organizations, and
governmental jurisdictions. Section 603
of the Act requires agencies to prepare
and make available for public comment
an initial regulatory flexibility analysis
(IRFA) describing the expected impact
of proposed rules on small entities.
Sections 603(b) and 603(c) of the Act
specify the content of an IRFA. In this
section, we address these IRFA
requirements for this interim rule.

The interim rule may affect producers
of fresh citrus in Florida and other
citrus-producing States, as well as firms
responsible for packing and shipping
these commodities to domestic and
foreign markets. Affected Florida citrus
producers are expected to be small
businesses based on 2002 Census of
Agriculture data and Small Business
Administration (SBA) guidelines for
entities classified within the farm
categories Orange Groves (North
American Industry Classification
System [NAICS] 111310) and Citrus
(except Orange) Groves (NAICS 111320).
SBA classifies producers in these
categories with total annual sales of not
more than $750,000 as small entities.
APHIS does not have information on the
size distribution of the relevant
producers, but according to 2002 Census
data, there were a total of 9,335 fruit and
tree nut farms in Florida in 2002. Of this
number, approximately 95 percent had
annual sales in 2002 of less than
$500,000, which is well below the
SBA’s small entity threshold of
$750,000. It is reasonable to assume that
most of the 7,072 orange, 1,861
grapefruit, 485 tangelo, 879 tangerine,
and 345 temple farms in Florida that
will be affected by this rule qualify as
small entities.

In the case of packinghouses,
establishments engaged in Postharvest
Crop Activities (NAICS 115114) with
not more than $6.5 million in total
annual sales are considered small
businesses by SBA standards. The
County Business Patterns report for
Florida published by the U.S. Census
Bureau states the number of firms by
employment size. The number of
employees and annual payroll for firms
included in NAICS 115114 are reported.
However, this publication does not
report the value of total annual sales for
firms in this category, nor is that
information published in the Census of
Agriculture or the Economic Census.
The Florida Citrus Mutual reports that
there are approximately 105
packinghouses in Florida, but that
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classification of these establishments by
sales volume is not available. Thus, we
do not know the number of
packinghouses in Florida that would be
classified as small entities based on the
SBA standard and we welcome
information that the public may
provide.

Small entities in Florida, particularly
farmers, will likely face slightly lower
prices for their citrus as a result of the
implementation of the interim rule, as
indicated in the economic analysis.
However, these price declines (one cent
per kilogram for grapefruit, oranges and
temples; five cents per kilogram for
tangerines and tangelos) are likely
overstated since the analysis does not
take into account opportunities for
diversion of the fresh citrus shipments
to alternative markets or for processing.

Small entities in other citrus-
producing States may be affected by the
interim rule. However, APHIS does not
believe these impacts are likely to be
substantial. There may be minimal price
increases for citrus farmers in the other
citrus-producing States, as they at least
partially replace the supply from
Florida. Small entities in these States
may benefit, if only marginally, from the
changes proposed in the interim rule.
APHIS welcomes public comment on
these potential benefits to citrus
producers in Arizona, California,
Louisiana, and Texas.

The State-wide quarantine of Florida
was one of three options considered by
APHIS for the interim rule. The Agency
considered maintaining the current
quarantine zones. However, due to the
pervasive spread of the disease, Agency
officials determined that the quarantine
and eradication procedures were
ineffective at containing the spread of
the disease and feared that the disease
could continue to spread to other citrus-
producing areas without additional
action. APHIS thus determined that this
option was not viable. The Agency also
considered inspection of approved
groves for signs of citrus canker 60 days
prior to shipping, similar to the current
export requirements. Officials deemed
the risk of citrus canker spreading to
other citrus-producing States as being
too high under this option, and it was
abandoned. The State-wide quarantine
of Florida, which prohibits the
shipment of Florida citrus to other
citrus-producing States, would allow
Florida to ship to all other States within
the United States while minimizing the
probability of spreading citrus canker to
other citrus-producing States. APHIS
determined this option to be the most
effective and reasonable alternative.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule: (1) Preempts all State
and local laws and regulations that are
inconsistent with this rule; (2) has no
retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 7 CFR Part 301

Agricultural commodities, Plant
diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Transportation.

m Accordingly, we are amending 7 CFR
part 301 as follows:

PART 301—DOMESTIC QUARANTINE
NOTICES

m 1. The authority citation for part 301
continues to read as follows:

Authority: 7 U.S.C. 7701-7772 and 7781—
7786; 7 CFR 2.22, 2.80, and 371.3.

Section 301.75-15 issued under Sec. 204,
Title II, Public Law 106-113, 113 Stat.
1501A—-293; sections 301.75-15 and 301.75—
16 issued under Sec. 203, Title II, Public Law
106—-224, 114 Stat. 400 (7 U.S.C. 1421 note);
section 301.75-17 issued under Sec. 211,
Title II, Public Law 108-7.

m 2.In § 301.75—4, paragraph (a) is
revised and new paragraphs (d)(3)
through (d)(6) are added to read as
follows:

§301.75-4 Quarantined areas.

(a) The following States or portions of
States are designated as quarantined
areas: The State of Florida.

* * * * *

(d)* * *

(3) Inspections. (i) In the quarantined
area, every regulated plant and
regulated tree, except indoor
houseplants and regulated plants and
regulated trees at nurseries, is inspected
for citrus canker at least once a year,
between May 1 through December 31,
by an inspector.

(ii) In the quarantined area, every
regulated plant and regulated tree at
every nursery containing regulated
plants or regulated trees is inspected for
citrus canker by an inspector at intervals
of no more than 45 days.

(4) Treatment of personnel, vehicles,
and equipment. In the quarantined area,
all vehicles, equipment, and other
articles used in providing inspection,
maintenance, harvesting, or related
services in any grove containing
regulated plants or regulated trees, or in
providing landscaping or lawn care
services on any premises containing
regulated plants or regulated trees, must
be treated in accordance with §301.75—
11(d) of this subpart upon leaving the
grove or premises. All personnel who
enter the grove or premises to provide
these services must be treated in
accordance with §301.75-11(c) of this
subpart upon leaving the grove or
premises.

(5) Destruction of infected plants and
trees. No more than 7 days after a State
or Federal laboratory confirms that a
regulated plant or regulated tree is
infected, the State must provide written
notice to the owner of the infected plant
or infected tree that the infected plant
or infected tree must be destroyed. The
owner must have the infected plant or
infected tree destroyed within 45 days
after receiving the written notice.

(6) Interstate movement of regulated
fruit. When less than an entire State is
designated as a quarantined area,
regulated fruit produced in a
quarantined area may be moved
interstate in accordance with §301.75—
7(a) provided the following additional
conditions are met:

(i) During the 2 years before the
interstate movement, no plants or plant
parts infected with citrus canker were
found in the grove producing the
regulated fruit and any exposed plants
in the grove at high risk for developing
citrus canker have been destroyed.
Identification of exposed plants at high
risk for developing citrus canker will be
based on an evaluation of all of the
circumstances related to their exposure,
including, but not limited to, the
following:

(A) The stage of maturity of the
exposed plant at the time of exposure
and the size and degree of infestation to
which the plants were exposed,

(B) The proximity of exposed plants
to infected plants or contaminated
articles at the time of exposure, and

(C) The length of time the plants were
exposed.

(ii) [Reserved]

m 3. Section 301.75-6 is revised to read
as follows:
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§301.75-6 Interstate movement of
regulated articles from a quarantined area,
general requirements.

Regulated articles may be moved
interstate from a quarantined area into
any area of the United States except
commercial citrus-producing areas if all
of the following conditions are met:

(a) Inspections. (1) In the quarantined
area, every regulated plant and
regulated tree at every nursery
containing regulated plants or regulated
trees is inspected for citrus canker by an
inspector at intervals of no more than 45
days.

(2) Treatment of personnel, vehicles,
and equipment. In the quarantined area,
all vehicles, equipment, and other
articles used in providing inspection,
maintenance, harvesting, or related
services in any grove containing
regulated plants or regulated trees must
be treated in accordance with §301.75—
11(d) upon leaving the grove. All
personnel who enter the grove or
premises to provide these services must
be treated in accordance with § 301.75—
11(c) upon leaving the grove.

(b) Regulated plants and trees
produced in a nursery located in a
quarantined area that are not eligible for
movement under paragraph (a) of this
section may be moved interstate only for
immediate export. The regulated plants
and trees must be accompanied by a
limited permit issued in accordance
with §301.75-12 and must be moved in
a container sealed by APHIS directly to
the port of export in accordance with
the conditions of the limited permit.

W 4. Section 301.75-7 is amended as
follows:

m a. By removing paragraph (a)(2).

m b. By redesignating paragraphs (a)(3)
through (a)(6) as paragraphs (a)(2)
through (a)(5), respectively.

m c. By revising newly redesignated
paragraph (a)(2) to read as set forth
below.

m d. By revising newly redesignated
paragraph (a)(5) to read as set forth
below.

m e. By redesignating paragraph (b) as
paragraph (c) and adding a new
paragraph (b) to read as set forth below.

§301.75-7 Interstate movement of
regulated fruit from a quarantined area.

(a) * x %

(2) No more than 30 days before the
beginning of harvest, every tree was
inspected by an inspector and the grove
was found free of citrus canker. Further,
in groves producing limes, every tree
was inspected by an inspector and the
grove was found free of citrus canker
every 120 days or less thereafter for as

long as harvest continued.
* * * * *

(5) The regulated fruit is accompanied
by a limited permit issued in
accordance with §301.75—12. The boxes
or other containers in which the fruit is
packaged must be clearly marked with
the statement ‘“Not for distribution in
AZ, CA, HI, LA, TX, and American
Samoa, Guam, Northern Mariana
Islands, Puerto Rico, and Virgin Islands
of the United States.”

* * * * *

(b) Regulated fruit produced in a
quarantined area that is not eligible for
movement under paragraph (a) of this
section may be moved interstate only for
immediate export. The regulated fruit
must be accompanied by a limited
permit issued in accordance with
§301.75-12 and must be moved in a
container sealed by APHIS directly to
the port of export in accordance with

the conditions of the limited permit.
* * * * *

Done in Washington, DC, this 26th day of
July 2006.

Charles D. Lambert,

Acting Under Secretary for Marketing and
Regulatory Programs.

[FR Doc. E6-12314 Filed 7—31-06; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2006-25444; Directorate
Identifier 2006-SW-18—-AD; Amendment 39—
14700; AD 2006—-15-19]

RIN 2120-AA64

Airworthiness Directives; Sikorsky
Aircraft Corporation Model S-92A
Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) for the
Sikorsky Aircraft Corporation (Sikorsky)
Model S-92A helicopters. This action
requires, before further flight, replacing
a certain main gearbox (MGB) upper
main housing assembly (housing
assembly) that has 2700 or more hours
time-in-service (TIS) with an airworthy
part. This action also requires, before
further flight, revising the Airworthiness
Limitations section (ALS) of the
maintenance manual by establishing a
new retirement life for the MGB housing
assembly of 2700 hours TIS. This
amendment is prompted by testing of

the MGB housing assembly that resulted
in premature fatigue failure due to a
manufacturing process creating an oxide
skin defect in the housing. The actions
specified in this AD are intended to
prevent fatigue failure of the MGB
housing, loss of MGB lube oil, loss of
main and tail rotor drive, and
subsequent loss of control of the
helicopter.

DATES: Effective August 16, 2006.

Comments for inclusion in the Rules
Docket must be received on or before
October 2, 2006.

ADDRESSES: Use one of the following
addresses to submit comments on this
AD:

e DOT Docket Web site: Go to
http://dms.dot.gov and follow the
instructions for sending your comments
electronically;

¢ Government-wide rulemaking Web
site: Go to http://www.regulations.gov
and follow the instructions for sending
your comments electronically;

e Mail: Docket Management Facility;
U.S. Department of Transportation, 400
Seventh Street, SW., Nassif Building,
Room PL—401, Washington, DC 20590;

e Fax: (202) 493-2251; or

e Hand Delivery: Room PL—401 on
the plaza level of the Nassif Building,
400 Seventh Street, SW., Washington,
DG, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

Examining the Docket

You may examine the docket that
contains the AD, any comments, and
other information on the Internet at
http://dms.dot.gov, or in person at the
Docket Management System (DMS)
Docket Offices between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays. The Docket Office
(telephone (800) 647—-5227) is located on
the plaza level of the Department of
Transportation Nassif Building at the
street address stated in the ADDRESSES
section. Comments will be available in
the AD docket shortly after the DMS
receives them.

FOR FURTHER INFORMATION CONTACT:
Wayne Gaulzetti, Aviation Safety
Engineer, Boston Aircraft Certification
Office, 12 New England Executive Park,
Burlington, MA 01803, telephone (781)
238-7156, fax (781) 238-7170.
SUPPLEMENTARY INFORMATION: This
amendment adopts a new AD for the
Sikorsky Model S—92A helicopters. This
action requires, before further flight,
replacing a certain MGB housing
assembly that has 2700 or more hours
TIS with an airworthy MGB housing
assembly with less than 2700 hours TIS.
Also, this action requires, before further
flight, revising the ALS of the
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maintenance manual by establishing a
new retirement life for the MGB housing
assembly of 2700 or more hours TIS.
This amendment is prompted by
component fatigue testing of the MGB
housing assembly that resulted in
premature fatigue failure due to a
manufacturing process creating an oxide
skin defect in the housing. This
condition, if not corrected, could result
in fatigue failure of the MGB housing,
loss of MGB lube oil, loss of main and
tail rotor drive, and subsequent loss of
control of the helicopter.

This unsafe condition is likely to exist
or develop on other helicopters of the
same type design. Therefore, this AD is
being issued to prevent fatigue failure of
the MGB housing, loss of MGB lube oil,
loss of main and tail rotor drive, and
subsequent loss of control of the
helicopter. This AD requires, before
further flight, replacing any MGB
housing assembly, part number 92351—
15110-042, that has 2700 or more hours
TIS with an airworthy part. This AD
also requires, before further flight,
revising the ALS of the maintenance
manual by establishing a new retirement
life for the MGB housing assembly of
2700 hours TIS.

The short compliance time involved
is required because the previously
described critical unsafe condition can
adversely affect the controllability or
structural integrity of the helicopter.
Some operators may have already
exceeded the 2700 hours TIS. Therefore,
replacing each MGB housing assembly
that has 2700 or more hours TIS with an
airworthy MGB housing assembly is
required before further flight and this
AD must be issued immediately.

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

We estimate that this AD will affect
13 helicopters, and will take about 20
work hours to replace the MGB housing
assembly at an average labor rate of $80
per work hour. Required parts will cost
about $152,000 per helicopter. Based on
these figures, we estimate the total cost
impact of the AD on U.S. operators to
be $1,996,800.

Comments Invited

This AD is a final rule that involves
requirements that affect flight safety and
was not preceded by notice and an
opportunity for public comment;
however, we invite you to submit any
written data, views, or arguments
regarding this AD. Send your comments
to an address listed under ADDRESSES.

Include “Docket No. FAA—-2006—25444;
Directorate Identifier 2006-18—SW—-AD”’
at the beginning of your comments. We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
the AD. We will consider all comments
received by the closing date and may
amend the AD in light of those
comments.

We will post all comments we
receive, without change, to http://
dms.dot.gov, including any personal
information you provide. We will also
post a report summarizing each
substantive verbal contact with FAA
personnel concerning this AD. Using the
search function of our docket Web site,
you can find and read the comments to
any of our dockets, including the name
of the individual who sent the
comment. You may review the DOT’s
complete Privacy Act Statement in the
Federal Register published on April 11,
2000 (65 FR 19477-78), or you may visit
http://dms.dot.gov.

Regulatory Findings

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

For the reasons discussed above, I
certify that the 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); and

3. 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.

We prepared an economic evaluation
of the estimated costs to comply with
this AD. See the DMS to examine the
economic evaluation.

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.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (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. Section 39.13 is amended by adding
a new airworthiness directive to read as
follows:

2006-15-19 Sikorsky Aircraft Corporation:
Amendment 39-14700. Docket No.
FAA—-2006—-25444; Directorate Identifier
2006—SW-18-AD.

Applicability

Model S-92A helicopter, with main
gearbox (MGB) upper main housing assembly
(housing assembly), part number 92351—
15110-042, installed, certificated in any
category.

Compliance

Required as indicated, unless
accomplished previously.

To prevent fatigue failure of the MGB
housing, loss of MGB lube oil, loss of main
and tail rotor drive, and subsequent loss of
control of the helicopter, do the following:

(a) Before further flight, replace each MGB
housing with 2700 or more hours time-in-
service (TIS) with an airworthy MGB housing
with less than 2700 hours TIS.

(b) This AD revises the Airworthiness
Limitations section of the maintenance
manual by establishing a new retirement life
for the MGB housing assembly of 2700 hours
TIS.

(c) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Contact the Manager, Boston Aircraft
Certification Office, FAA, ATTN: Wayne
Gaulzetti, Aviation Safety Engineer, 12 New
England Executive Park, Burlington, MA
01803, telephone (781) 238-7156, fax (781)
238-7170, for information about previously
approved alternative methods of compliance.

(d) This amendment becomes effective on
August 16, 2006.
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Issued in Fort Worth, Texas, on July 26,
2006.

David A. Downey,

Manager, Rotorcraft Directorate, Aircraft
Certification Service.

[FR Doc. E6-12305 Filed 7-31-06; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2006—23866; Airspace
Docket No. 06—ASO-3]

Establishment of Class D and E
Airspace, Amendment of Class E
Airspace; Leesburg, FL

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

SUMMARY: This action establishes Class
D and E4 airspace and amends Class E5
airspace at Leesburg, FL. A Federal
contract tower with a weather reporting
system is being constructed at the
Leesburg Regional Airport. Therefore,
the airport will meet the criteria for
establishment of Class D and E4
airspace. Class D surface area airspace
and Class E4 airspace desiganted as an
extension to Class D airspace is required
when the control tower is open to
contain existing Standard Instrument
Approach Procedures (SIAPs) and other
Instrument Flight Rules (IFR) operations
at the airport. This action will establish
Class D airspace extending upward from
the surface to but not including 1,600
feet MSL, within a 4.1-mile radius of the
Leesburg Regional Airport and a Class
E4 airspace extension that is 4.8 miles
wide and extends 7 miles southeast of
the airport. This action will also amend
Class E5 airspace extending upward
from 700 feet Above Ground Level
(AGL) needed to contain SIAPs, by
decreasing the size from a 7-mile radius
of the airport to a 6.6-mile radius of the
airport and providing for the procedure
turn area. Additionally, a technical
amendment will result in a name
change from the Leesburg Municipal
Airport to the Leesburg Regional
Airport, which was effective August 25,
1997.

DATES: Effective Date: 0901 UTC,
September 28, 2006.

FOR FURTHER INFORMATION CONTACT:
Mark D. Ward, Manaer, System Support,
Eastern Service Center, Federal Aviation
Administration, P.O. Box 20636,
Atlanta, Georgia 30320; telephone (404)
305-5586.

SUPPLEMENTARY INFORMATION:

History

On February 28, 2006, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR
part 71) by establishing Class D and E4
airspace and amending Class E5
airspace at Leesburg, FL, (71 FR 9982).
This action provides adequate Class D
and E airspace for IFR operations at
Leesburg Regional Airport. Designations
for Class D Airspace, Class E Airspace
Areas Designated as an Extension to a
Class D Surface Area, and Class E
Airspace Areas Extending Upward from
700 feet or More Above the Surface of
the Earth are published in paragraphs
5000, 6004 and 6005 respectively, of
FAA Order 7400.9N, dated September 1,
2005, and effective September 16, 2005,
which is incorporated by reference in 14
CFR 71.1. The Class D and E airspace
designations listed in this document
will be published subsequently in the
Order.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received.

The Rule

This amendment to part 71 of the
Federal Aviation Regulations (14 CFR
part 71) establishes Class D airspace and
Class E4 airspace and amends Class E5
airspace at Leesburg, FL.

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

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment
m In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:

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

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority 49 U.S.C. 106(g); 40103, 40113,
40120; EO 10854, 24 FR 9565, 3 CFR, 1959—
1963 comp., p. 389; 14 CFR 11.69.

71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9N,
Airspace Designations and Reporting
Points, dated September 1, 2005, and
effective September 16, 2005, is
amended as follows:

Paragraph 5000 Class D Airspace.

* * * * *

ASOFLD Leesburg, FL [NEW]

Leesburg Regional Airport, FL

(Lat. 28°49°23” N, long. 81°48’31” W)

That airspace extending upward from the
surface to but not including 1,600 feet MSL
within a 4.1-mile radius of Leesburg Regional
Airport. This Class D airspace area is
effective during the specific days and times
established in advance by a Notice to
Airmen. The effective days and times will
thereafter be continuously published in the
Airport/Facility Directory.

* * * * *

Paragraph 6004 Class E4 Airspace Areas
Designated as an Extension to a Class D
Surface Area.

* * * * *

ASO FLE4 Leesburg, FL [NEW]

(Lat. 28°49'23” N, long. 81°48"31” W)
Leesburg NDB

(Lat. 28°49°06” N, long. 81°48'26” W)

That airspace extending upward from the
surface within 2.4 miles each side of the
Leesburg NDB 111° bearing, extending from
the 4.1-mile radius to 7 miles southeast of the
NDB. This class E4 airspace area is effective
during the specific days and times
established in advance by a Notice to
Airmen. The effective days and times will
thereafter be continuously published in the
Airport/Facility Directory.

* * * * *

Paragraph 6005 Class E Airspace Areas
Extending Upward From 700 Feet or More
Above the Surface of the Earth.

* * * * *

ASO FLE5 Leesburg, FL [REVISED]

Leesburg Regional Airport, FL

(Lat. 28°49'23” N, long. 81°48’31” W)
Leesburg NDB

(Lat. 28°49°06” N, long. 81°48'26” W)

That airspace extending upward from 700
feet above the surface within a 6.6-mile
radius of Leesburg Regional Airport, and
within 4 miles southwest and 8 miles
northeast of the 111° bearing from the
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Leesburg NDB extending from the 6.6-mile
radius to 16 miles southeast of the airport.
* * * * *

Issued in College Park, Georgia, on July 13,
2006.

Mark D. Ward,

Acting Area Director, Air Traffic Division,
Southern Region.

[FR Doc. 06-6593 Filed 7—-31-06; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2006—-24234; Airspace
Docket No. 06—-AWP-5]

RIN 2120-AA66

Amendment to Class E Airspace;
Provo, UT

AGENCY: Federal Aviation
Administration (FAA) DOT.

ACTION: Final rule.

SUMMARY: This action amends the Class
E airspace area at Provo, UT. A review
of the legal description revealed that it
does not reflect the controlled airspace
area of the Class D or the current airport
reference point (ARP) for Provo
Municipal Airport. This action attends
the Class E ARP and the airspace area
to coincide with the Class D airspace
legal description.

DATES: Effective Date: 0901 UTC,
September 28, 2006.

FOR FURTHER INFORMATION CONTACT:
Francie Hope, Airspace Specialist,
Western Terminal Service Area, Federal
Aviation Administration, 15000
Aviation Boulevard, Lawndale,
California 90261; telephone (310) 725—
6502.

SUPPLEMENTARY INFORMATION:
History

There is a discrepancy between the
Airport Reference Point (ARP) of the
Class E2 airspace area at Provo
Municipal Airport, UT, and the Class D
ARP. The ARP of the Class E2 airspace
is amended to correspond with the Class
D airspace ARP. In addition, the Class
E2 airspace legal description is changed
to coincide with the Class D legal
description. Class E2 airspace
designations are published in paragraph
6002 of FAA Order 7400.90 dated
September 1, 2006, and effective
September 15, 2006, which is
incorporated by reference in 14 CFR
part 71.1. The Class E airspace
designation listed in this document will

be published subsequently in that
Order.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
amending the ARP in the Class E2
airspace legal description of Provo
Municipal Airport, UT, and changing it
to coincide with the Class D airspace
legal description. Accordingly, since
this action only involves a change in the
airport’s legal description of the Provo,
UT, Class E2 airspace area, and does not
involve a change in the dimensions or
operating requirements of that airspace,
notice and public procedure under 5
U.S.C. 533(b) are unnecessary. The FAA
has determined that this regulation only
involves an established body of
technical regulations for which frequent
and routine amendments are necessary
to keep them operationally current.
Therefore, this regulation: (1) Is not a
“significant regulatory action”” under
Executive Order 12866; (2) is not a
“significant rule” under Department of
Transportation (DOT) Regulatory
Policies and Procedures (44 FR 11034;
February 26, 1979); and (3) does not
warrant preparation of a regulatory
evaluation as the anticipated impact is
so minimal. Since this is a routine
matter that will only affect air traffic
procedures and air navigation, it is
certified that this rule, when
promulgated, would not have a
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

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

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

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.90, Airspace
Designations and Reporting Points,
dated September 1, 2006, and effective

September 15, 2006, is amended as
follows:

Paragraph 6002 Class E2 Airspace.

* * * * *

ANM UT E2 Provo, UT [Amended]

Provo Municipal Airport, UT

(Lat. 40°13’09” N, long. 111°42’42” W)
Spanish Fork-Springville, UT

(Lat. 40°08’30” N, long. 111°39'41” W)

That airspace extending upward from the
surface to and including 7,000 feet MSL
within a 4.3-mile radius of Provo Municipal
airport, excluding that airspace within a 2.4
mile radius of the Spanish Fork-Springville
Airport. This Class D airspace is effective
during specific dates and times established in
advance by a Notice to Airmen. The effective
date and time will thereafter be continuously
published in the Airport/Facility Directory.

* * * * *

Issued in Los Angeles, California, on July
18, 2006.

Leonard A. Mobley,

Acting Area Director, Western Terminal
Operations.

[FR Doc. 06—6592 Filed 7-31-06; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration
14 CFR Part 71

[Docket No. FAA-2006—24858; Airspace
Docket No. 06—-AS0-8]

Establishment of Class E Airspace;
Mooresville, NC

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action establishes Class
E airspace at Mooresville, NC. An Area
Navigation (RNAV) Global Positioning
System (GPS) Standard Instrument
Approach Procedure (SIAP) Runway
(RWY) 14 has been developed for Lake
Norman Airpark. As a result, controlled
airspace extending upward from 700
feet Above Ground Level (AGL) is
needed to contain the SIAP and for
Instrument Flight Rules (IFR) operations
at Lake Norman Airpark. The operating
status of the airport will change from
Visual Flight Rules (VFR) to include IFR
operations concurrent with the
publication of the SIAP.

EFFECTIVE DATE: 0901 UTC, September
28, 2006.

FOR FURTHER INFORMATION CONTACT:
Mark D. Ward, Manager, Airspace and
Operations Branch, Eastern En Route
and Oceanic Service Area, Federal
Aviation Administration, P.O. Box
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20636, Atlanta, Georgia 30320;
telephone (404) 305-5627.

SUPPLEMENTARY INFORMATION:

History

On June 7, 2006, the FAA proposed to
amend part 71 of the Federal Aviation
Regulations (14 CFR part 71) by
establishing Class E airspace at
Mooresville, NC, (71 FR 32876). This
action provides adequate Class E
airspace for IFR operations at Lake
Norman Airpark. Designations for Class
E airspace areas extending upward from
700 feet or more above the surface of the
earth are published in FAA Order
7400.9N, dated September 1, 2005, and
effective September 16, 2005, which is
incorporated by reference in 14 CFR
71.1. The Class E designations listed in
this document will be published
subsequently in the Order.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received.

The Rule

This amendment to part 71 of the
Federal Aviation Regulations (14 CFR
part 71) establishes Class E airspace at
Mooresville, NC.

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

List of Subjects in 14 CFR Part 71

Airspace, incorporation by reference,
Navigation (Air).

Adoption of the Amendment
m In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:

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

m 1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g); 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9N,
Airspace Designations and Reporting
Points, dated September 1, 2005, and
effective September 16, 2005, is
amended as follows:

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

* * * * *

ASO NCE5 Mooresville, NC [NEW]

Lake Norman Airpark, NC
(Lat. 35°36’47” N, long. 80°53'58” W)
That airspace extending upward from 700
feet above the surface within a 6.3-radius of
Lake Norman Airpark; excluding that
airspace within the Statesville, NG, Class E
airspace area.
* * * * *

Issued in College Park, Georgia, on July 13,
2006.

Mark D. Ward,

Acting Area Director, Air Traffic Division,
Southern Region.

[FR Doc. 06-6591 Filed 7—-31-06; 8:45 am|]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2006-23709; Airspace
Docket No. 06—AAL—02]

Establishment of Class E Airspace;
Willow, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action establishes Class
E airspace at Willow, AK to provide
adequate controlled airspace to contain
aircraft executing new Instrument
Procedures. This rule results in new
Class E airspace established upward
from 700 feet (ft.) and 1,200 ft. above the
surface at Willow, AK.

DATES: Effective Date: 0901 UTC,
September 28, 2006.

FOR FURTHER INFORMATION CONTACT: Gary
Rolf, AAL-538G, Federal Aviation
Administration, 222 West 7th Avenue,
Box 14, Anchorage, AK 99513-7587;
telephone number (907) 271-5898; fax:
(907) 271-2850; e-mail:
gary.ctr.rolf@faa.gov. Internet address:
http://www.alaska.faa.gov/at.

SUPPLEMENTARY INFORMATION:

History

On Tuesday, May 30, 2006, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR
part 71) to establish Class E airspace
upward from 700 ft. and 1,200 ft. above
the surface at Willow, AK (71 FR
30631). The action was proposed in
order to create Class E airspace
sufficient in size to contain aircraft
while executing two new Standard
Instrument Approach Procedures
(SIAPs), one new Standard Instrument
Departure (SID) and a published
departure procedure (DP) for the Willow
Airport. The new approaches are (1)
Area Navigation (Global Positioning
System) (RNAV (GPS)) RWY 13,
Original and (2) RNAV (GPS) RWY 31,
Original. The SID is named the Big Lake
One Departure. The DP is unnamed and
will be listed in the front of the U.S.
Terminal Procedures publication for
Alaska. Class E controlled airspace
extending upward from 700 ft. and
1,200 ft. above the surface in the Willow
Airport area is established by this
action.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
One comment was received. The
commenter approved of the proposed
action but would like to “get the Class
E down to the surface.” A surface area
had been considered for the Willow
Airport, but was deemed too restrictive
for the vast majority of local operators.
There are 11 airports within the area
that would be encompassed by a
standard surface area. The pilots at
these airports are typically flying
exclusively under Visual Flight Rules
(VFR). The demand for Instrument
Flight Rules (IFR) usage of SIAPs to the
Willow Airport is very low. A surface
area would require increased visibility
and communications requirements, as
well as the necessity to obtain ATC
clearances for operations to/from these
airports, and is not warranted at this
time. The SIAP minima will contain IFR
traffic in Class E airspace as proposed.
The commenter also offered a
suggestion to place a VOR in the Willow
area to enable VOR SIAP(s). This
suggestion will not be adopted due to
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the high cost of installation of a VOR
and the very low use it would generate.
The rule is adopted as proposed.

The area will be depicted on
aeronautical charts for pilot reference.
The coordinates for this airspace docket
are based on North American Datum 83.
The Class E airspace areas designated as
700/1,200 ft. transition areas are
published in paragraph 6005 of FAA
Order 7400.9N, Airspace Designations
and Reporting Points, dated September
1, 2005, and effective September 15,
2005, which is incorporated by
reference in 14 CFR 71.1. The Class E
airspace designation listed in this
document will be published
subsequently in the Order.

The Rule

This amendment to 14 CFR part 71
establishes Class E airspace at the
Willow Airport, Alaska. This Class E
airspace is created to accommodate
aircraft executing two new SIAPs, one
SID and one DP, and will be depicted
on aeronautical charts for pilot
reference. The intended effect of this
rule is to provide adequate controlled
airspace for IFR operations at the
Willow Airport, Willow, Alaska.

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

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle 1, section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in subtitle
VII, part A, subpart 1, section 40103,
Sovereignty and use of airspace. Under
that section, the FAA is charged with
prescribing regulations to ensure the
safe and efficient use of the navigable
airspace. This regulation is within the
scope of that authority because it creates

Class E airspace sufficient in size to
contain aircraft executing instrument
procedures for the Willow Airport and
represents the FAA’s continuing effort
to safely and efficiently use the
navigable airspace.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9N,
Airspace Designations and Reporting
Points, dated September 1, 2005, and
effective September 15, 2005, is
amended as follows:

* * * * *

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

* * * * *

AAL AK E5 Willow, AK [New]
Willow Airport, AK
(Lat. 61°45"16” N., long. 150°03'06” W.)

That airspace extending upward from 700
feet above the surface within a 6.4-mile
radius of the Willow Airport, and that
airspace extending upward from 1,200 feet
above the surface within a 72-mile radius of
the Willow Airport.

* * * * *

Issued in Anchorage, AK, on July 24, 2006.
Anthony M. Wylie,

Director, Alaska Flight Service Information
Office.

[FR Doc. E6-12284 Filed 7-31-06; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2006-24003; Airspace
Docket No. 06AAL-12]

Revision of Class E Airspace; Adak,
AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action revises Class E
airspace at Adak, AK to provide
adequate controlled airspace to contain
aircraft executing one new special
Standard Instrument Approach
Procedure (SIAP) and one new special
departure procedure (DP). This rule
results in revised Class E airspace
revised upward from 700 feet (ft.) and
1,200 ft. above the surface at Adak, AK.

DATES: Effective Date: 0901 UTC,
September 28, 2006.

FOR FURTHER INFORMATION CONTACT: Gary
Rolf, AAL-538G, Federal Aviation
Administration, 222 West 7th Avenue,
Box 14, Anchorage, AK 99513-7587;
telephone number (907) 271-5898; fax:
(907) 271-2850; email:
gary.ctr.rolf@faa.gov. Internet address:
http://www.alaska.faa.gov/at.

SUPPLEMENTARY INFORMATION:

History

On Friday, June 2, 2006, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR
part 71) to revise Class E airspace
upward from 700 ft. and 1,200 ft. above
the surface at Adak, AK (71 FR 31983).
The action was proposed in order to
create Class E airspace sufficient in size
to contain aircraft while executing one
new special SIAP and one new special
DP for the Adak Airport. The special
SIAP is the Instrument Landing System
(ILS) or Localizer (LOC)/Distance
Measuring Equipment (DME) Runway
(RWY) 23, Amendment 2. The special
DP is unnamed. Class E controlled
airspace extending upward from 700 ft.
and 1,200 ft. above the surface in the
Adak Airport area is revised by this
action. Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No public comments have been
received; thus the rule is adopted as
proposed.

The area will be depicted on
aeronautical charts for pilot reference.
The coordinates for this airspace docket
are based on North American Datum 83.
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The Class E airspace areas designated as
700/1,200 ft. transition areas are
published in paragraph 6005 of FAA
Order 7400.9N, Airspace Designations
and Reporting Points, dated September
1, 2005, and effective September 15,
2005, which is incorporated by
reference in 14 CFR 71.1. The Class E
airspace designation listed in this
document will be published
subsequently in the Order.

The Rule

This amendment to 14 CFR part 71
revises Class E airspace at the Adak
Airport, Alaska. This Class E airspace is
revised to accommodate aircraft
executing one new special SIAP and one
new DP, and will be depicted on
aeronautical charts for pilot reference.
The intended effect of this rule is to
provide adequate controlled airspace for
Instrument Flight Rule (IFR) operations
at the Adak Airport, Adak, Alaska.

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

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the United States Code.
Subtitle 1, section 106 describes the
authority of the FAA Administrator.
Subtitle VII, Aviation Programs,
describes in more detail the scope of the
agency’s authority.

This rulemaking is promulgated
under the authority described in subtitle
VII, part A, subpart 1, section 40103,
Sovereignty and use of airspace. Under
that section, the FAA is charged with
prescribing regulations to ensure the
safe and efficient use of the navigable
airspace. This regulation is within the
scope of that authority because it creates
Class E airspace sufficient in size to
contain aircraft executing instrument
procedures for the Adak Airport and
represents the FAA’s continuing effort
to safely and efficiently use the
navigable airspace.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

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

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

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9N,
Airspace Designations and Reporting
Points, dated September 1, 2005, and
effective September 15, 2005, is
amended as follows:

* * * * *

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

* * * * *

AAL AK E5 Adak, AK [Revised]
Adak Airport, AK

(Lat. 51°52°41” N., long. 176°38746” W.)
Mount Moffett NDB

(Lat. 51°52"19” N., long. 176°40°34” W.)

That airspace extending upward from 700
feet above the surface within a 7-mile radius
of Adak Airport and within 5.2 miles
northwest and 4.2 miles southeast of the 060°
bearing of the Mount Moffett NDB extending
from the 7-mile radius to 11.5 miles northeast
of the Adak Airport; and that airspace
extending upward from 1,200 feet above the
surface within an 11-mile radius of the Adak
Airport, and within 16 miles of the Adak
Airport extending clockwise from the 033°
bearing to the 081° bearing of the Mount
Moffett NDB.

* * * * *

Issued in Anchorage, AK, on July 24, 2006.
Anthony M. Wylie,

Director, Alaska Flight Service Information
Office.

[FR Doc. E6-12282 Filed 7-31-06; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 341

[Docket No. 1976N—-0052N] (formerly 76N—
052N)

RIN 0910-AF34

Cold, Cough, Allergy, Bronchodilator,
and Antiasthmatic Drug Products for
Over-the-Counter Human Use;
Amendment of Monograph for OTC
Nasal Decongestant Drug Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule to amend the final monograph (FM)
for over-the-counter (OTC) nasal
decongestant drug products (drug
products used to relieve nasal
congestion due to a cold, hay fever, or
other upper respiratory allergies) to add
phenylephrine bitartrate (PEB), both
individually and in combination drug
products in an effervescent dosage form,
as generally recognized as safe and
effective (GRASE). An effervescent
dosage form is intended to be dissolved
in water before taking by mouth. This
final rule is part of FDA’s ongoing
review of OTC drug products.

DATES: Effective Date: This rule is
effective August 31, 2006.

FOR FURTHER INFORMATION CONTACT:
Michael T. Benson, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, rm. 5484,
Silver Spring, MD 20993, 301-796—
2090.

SUPPLEMENTARY INFORMATION:
I. Background

A. Advance Notice of Proposed
Rulemaking (ANPR)

1. OTC Cough-Cold Drug Products

In the Federal Register of September
9,1976 (41 FR 38312), FDA published
the report of the Advisory Review Panel
on OTC Cold, Cough, Allergy,
Bronchodilator, and Antiasthmatic Drug
Products (Cough-Cold Panel). That
Panel reviewed oral and topical nasal
decongestant drug products and found
several active ingredients, including
phenylephrine hydrochloride (PEH), to
be safe and effective ingredients for OTC
use (41 FR 38312 at 38399 and 38400).
The Cough-Cold Panel did not evaluate
PEB.
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2. OTC Oral Health Care Drug Products

In the Federal Register of May 25,
1982 (47 FR 22760), FDA published the
report of the Advisory Review Panel on
OTC Oral Cavity Drug Products (Oral
Cavity Panel). That Panel reviewed the
safety and effectiveness of two oral
nasal decongestant ingredients, PEH and
phenylpropanolamine hydrochloride
(both in lozenge form for topical use),
and classified these ingredients as
Category III (more effectiveness data
needed) (47 FR 22760 at 22911 through
22914). The Oral Cavity Panel did not
evaluate PEB.

B. Tentative Final Monograph (TFM)
1. OTC Cough-Cold Drug Product

In the Federal Register of January 15,
1985 (50 FR 2220), FDA published the
TFM for OTC nasal decongestant drug
products. The TFM proposed PEH as a
monograph ingredient, but PEB was not
addressed due to lack of available data.

2. OTC Oral Health Care Drug Products

In the Federal Register of January 27,
1988 (53 FR 2436), FDA published the
TFM for OTC oral health care
(anesthetic/analgesic, astringent,
debriding agent/oral wound cleanser,
and demulcent) drug products. FDA
referred the data on the oral nasal
decongestant ingredients PEH and
phenylpropanolamine hydrochloride in
lozenge form for topical use to the
rulemaking for OTC nasal decongestant
drug products, because that was the
primary rulemaking for these
ingredients (53 FR 2436 at 2448 and
2449).

C. Final Monograph (FM) OTC Cough-
Cold Drug Products

In the Federal Register of August 23,
1994 (59 FR 43386), FDA published the
FM for OTC nasal decongestant drug
products. The monograph included PEH
as GRASE for oral and topical use as a
nasal decongestant (21 CFR 341.20(a)(1)
and (b)(8)). The monograph did not
specify specific oral dosage forms. FDA
acknowledged that PEB was submitted
as an oral nasal decongestant active
ingredient in an effervescent
combination tablet for OTC use. FDA
noted that PEB was not reviewed by the
Cough-Cold Panel, or included in its
report, and was not addressed in the FM
for OTC nasal decongestant drug
products (59 FR 43386 at 43394 and
43395). FDA reviewed data on PEB
submitted in a comment and concluded
that the data were inadequate to
demonstrate the safety and effectiveness
of PEB in an effervescent dosage form as
an OTC oral nasal decongestant

ingredient. Consequently, this
ingredient was not included in the FM.

On March 20, 2002, a manufacturer
submitted a citizen petition to amend
the OTC nasal decongestant FM to
include the ingredient PEB in an
effervescent tablet as GRASE for use as
a single ingredient or in combination
with any monograph cough-cold active
ingredient. The petition included:

¢ Domestic and international
marketing experience to meet FDA’s
material time and extent criteria for
inclusion in an OTC drug monograph
(see 21 CFR 330.14)

¢ In vitro and in vivo studies to
demonstrate comparability of PEB with
PEH, an approved monograph active
ingredient

e A proposal that PEB would provide
consumers with greater choice in
combination nasal decongestant/
analgesic cough-cold formulations

In the Federal Register of November
2, 2004 (69 FR 63482), FDA published
a proposed rule to amend the FM for
OTC nasal decongestant products to add
PEB in an effervescent tablet as a single
ingredient or in combination with
aspirin and chlorpheniramine maleate.
A drug manufacturer and an individual
submitted comments, which included
several issues that are discussed in
section II of this document.

II. The Agency’s Conclusion on the
Comments

(Comment 1) One comment asked
FDA to expand the definition of an
effervescent dosage form. FDA had
proposed the following definition for an
effervescent tablet: “A tablet intended to
be dissolved in water before
administration. It contains, in addition
to the active ingredient(s), mixtures of
acids (citric acid, tartaric acid) and
sodium bicarbonate, which releases
carbon dioxide when dissolved in
water.”

The comment requested that FDA
revise the proposed definition of
effervescent tablet to permit additional
inactive ingredients, claiming that its
suggested revision would provide
greater formulation flexibility. The
comment based its revised definition
upon definitions from pharmaceutical
texts and reference books, including the
United States Pharmacopeia (U.S.P.),
the British/European Pharmacopeia (BP/
EP), and other pharmacopeial
individual monographs. The comment
requested that FDA revise the definition
of effervescent tablet as follows: “A
tablet intended to be dissolved or
dispersed in water before
administration. It generally contains, in
addition to the active ingredient(s),
mixtures of acids/acid salts (citric acid,

tartaric acid, malic acid, or any other
suitable acid or acid anhydride), which
release carbon dioxide when mixed
with water. Occasionally, the active
ingredient itself could act as the acid or
alkali metal compound necessary for
effervescent reaction.”

FDA declines the request to revise the
definition of effervescent tablet to
permit additional inactive ingredients,
but is expanding the definition in a
different manner to provide
manufacturers greater formulation
flexibility. FDA’s definition in the OTC
nasal decongestant FM is substantially
the same as the definitions for
effervescent tablets in the U.S.P. (Ref. 1)
and for effervescent tablets and granules
in the FDA Center for Drug Evaluation
and Research (CDER) Data Standards
Manual (Ref. 2). All of these definitions
describe a dosage form that contains
citric acid, tartaric acid, and sodium
bicarbonate as inactive ingredients to
produce the effervescence, and the
product releases gas (carbon dioxide)
when added to water.

FDA is not revising the definition in
the manner suggested by the comment
because the agency has concerns about
the comment’s proposed use of the term
“any other suitable acid or acid
anhydride.” This term is not sufficiently
specific to ensure consistency with the
current regulatory requirements for
inactive ingredients. Under § 330.1(e)
(21 CFR 330.1(e)), a product is required
to contain only suitable inactive
ingredients that meet certain criteria.
These inactive ingredients must be safe
in the amounts administered and must
not interfere with the effectiveness of
the preparation or with suitable tests or
assays to determine if the product meets
its professed standards of identity,
strength, quality, and purity. The
comment did not submit data to
demonstrate that the additional inactive
ingredients it requests are safe in the
amounts administered or that they do
not interfere with the effectiveness of
the preparation or with suitable tests or
assays. FDA is not aware of any such
data for effervescent dosage forms that
contain PEB. FDA is also not aware of
PEB as the active ingredient in these
products acting as ‘‘the acid or alkali
metal compound necessary for
effervescent reaction.” Accordingly,
FDA is not adding this requested
information to the definition at this
time.

Interested parties should contact
U.S.P. for any change in the compendial
definition of an effervescent tablet that
would apply to all such products. The
definition in § 341.3(i) applies only to
products containing PEB covered by this
FM. Interested parties who wish to
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include a PEB effervescent dosage form
that contains different inactive
ingredients than those listed in the
definition in this FM may provide FDA
specific data on such a product

FDA is expanding the definition of
“effervescent tablet” by replacing
“effervescent tablet” in § 341.3(i) of the
proposed rule with “effervescent dosage
form” in this final rule. We are making
this change to provide greater
formulation flexibility to permit other
effervescent dosage forms (e.g., granules
and powders) to be marketed. The FDA
CDER Data Standards Manual (Ref. 2)
defines an effervescent granule as ““a
small particle or grain containing a
medicinal agent in a dry mixture * * *.”
The pharmacokinetic data provided for
the PEB effervescent tablet dosage form
would also support use of an
effervescent granule or powder dosage
form, based on the smaller particle size
of these dosage forms. Accordingly, the
definition in § 341.3(i) now reads:
“Effervescent dosage form. A dosage
form intended to be dissolved in water
before administration. It contains, in
addition to the active ingredient(s),
mixtures of acids (citric acid, tartaric
acid) and sodium bicarbonate, which
release carbon dioxide when dissolved
in water.” In conjunction with this
change, we have also changed the
proposed active ingredient description
‘“phenylephrine bitartrate effervescent
tablet” in § 341.20(a)(4) to
“phenylephrine bitartrate effervescent
dosage form” in this FM.

(Comment 2) One comment requested
FDA to allow PEB as an oral nasal
decongestant in all combination
products containing an oral nasal
decongestant when formulated as an
effervescent tablet and labeled in
accordance with 21 CFR 341.80 and 21
CFR 341.85. The comment contended
that PEH is included as a GRASE oral
nasal decongestant ingredient in the
monograph for OTC Cold, Cough,
Allergy, Bronchodilator, and
Antiasthmatic Drug Products and is
included in 17 permitted combinations.
The comment further stated that FDA
acknowledged in the proposed rule that
both phenylephrine salts (bitartrate and
hydrochloride) have similar safety and
efficacy profiles, and could be used in
effervescent tablets interchangeably
without any clinically significant
impact on the performance of the
formulations studied. The comment
provided in-vitro data demonstrating
comparable recovery of the active
ingredient following dissolution in
various solution media of effervescent
tablets formulated with either PEH or
PEB, in the presence or absence of other
common cough/cold active ingredients.

FDA agrees with the comment. In the
Federal Register of January 15, 1985 (50
FR 2220), FDA affirmed the Gough-Cold
Panel recommendations for numerous
combinations containing an oral nasal
decongestant and other active
ingredients. PEH was one of those active
ingredients. In the proposed rule of the
current rulemaking (69 FR 63482 at
63485, November 2, 2004), FDA
acknowledged that the two
phenylephrine salts in effervescent
tablets could be used interchangeably.
The similarity in the rate and extent of
absorption of PEH and PEB in the
effervescent tablets allows FDA to
conclude that the bioavailability of the
phenylephrine salts in the effervescent
tablets is comparable (69 FR 63482,
November 2, 2004). With regard to PEB
and other combinations:

e PEH is similarly bioavailable to
PEB, as stated previously, and in-vitro
dissolution data demonstrate that
recovery of phenylephrine from
formulations of either salt is virtually
indistinguishable (PEH v PEB). FDA
believes that PEB would have also been
among the ingredients recommended for
inclusion in the same combinations as
PEH, had the Cough-Cold Panel
considered that ingredient. Accordingly,
FDA is including PEB in an effervescent
dosage form as a permitted active
ingredient as follows:

¢ In the same types of combination
products as the other oral nasal
decongestant active ingredients under
§§ 341.40 (b), (c), (¢), (8), (), (j), (m), (n),
(p). (q), (r), (s), (), (x), (y), (aa), and (bb),

e With labeling for combination
products under § 341.85 (b)(1), (b)(2),
(b)(3), and (c)(3).

(Comment 3) One comment
contended that FDA should not approve
PEB for OTC use until an official
compendium exists to define the quality
and purity of its effervescent dosage
form. FDA does not agree with the
comment’s suggestion. PEB as a drug
substance became official in the U.S.P.
on August 1, 2005 (Ref. 3). FDA’s
regulation in 21 CFR 330.14(i) sets forth
criteria and procedures for classifying
OTC drugs as GRASE and not
misbranded. It states that “any active
ingredient or botanical drug substance
included in a final OTC drug
monograph * * * must be recognized in
an official USP-NF drug monograph that
sets forth its standards of identity,
strength, quality, and purity.” While
FDA’s regulation mentions a U.S.P.—
N.F. drug monograph for the active
ingredient, it does not also require a
U.S.P.-N.F. drug monograph for the
active ingredient in a specific dosage
form. Accordingly, FDA concludes that
a U.S.P. compendial monograph for the

PEB drug substance is a sufficient basis
for including PEB as an active
ingredient in an effervescent tablet or
other effervescent dosage form in the
FM for OTC nasal decongestant drug
products.

III. Submission of Pharmacokinetic
Data for Other Solid Dosage Forms of
PEB

FDA notes in the proposed rule that
the rate and extent of absorption after
the first dose of PEB capsules are not
similar to PEH capsules. FDA is willing
to consider pharmacokinetic data in
support of other PEB solid dosage forms
(e.g., capsule, or noneffervescent tablet,
granule, or powder) and invites
interested persons to submit such data
in the form of a petition under 21 CFR
10.30 to amend the monograph for OTC
nasal decongestant drug products.

IV. Labeling Change from the Proposed
Rule

At the time of the proposed rule,
sinusitis would have been a permitted
indication for OTC combination drug
products that include PEB in an
effervescent dosage form as an oral nasal
decongestant. Subsequently, FDA
revised the labeling for these products.
In the Federal Register of October 11,
2005 (70 FR 58974), FDA published a
final rule to eliminate the term
“sinusitis” from the labeling of OTC
nasal decongestant drug products.
Accordingly, FDA has revised the
introductory language of §§ 341.85(b)(2)
and (b)(3) of the proposed rule to
replace the term “sinusitis” with “nasal
congestion.” Sections 341.85(b)(2) and
(b)(3) of the final rule now read as
follows:

‘‘§ 341.85 Labeling of permitted
combinations of active ingredients.

(b)(2) For permitted combinations
containing an analgesic-antipyretic
active ingredient * * * when labeled for
relief of hay fever/allergic rhinitis and/
or nasal congestion symptoms.

(b)(3) For permitted combinations
containing an oral analgesic-antipyretic
active ingredient * * * when labeled for
relief of general cough-cold symptoms
and/or the common cold and for relief
of hay fever/allergic rhinitis and/or
nasal congestion symptoms.”

V. Summary of Agency Changes

1. FDA is changing the definition of
“effervescent tablet” in § 341.3(i) to
“effervescent dosage form.” In
conjunction with this change, FDA is
changing the active ingredient
description in § 341.20(a)(4) from
“Phenylephrine bitartrate in an
effervescent tablet”” to “Phenylephrine
bitartrate in an effervescent dosage
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form” (see section II, comment 1 of this
document).

2. In the proposed rule, FDA proposed
to amend § 341.40(b), (c), (e), (g), (i), (j),
(m), (n), (p), (q), (x), (s), (1), (%), (¥), (aa),
and (bb) to exclude PEB in
§341.20(a)(4). Now that FDA is allowing
PEB in all of these combinations, there
is no need to amend these paragraphs
because the existing language therein
already refers to all nasal decongestant
active ingredients in § 341.20(a).

3. FDA is eliminating proposed
§ 341.40 (cc) because the combination is
now covered by § 341.40(c). With the
elimination of proposed § 341.40(cc),
the proposed amendments of the
headings in § 341.85(a)(1), (b)(1), (b)(2),
(b)(3), and (c)(3) to add § 341.40(cc) are
no longer needed and are withdrawn.
However, the headings in § 314.85(b)(2)
and (b)(3) are being revised as discussed
in section IV of this document.

VI. Analysis of Impacts

FDA has examined the impacts of this
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Public Law 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). Under
the Regulatory Flexibility Act, if the rule
has a significant economic impact on a
substantial number of small entities, an
agency must analyze regulatory options
that would minimize any significant
impact of the rule on small entities.
Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement of anticipated costs and
benefits before enacting any rule that
may result in an expenditure in any one
year by state, local, and tribal
governments, in the aggregate, or by
private sector, of $100 million (adjusted
annually for inflation).

FDA believes that this final rule is
consistent with the principles set out in
Executive Order 12866 and in these two
statutes. This final rule is not a
significant regulatory action as defined
by the Executive order and so is not
subject to review under the Executive
order. As discussed in this section, FDA
has determined that this final rule will
not have a significant economic impact
on a substantial number of small
entities. The Unfunded Mandates
Reform Act of 1995 does not require
FDA to prepare a statement of costs and

benefits for this final rule, because the
final rule is not expected to result in any
1-year expenditure that would exceed
$100 million adjusted for inflation. The
current threshold after adjustment for
inflation is $115 million, using the most
current (2003) Implicit Price Deflator for
the Gross Domestic Product.

The purpose of this final rule is to
include PEB in the monograph for OTC
nasal decongestant drug products. This
final rule will allow manufacturers who
market products containing this
ingredient in foreign countries and
manufacturers who would like to
market products containing this
ingredient in the United States to enter
the market place under the OTC drug
monograph instead of a new drug
application (NDA). Cost savings will
occur from marketing without an NDA.

Marketing a new OTC drug product
containing PEB is optional for any
interested manufacturer. The costs
would involve the standard startup
costs associated with marketing any
new product under an OTC drug
monograph. Manufacturers will not
incur any costs determining how to state
the product’s labeling because the
monograph amendment provides that
information. This final rule is not
expected to require any new reporting
and recordkeeping activities. Therefore,
no additional professional skills will be
needed.

FDA considered but rejected the
option of not including PEB in the
monograph because it considers the data
presented supportive of monograph
status. The ingredient became official in
the U.S.P. on August 1, 2005 (Ref. 3).

This analysis shows that FDA has
considered the burden to small entities.
FDA does not consider an exemption for
small entities necessary because those
manufacturers can enter the market
place like larger entities anytime after
this FM becomes effective. Therefore,
FDA certifies that this final rule will not
have a significant economic impact on
a substantial number of small entities.
No further analysis is required under
the Regulatory Flexibility Act (5 U.S.C.
605(b)).

VII. Paperwork Reduction Act of 1995

FDA concludes that the labeling
requirements in this document are not
subject to review by the Office of
Management and Budget because they
do not constitute a “collection of
information” under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.). Rather, the monograph labeling
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)).

VIIIL. Environmental Impact

FDA has determined under 21 CFR
25.31(a) 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.

IX. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule will have a
preemptive effect on State law. Section
4(a) of the Executive order requires
agencies to “construe * * * a Federal
statute to preempt State law only where
the statute contains an express
preemption provision or there is some
other clear evidence that the Congress
intended preemption of State law, or
where the exercise of State authority
conflicts with the exercise of Federal
authority under the Federal statute.”
Section 751 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
379r) is an express preemption
provision. Section 751(a) of the act (21
U.S.C. 379r(a)) provides that: “* * * no
State or political subdivision of a State
may establish or continue in effect any
requirement— * * * (1) that relates to
the regulation of a drug that is not
subject to the requirements of section
503(b)(1) or 503(f)(1)(A); and (2) that is
different from or in addition to, or that
is otherwise not identical with, a
requirement under this Act, the Poison
Prevention Packaging Act of 1970 (15
U.S.C. 1471 et seq.), or the Fair
Packaging and Labeling Act (15 U.S.C.
1451 et seq.).” Currently, this provision
operates to preempt States from
imposing requirements related to the
regulation of nonprescription drug
products. (See Section 751(b) through
(e) of the act for the scope of the express
preemption provision, the exemption
procedures, and the exceptions to the
provision.) This final rule would add
PEB, individually and in combination
drug products when used in
effervescent dosage form, to the FM for
OTC nasal decongestant drug products.
Although this final rule would have a
preemptive effect, in that it would
preclude States from promulgating
requirements related to these PEB drug
products that are different from or in
addition to, or not otherwise identical
with a requirement in the final rule, this
preemptive effect is consistent with
what Congress set forth in section 751
of the act. Section 751(a) of the act
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displaces both State legislative
requirements and State common law
duties. We also note that even where the
express preemption provision is not
applicable, implied preemption may
arise. See Geier v. American Honda Co.,
529 US 861 (2000).

FDA believes that the preemptive
effect of the final rule would be
consistent with Executive Order 13132.
Section 4(e) of the Executive order
provides that “when an agency proposes
to act through adjudication or
rulemaking to preempt State law, the
agency shall provide all affected State
and local officials notice and an
opportunity for appropriate
participation in the proceedings.” FDA
provided the States with an opportunity
for appropriate participation in this
rulemaking when it sought input from
all stakeholders through publication of
the proposed rule in the Federal
Register of November 2, 2004 (69 FR
63482). FDA received no comments
from any States on the proposed
rulemaking.

In addition, on June 19, 2006, FDA’s
Division of Federal and State Relations
provided notice via fax and email
transmission to elected officials of State
governments and their representatives
of national organizations. The notice
provided the States with further
opportunity for comment on the rule. It
advised the States of the publication of
the proposed rule and encouraged State
and local governments to review the
notice and to provide any comments to
Docket No. 1976N-0052N, opened in
the November 2, 2004, Federal Register
notice, by a date 30 days from the date
of the notice (i.e., by July 19, 2006), or
to contact certain named individuals.
FDA received no comments in response
to this notice. The notice has been filed
in Docket No. 1976N—0052N.

In conclusion, FDA believes that it
has complied with all of the applicable
requirements under the Executive order
and has determined that the preemptive
effects of this rule are consistent with
Executive Order 13132.

X. Effective Date

This final rule becomes effective
August 31, 2006.

XI. References

The following references are on
display in the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852 under
Docket No. 1976 N-0052N and may be
seen by interested persons between 9
a.m. and 4 p.m., Monday through
Friday. (FDA has verified the Web site
address, but is not responsible for

subsequent changes to the Web site after
this document publishes in the Federal
Register.)

1. The United States Pharmacopeia 29—
National Formulary 24, The United States
Pharmacopeial Convention, Inc., Rockville,
MD, pp 3005, 2006.

2. CDER Data Standards Manual (see
sections entitled ‘“Tablet Effervescent” and
“Granule Effervescent”) at http://
www.fda.gov/cder/dsm/DRG/drg00201.htm.

3. The United States Pharmacopeia 28—
National Formulary 23, Supplement 2, The
United States Pharmacopeial Convention,
Inc., Rockville, MD, pp 3520, 2005.

List of Subjects in 21 CFR Part 341

Labeling, Over-the-counter drugs.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 341 is
amended as follows:

PART 341—COLD, COUGH, ALLERGY,
BRONCHODILATOR, AND
ANTIASTHMATIC DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN
USE

m 1. The authority citation for 21 CFR
part 341 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 371.
m 2. Section 341.3 is amended by adding
paragraph (i) to read as follows:

§341.3 Definitions.

* * * * *

(i) Effervescent dosage form. A dosage
form intended to be dissolved in water
befor