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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 110
RIN 3206—-AJ73

Posting Regulations

AGENCY: Office of Personnel
Management.
ACTION: Final rule.

SUMMARY: The Office of Personnel
Management (OPM) is issuing final
regulations to revise the rules relating to
notice of new regulations and
information collection requirements.
The revisions include eliminating one
subpart and renaming the remaining
subpart and plain language
modifications.

DATES: Effective Date: This regulation is
effective on July 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Robert T. Coco, (202) 6061822, Fax:
(202) 606—0909, or e-mail
rtcoco@opm.gov.

SUPPLEMENTARY INFORMATION: On March
6, 2003, the Office of Personnel
Management (OPM) published a
proposed rule (68 FR 10666) revising
part 110 of title 5, Code of Federal
Regulations. The proposed rule had a
60-day comment period, during which
OPM received no comments. The final
rule is identical to the proposed rule.
The rule will make the following
revisions to title 5, Code of Federal
Regulations. Part 110 is revised to
reflect the removal of old subpart B—
Information Collection Requirements.
Old subpart B was a requirement arising
from an internal OPM housekeeping
function no longer in effect. Its removal
requires us to eliminate the old subpart
A designation and use the designation
part 110 to refer to the remaining
material. We have also made minor
word changes and changed the order of
material within the section. Except as

otherwise noted, the purpose of these
revisions is not to make substantive
changes but, rather, to make part 110
more readable.

Section 110.101: Changes “special
bulletins” to “notice” and changes
“new regulations” to ‘““new proposed,
interim, and final regulations.” Corrects
the name of the type of issuance
currently used, which was changed in
1994 when the bulletin system was
abolished, and clarifies regulation
description to indicate that it includes
new proposed, interim, and final
regulations.

Section 110.101(b): (Note old
paragraphs (a) and (b) have been
reversed, and redesignated as
paragraphs (b) and (a), respectively, so
that they are now in a more logical
sequence). Provides the option for
viewing documents either in paper
format or via Web site, thus providing
the ability to use electronic as well as
paper format of documents.

Section 110.102(b): Adds “‘agency
Web sites” as a supplemental posting
option. This provides the option for an
agency to make new OPM regulations
available on the agency’s Web site or
through a link to the OPM Web site.

Regulatory Flexibility Act

I certify that this proposed regulation
will not have a significant economic
impact on a substantial number of small
entities.

Executive Order 12866, Regulatory
Review

The Office of Management and Budget
has reviewed this rule in accordance
with Executive Order 12866.

List of Subjects in 5 CFR Part 110

Government employees, Reporting
and recordkeeping requirements.
Office of Personnel Management.
Kay Coles James,
Director.
m Accordingly, OPM is revising part 110
of title 5, Code of Federal Regulations as
follows:

PART 110—POSTING NOTICES OF
NEW OPM REGULATIONS

Authority: 5 U.S.C. 1103.

§110.101 What are OPM’s Notice and

Posting System responsibilities?
OPM will issue a notice that will

provide information for Federal

agencies, employees, managers, and
other stakeholders on each of its new
proposed, interim, and final regulations.
Each notice will transmit:

(a) A posting notice that briefly
explains the nature of the change, and
provides a place for Federal agencies to
indicate where the full text of the
Federal Register notice will be available
for review.

(b) A copy of the notice of rulemaking
that appears in the Federal Register or
a link to a Web site where the notice of
rulemaking appears.

§110.102 What are Agency
responsibilities?

(a) Agencies will make regulations
available for review by employees,
managers, and other interested parties.
Federal agencies receiving the notices of
rulemaking described in § 110.101(b)
will make those regulations available for
review upon request. Each agency will
complete the posting notice described in
§110.101(a) indicating where and how
requests to review these materials
should be made.

(b) Agencies will determine posting
locations and, if desired, develop
supplemental announcements. Agencies
will display completed posting notices
in a prominent place where the notices
can be easily seen and read. Agencies
will choose the posting location that
best fits their physical layout. Agencies
may supplement these postings with
announcements in employee
newsletters, agency Web sites, or other
communication methods. The basic
requirement to post the notice
continues, however, even if
supplemental announcement methods
are used.

(c) Agencies will post notices of the
new regulations even if the Federal
Register comment date has passed. The
public comment period on proposed
regulations begins when a notice of
proposed rulemaking is published in the
Federal Register, not with the posting of
the notice described in §110.101(a). The
purpose of posting notice is solely to
inform agency personnel of changes.
Agencies are required to post the
posting notice even if the formal
deadline for comments shown in the
preamble of the Federal Register notice
of rulemaking has passed. Agencies
should make every reasonable effort to
minimize delays in distributing the
notice described in § 110.101 to their
field offices.
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(d) No fixed posting period. There are
no minimum or maximum time limits
on displaying the notice described in
§110.101(a). Each office receiving a
notice for posting should choose the
posting period which provides the best
opportunity to inform managers and
employees of regulatory changes based
upon office layout, geographic
dispersion of employees, and other local
factors.

[FR Doc. 04-13558 Filed 6-15—-04; 8:45 am]
BILLING CODE 6325-44-P

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 575
RIN 3206-AKO01

Extended Assignment Incentives

AGENCY: Office of Personnel
Management.
ACTION: Final rule.

SUMMARY: The Office of Personnel
Management is issuing final regulations
on extended assignment incentives,
which provide additional flexibility to
assist agencies in retaining experienced,
well-trained employees in a United
States territory, possession, or
commonwealth for longer than the
employee’s initial tour of duty.

DATES: The final regulations are
effective on June 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Vicki Lynn Draper by telephone at (202)
606—2858; by fax at (202) 606—4264; or
by e-mail at pay-performance-
policy@opm.gov.

SUPPLEMENTARY INFORMATION: On
September 12, 2003, the Office of
Personnel Management published
interim regulations (68 FR 53667) to
implement a statutory amendment that
authorized the payment of extended
assignment incentives. Section 207 of
the 21st Century Department of Justice
Appropriations Authorization Act (Pub.
L. 107-273, November 2, 2002), added
a new section 5757 to chapter 57 of title
5, United States Code, to permit the
head of an executive agency to pay an
extended assignment incentive to
certain Federal employees assigned to
positions located in a territory or
possession of the United States, the
Commonwealth of Puerto Rico, or the
Commonwealth of the Northern Mariana
Islands. The 60-day comment period for
the interim regulations ended on
November 12, 2003. We received no
comments from either agencies or
individuals. Therefore, we are adopting
the interim regulations as final, with

one minor correction of a regulation
citation at §575.513(a).

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
agencies and employees.

E.O. 12866, Regulatory Review

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

List of Subjects in 5 CFR Part 575

Government employees, Wages.

Office of Personnel Management.
Kay Coles James,
Director.

Accordingly, the interim rule
amending part 575 of title 5 of the Code
of Federal Regulations, which was
published at 68 FR 53667 on September
12, 2003, is adopted as final with the
following changes:

PART 575—RECRUITMENT AND
RELOCATION BONUSES, RETENTION
ALLOWANCES, SUPERVISORY
DIFFERENTIALS, AND EXTENDED
ASSIGNMENT INCENTIVES

m 1. The authority citation for part 575 is
revised to read as follows:

Authority: 5 U.S.C. 1104(a)(2), 5753, 5754,
5755, and 5757; Pub. L. 107-273, 116 stat.
1780; secs. 302 and 404 of the Federal
Employees Pay Comparability Act of 1990
(FEPCA), Pub. L. 101-509, 104 Stat. 1462 and
1466, respectively; E.O. 12748, 3 CFR, 1992
Comp., p. 316.

m 2. The heading for Part 575 is revised
to read as above.

m 3.In §575.513, paragraph (a) is revised
to read as follows:

§575.513 What are the agency’s and the
employee’s obligations when an employee
fails to fulfill the terms of a service
agreement?

(a) This section does not apply when
an employee is involuntarily separated
or involuntarily reassigned to a position
outside the particular territory,
possession, or commonwealth involved,
as provided in § 575.511 or when an
agency unilaterally terminates a service
agreement under §575.512.

* * * * *

[FR Doc. 04-13559 Filed 6—15—04; 8:45 am]
BILLING CODE 6325-39-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 50
RIN 3150-AG48

Voluntary Fire Protection
Requirements for Light Water
Reactors; Adoption of NFPA 805 as a
Risk-Informed, Performance-Based
Alternative

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) is amending its fire
protection requirements for nuclear
power reactor licensees to permit
existing reactor licensees to voluntarily
adopt fire protection requirements
contained in the National Fire
Protection Association (NFPA) Standard
805, “Performance-Based Standard for
Fire Protection for Light Water Reactor
Electric Generating Plants, 2001
Edition” (NFPA 805). These fire
protection requirements are an
alternative to the existing deterministic,
prescriptive fire protection
requirements.

DATES: Effective: July 16, 2004. The
incorporation by reference of the
publication listed in the regulation is
approved by the Director of the Federal
Register as of July 16, 2004.

ADDRESSES: The final rule and related
documents may be examined and
copied for a fee at the NRC Public
Document Room (PDR), One White Flint
North, Room O1-F15, 11555 Rockville
Pike, Rockville, Maryland (NFPA
standards are copyrighted). Copies of
NFPA 805 may be purchased from the
NFPA Customer Service Department, 1
Batterymarch Park, P.O. Box 9101,
Quincy, MA 02269-9101 and in PDF
format through the NFPA Online
Catalog (www.nfpa.org) or by calling 1—
800-344-3555 or (617) 770-3000.

FOR FURTHER INFORMATION CONTACT:
Joseph L. Birmingham, Office of Nuclear
Reactor Regulation, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001; telephone (301) 415—
2829; e-mail jlb4@nrc.gov.
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XII. Small Business Regulatory Enforcement
Fairness Act

I. Background

In 1971, the Atomic Energy
Commission promulgated General
Design Criterion (GDC) 3, “Fire
protection,” in Appendix A to 10 CFR
part 50. Subsequently, the NRC
developed specific guidance for
implementing GDC 3 in Branch
Technical Position (BTP) Auxiliary and
Power Conversion Systems Branch
(APCSB) 9.5—1, “Guidelines for Fire
Protection for Nuclear Power Plants,”
dated May 1, 1976, and Appendix A to
BTP APCSB 9.5-1, “Guidelines for Fire
Protection for Nuclear Power Plants
Docketed Prior to July 1, 1976,” dated
August 23, 1976. In the late 1970s, the
NRC worked with licensees to establish
configurations to meet this guidance,
reaching closure on most issues.
However, to resolve the remaining
contested issues, the NRC published the
final fire protection rule (10 CFR 50.48,
“Fire protection”) and Appendix R to 10
CFR part 50 dated November 19, 1980
(45 FR 76602).

Section 50.48(a)(1) requires each
operating nuclear power plant to have a
fire protection plan that satisfies
Criterion 3 (GDC 3) of Appendix A to 10
CFR 50 and states that the fire
protection plan must describe the
overall fire protection program; identify
the positions responsible for the
program and the authority delegated to
those positions; outline the plans for fire
protection, fire detection and
suppression capability, and limitation of
fire damage. Section 50.48(a)(2) states
that the fire protection plan must
describe the specific features necessary
to implement the program described in
paragraph (a)(1) including
administrative controls and personnel
requirements; automatic and manual
fire detection and suppression systems;
and the means to limit fire damage to
structures, systems, and components
(SSCs) to ensure the capability to safely
shut down the plant. Section 50.48(a)(3)
requires that the licensee retain the fire
protection plan and each change to the
plan as a record until the Commission
terminates the license.

GDC 3, referenced in 10 CFR
50.48(a)(1), provides broad performance
objectives for an acceptable fire
protection program. GDC 3 specifies, in
part, that SSCs important to safety be
designed and located to minimize,
consistent with other safety
requirements, the probability and effects
of fires and explosions; noncombustible
and heat resistant materials be used

wherever practical; fire detection and
fighting systems of appropriate capacity
and capability be provided and
designed to minimize the adverse effects
of fires on SSCs important to safety; and
fire fighting systems be designed to
assure their rupture or inadvertent
operation does not significantly impair
the safety capability of the SSCs.

Section 50.48(b) references Appendix
R to 10 CFR 50 and states that Appendix
R establishes fire protection features
required to satisfy GDC 3 with respect
to certain generic issues for nuclear
power plants licensed to operate before
January 1, 1979. As stated in 10 CFR
50.48(b)(1), with the exception of
Sections III.G, IIL.], and III.O of
Appendix R, nuclear power plants that
were licensed to operate before January
1, 1979, are exempt from the
requirements of Appendix R. These
plants are exempt to the extent that:

Features proposed or implemented by
the licensee have been accepted by the
NRC staff as satisfying the provisions of
Appendix A to BTP APCSB 9.5-1 that
are reflected in NRC fire protection
safety evaluation reports (SERs) issued
before the 10 CFR 50.48 effective date of
February 19, 1981; or,

Features that were accepted by the
NRC staff in comprehensive SERs before
Appendix A to BTP APCSB 9.5-1 was
published in August 1976. Otherwise,
these nuclear power plants must meet
10 CFR 50, Appendix R, as well as any
requirements contained in plant specific
fire protection license conditions and/or
technical specifications. These nuclear
power plants must also comply with 10
CFR 50.48(a).

Nuclear power plants that were
licensed to operate after January 1, 1979,
must comply with 10 CFR 50.48(a) as
well as any plant-specific fire protection
license conditions and/or technical
specifications. Their fire protection
license conditions typically reference
SERs generated by the NRC as the
product of initial licensing reviews
against either Appendix A to BTP
APCSB 9.5-1 and the criteria of certain
sections of 10 CFR 50, Appendix R, or
Section 9.5.1 of NUREG-0800, the NRC
Standard Review Plan (SRP) which
includes similar criteria specified in 10
CFR 50, Appendix R. These fire
protection requirements are considered
to be deterministic.

The NRC has issued approximately
900 exemptions from the technical
requirements specified in Appendix R.
These exemptions were granted to
licensees that submitted a technical
evaluation demonstrating that an
alternative fire protection approach
satisfied the underlying safety purpose
of Appendix R. During the initial

implementation period for “Pre-1979
Appendix R plants,” the NRC granted
exemptions under the provisions of 10
CFR 50.48(c)(6), which has since been
deleted. For exemptions requested by
“Pre-1979 plants” after the licensee’s
initial Appendix R implementation
period, the NRC conducted its reviews
in accordance with the provisions
specified in 10 CFR 50.12, “Specific
exemptions.” ‘“Post-1979 plants” have
also requested and, when acceptable to
the NRC, received approval to deviate
from their licensing requirements. The
processing of exemption and deviation
requests has placed a significant burden
on the resources of the NRC and the
nuclear industry.

Industry representatives and some
members of the public have described
the current deterministic fire protection
requirements as ‘‘prescriptive’” and an
“unnecessary regulatory burden.”
Beginning in the late 1990s, the
Commission provided the NRC staff
with guidance for identifying and
assessing performance-based
approaches to regulation (see SECY-00—
0191, “High-Level Guidelines for
Performance-Based Activities,” dated
September 1, 2000, and Staff
Requirements Memorandum (SRM),
dated March 1, 1999, entitled, “SECY—
98-0144: White Paper on Risk-Informed
and Performance-Based Regulation.”
This guidance augmented the risk-
related guidance in the NRC’s
Probabilistic Risk Assessment (PRA)
Policy Statement (60 FR 42622, August
16, 1995) and Regulatory Guide (RG)
1.174, “An Approach for Using
Probabilistic Risk Assessment in Risk-
Informed Decisions on Plant-Specific
Changes to the Licensing Basis,” dated
July 1998.

In SECY-98-0058, ‘“Development of a
Risk-Informed, Performance-Based
Regulation for Fire Protection at Nuclear
Power Plants,” dated March 26, 1998,
the NRC staff proposed to the
Commission that the staff work with the
NFPA and the industry to develop a
performance-based, risk-informed
consensus standard for fire protection
for nuclear power plants and, if the
standard was acceptable, the staff would
endorse the standard in a rulemaking. In
an SRM dated June 30, 1998, the
Commission approved the staff’s
proposal and the staff began cooperative
participation in the development of
NFPA 805.

As aresult of its interaction with
NFPA, the NRC staff determined that
the likelihood of an acceptable standard
was sufficiently high that rulemaking to
endorse NFPA 805 should be approved.
In SECY-00-0009, dated January 13,
2000, titled ‘“Rulemaking Plan, Reactor
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Fire Protection Risk-Informed,
Performance-Based Rulemaking,” the
staff requested Commission approval to
proceed with rulemaking to permit
reactor licensees to adopt NFPA 805 as
a voluntary alternative to existing fire
protection requirements. In an SRM
dated February 24, 2000, the
Commission directed the staff to
proceed with this rulemaking.

The NFPA Standards Council issued
NFPA 805, 2001 Edition, January 13,
2001, with an effective date of February
9, 2001. It was approved as an American
National Standard on February 9, 2001.
The standard specifies the minimum
fire protection requirements for existing
light water nuclear power plants during
all modes (“phases” in NFPA 805) of
plant operation, including, shutdown,
degraded conditions, and
decommissioning.

In a memorandum dated October 9,
2001, the NRC staff informed the
Commission that it planned to submit to
the Commission by July 2002 a
proposed rule that would revise 10 CFR
50.48 and a final rule 12 months after
the proposed rule was published for
public comment. Additionally, the staff
informed the Commission that it was
working with the Nuclear Energy
Institute (NEI) to develop implementing
guidance.

On December 20, 2001 (66 FR 65661),
the NRC published draft rule language
proposing to endorse NFPA 805 in the
Federal Register. The NRC also posted
this draft language on the NRC’s
interactive Rulemaking Forum Web site
at http://ruleforum.llnl.gov. The NRC
requested public comment on the draft
rule language.

In response to this preliminary
request for public comment, the NRC
received five sets of comments from
industry, consultants, licensees,
industry organizations, and NRC staff.
Based on those comments and on
reviews by NRC Program Offices and
Committees, the NRC revised the draft
rule language. In SECY-02-0132, dated
July 15, 2002, the staff requested the
Commission’s approval to publish the
proposed rule in the Federal Register
and on October 3, 2002, the Commission
approved the publication of the
proposed rule in the Federal Register
for public comment. The proposed rule
was published in the Federal Register
for a 75-day public comment period (67
FR 66578; November, 1, 2002).

II. Discussion

In this rule, the NRC is allowing
licensees to adopt NFPA 805 as a
performance-based alternative to
complying with paragraph (b) of §50.48
for plants licensed to operate before

January 1, 1979; or the fire protection
license conditions for plants licensed to
operate after January 1, 1979. Paragraph
(b) of § 50.48 refers to fire protection
features that 10 CFR 50, Appendix R
requires to satisfy GDC 3. Paragraph (b)
discusses the extent to which those
features are regulatory requirements for
certain licensees, and specifically to
plants licensed before January 1, 1979.
Requirements for plants licensed after
that date are specified in plant fire
protection license conditions. The NRC
considers that NFPA 805 specifies fire
protection requirements or provides an
acceptable methodology and
performance criteria for licensees to
identify fire protection requirements
that are an acceptable alternative to the
Appendix R fire protection features. A
description of NFPA 805 and the NFPA
805 methodology follows.

NFPA 805 is a performance-based
standard for fire protection prepared by
the NFPA Technical Committee on Fire
Protection for Nuclear Facilities. Issued
by the Standards Council on January 13,
2001, it was approved as an American
National Standard on February 9, 2001.
NFPA 805 describes a methodology for
establishing fundamental fire protection
program design requirements and
elements, determining required fire
protection systems and features,
applying performance-based
requirements, and administering fire
protection for existing light water
reactors during operation,
decommissioning, and permanent
shutdown. It provides for the
establishment of a minimum set of fire
protection requirements but allows
performance-based or deterministic
approaches to be used to meet
performance criteria.

Under NFPA 805, a licensee adopts
the performance goals, objectives, and
criteria itemized in Chapter 1 of NFPA
805 and then meets those goals,
objectives, and criteria through the
implementation of performance-based
or deterministic approaches. Those
goals, objectives, and criteria contain
provisions for nuclear safety,
radioactive release, life safety, and
business interruption. Relative to its
mission to protect the public health and
safety, the NRC is concerned with the
nuclear safety and radioactive release
goals, objectives, and criteria, and the
protection of essential personnel aspect
of the life safety goals, objectives, and
criteria. Therefore, the NRC is not
endorsing the Plant Damage/Business
Interruption and Life Safety Goals of
NFPA 805.

After a licensee adopts the
performance goals, objectives, and
criteria itemized in Chapter 1, it

establishes plant fire protection
requirements using the methodology in
Chapter 2 of NFPA 805. The initial step
in this methodology is to establish the
minimum fire protection program
elements and design criteria contained
in Chapter 3 of NFPA 805. NFPA 805
does not permit the Chapter 3 elements
and design criteria to be subject to the
performance-based approaches allowed
elsewhere within NFPA 805. However,
to provide regulatory flexibility, the
final rule provides for licensees to
request a license amendment to apply
NFPA 805 performance-based
approaches to the Chapter 3 fire
protection program elements and
minimum design criteria.

After establishing the fundamental
fire protection program elements and
minimum design requirements of
Chapter 3, the licensee performs a plant-
wide analysis to identify fire areas and
fire hazards required to meet the
performance criteria and the SSCs in
each fire area to which the performance
criteria apply. The licensee may apply
either a performance-based or a
deterministic approach to meet the
performance criteria. For a deterministic
approach, the performance criteria are
deemed to be satisfied when the plants
existing fire protection requirements are
met. For a performance-based approach,
the licensee must perform engineering
analyses to demonstrate that the
performance-based requirements are
met. These engineering analyses may
include engineering evaluations,
probabilistic safety assessments, and fire
modeling calculations.

If the approach chosen to meet the
performance criteria results in a change
to the approved design basis, the
licensee must evaluate any resulting
changes in risk and determine whether
the changes in risk are acceptable to the
AH]J (Authority Having Jurisdiction, i.e.,
NRC). NRC guidance on the
acceptability of changes in risk is in RG
1.174 and is referenced by NFPA 805.
The licensee must also evaluate the
change to determine whether defense-
in-depth and safety margins are
maintained. The licensee implements a
monitoring program to monitor plant
performance as it applies to fire risk and
must adjust the fire protection program
as necessary as levels of risk change. For
the resulting fire protection program,
the licensee documents the results of
the analyses, ensures the quality of the
analyses, and maintains configuration
control of the resulting plant design and
operation. Section 2.7 of NFPA 805
provides requirements for program
documentation, configuration control,
and quality.
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NFPA 805 does not supersede the
requirements of GDC 3, 10 CFR 50.48(a),
or 10 CFR 50.48(f). Those regulatory
requirements continue to apply to
licensees that adopt NFPA 805.
However, under NFPA 805, the means
by which GDC 3 or 10 CFR 50.48(a)
requirements may be met is different
than under 10 CFR 50.48(b).
Specifically, whereas GDC 3 refers to
SSCs important to safety, NFPA 805
identifies fire protection systems and
features required to meet the Chapter 1
performance criteria through the
methodology in Chapter 4 of NFPA 805.
Also, under NFPA 805, the 10 CFR
50.48(a)(2)(iii) requirement to limit fire
damage to SSCs important to safety so
that the capability to safely shut down
the plant is ensured is satisfied by
meeting the performance criteria in
Section 1.5.1 of NFPA 805. The Section
1.5.1 criteria include provisions for
ensuring that reactivity control,
inventory and pressure control, decay
heat removal, vital auxiliaries, and
process monitoring are achieved and
maintained.

This methodology specifies a process
to identify the fire protection systems
and features required to achieve the
nuclear safety performance criteria in
Section 1.5 of NFPA 805. Once a
determination has been made that a fire
protection system or feature is required
to achieve the performance criteria of
Section 1.5, its design and qualification
must meet any applicable requirements
of NFPA 805, Chapter 3. Having
identified the required fire protection
systems and features, the licensee
selects either a deterministic or
performance-based approach to
demonstrate that the performance
criteria are satisfied. This process
satisfies the GDC 3 requirement to
design and locate SSCs important to
safety to minimize the probability and
effects of fires and explosions.

The methodology in NFPA 805 for
performance-based approaches is to a
large degree consistent with the
principles for performance-based
regulation contained in the “White
Paper on Risk-Informed, Performance-
Based Regulation,” attached to the SRM
for SECY-98-0144. The NFPA 805
methodology incorporates the following
attributes: (1) Measurable or calculable
parameters exist to monitor the system,
including facility performance; (2)
objective criteria to assess performance
are established based on risk insights,
deterministic analyses, and/or
performance history; (3) plant operators
have the flexibility to determine how to
meet established performance criteria in
ways that will encourage and reward
improved outcomes; and (4) a

framework exists in which the failure to
meet a performance criterion, while
undesirable, will not in and of itself
constitute or result in an immediate
safety concern.

Technical Acceptability of NFPA 805 as
an Alternative to 10 CFR 50.48(b)

With respect to the certain required
fire protection features required to
satisfy GDC 3, 10 CFR 50.48(b)
references Appendix R, whereas 10 CFR
50.48(c) references NFPA 805. The NRC
evaluated whether the technical
approaches, methodologies, and
engineering analyses specified in NFPA
805 provide criteria to establish fire
protection features sufficient to satisfy
GDC 3. The acceptability of NFPA 805
with exceptions and supplementation
versus Appendix R is discussed below.

Appendix R, Section I, states that
Appendix R sets forth the fire protection
features required to satisfy GDC 3 with
respect to certain generic issues. Section
I also discusses the need to limit fire
damage to systems required to achieve
and maintain safe shutdown conditions
and that protection be provided so that
a fire within only one such system will
not damage the redundant system.

Appendix R, Section II, provides the
general requirements for a fire
protection program, discusses defense-
in-depth, defines the fire hazards
analysis required to be performed,
describes fire prevention features, and
requires alternate or dedicated
shutdown capability for areas where the
fire protection features cannot ensure
safe shutdown capability in the event of
a fire in that area.

Appendix R, Section III, provides
specific requirements for certain fire
protection features. The fire protection
features in Section III are: A. Water
supplies for fire suppression systems, B.
Sectional isolation valves, C. Hydrant
isolation valves, D. Manual fire
suppression, E. Hydrostatic hose tests,
F. Automatic fire detection, G. Fire
protection of safe shutdown capability,
H. Fire brigade, I. Fire brigade training,
J. Emergency lighting, K. Administrative
controls, L. Alternative and dedicated
shutdown capability, M. Fire barrier
cable penetration seal qualification, N.
Fire doors, and O. Oil collection system
for reactor coolant pump.

NFPA 805 establishes performance
goals, performance objectives, and
performance criteria that require a
licensee to provide reasonable assurance
that a fire will not prevent the plant
from achieving and maintaining the fuel
in a safe and stable condition, the plant
will not be placed in an unrecoverable
condition, and will not result in a
radiological release that adversely

affects the public, plant personnel, or
the environment. These goals,
objectives, and criteria are described in
Chapter 1 and elsewhere in the
standard. NFPA 805 allows the use of
either a deterministic or performance-
based approach to achieve the
performance goals, objectives, and
criteria of Chapter 1. Subsequent
chapters of the standard describe
methodologies to be used to establish
the required fire protection systems and
features, including the analyses used to
support the performance-based fire
protection design that fulfills these
goals.

NFPA 805 requires the licensee to use
a deterministic or performance-based
approach to assess whether the
performance goals, objectives, and
criteria in Section 1.5 of the standard
are met. The methodologies for
implementing these approaches are
established in Chapters 2 and 4 of NFPA
805. Chapter 3 of NFPA 805 provides
certain deterministic and administrative
requirements for fire protection systems
and features that are not subject to the
NFPA 805 performance-based approach.
The methodology in Chapter 2 describes
how these approaches are to be
developed and implemented. The
methodology in Chapter 4 describes the
process to be used to determine which
fire protection systems and features are
required to achieve the performance
criteria outlined in Chapter 1.

NFPA 805 accomplishes the intent of
the Appendix R, Section I, requirements
through the methodology in Chapter 4
of NFPA 805. That methodology
requires that a nuclear safety capability
assessment be performed that
determines that one success path is
maintained free of fire damage from a
single fire. The assessment may use
either a deterministic or a performance-
based approach. The deterministic
approach requires protection for one
success path of required cables and
equipment to achieve and maintain the
nuclear safety performance criteria in
Chapter 1. The nuclear safety
performance criteria is considered to be
satisfied when the protection scheme
meets certain deterministic criteria such
as when a 3-hour fire barrier
encapsulation of one success path is
provided. The performance-based
approach requires that, using the
Chapter 2 methodology, information on
targets, damage thresholds, limiting
conditions, and fire scenarios be used to
determine the protection scheme
necessary to ensure the nuclear safety
success path(s) for required cables and
equipment are maintained free of fire
damage to achieve the nuclear
performance criteria in Chapter 1.
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Chapter 3 of NFPA 805 accomplishes
the requirements for general fire
protection program features described in
Appendix R, Section IL.A. and the
general fire prevention features
described in Appendix R, Section II.C.
The defense-in-depth objectives
described in Appendix R, Section II,
General Requirements, are incorporated
in NFPA 805. The defense-in-depth
objectives of Appendix R, Section II, are
(1) prevent fires from starting; (2) detect
rapidly, control, and extinguish
promptly those fires that do occur; and
(3) provide protection for structures,
systems, and components important to
safety so that a fire that is not promptly
extinguished by the fire suppression
activities will not prevent the safe
shutdown of the plant. These defense-
in-depth objectives are stated in Section
1.2 of NFPA 805 and the methods to
accomplish them are specified in the
standard as described below:

1. Prevention of fires is specified in
Section 3.3 of NFPA 805 and includes
control of ignition sources, control of
combustible and flammable materials,
use of noncombustible or fire resistant
structural materials, and control of cable
construction and raceways.

2. Fire detection and suppression are
required in Sections 3.4 through 3.11 of
NFPA 805 and include on-site fire-
fighting capability, fire alarms, manual
and fixed suppression systems, and
passive fire protection features.

3. Protection of SSCs important to
achieve the nuclear safety performance
criteria is specified in Chapter 4 of
NFPA 805. Chapter 4 establishes the
methodology to determine the fire
protection systems and features required
to achieve the performance criteria and
specifies that at least one success path
to achieve the nuclear safety
performance criteria shall be maintained
free of fire damage by a single fire. The
nuclear safety performance criteria
specified in Section 1.5 are:

(1) Reactivity control, (2) inventory and
pressure control, (3) decay heat removal,
(4) vital auxiliaries, and (5) process
monitoring.

The methodologies described in
NFPA 805 Chapters 2 and 4 and the
fundamental fire protection program
and design elements in Chapter 3
require a general fire hazards analysis
similar to that described in Appendix R,
Section II.B. Appendix R, Section IL.D,
which describes alternative or dedicated
shutdown capability, is discussed later
in this section.

The NRC has evaluated Appendix R,
Section III, Specific Requirements, and
determined that, with certain
differences (e.g., cold shutdown,
alternate or dedicated shutdown,

shutdown methods and emergency
lighting), NFPA 805 Chapter 3 and the
methodologies in Chapters 2 and 4
provide acceptable alternative criteria to
the specific fire protection requirements
in Section IIL

For example, Appendix R, Section
II.A, Water supplies for fire suppression
systems, is the design criteria for fire
suppression system water supplies and
it requires certain design features, such
as the duration of the water supply and
configuration of the water sources, to be
met. NFPA 805 has similar requirements
in Chapter 3 for water supply and
configuration that are acceptable
alternatives to the requirements in
Appendix R.

Another example is Appendix R,
Section III.K, Administrative controls,
which requires controls to govern the
activities related to the handling of
combustible materials and ignition
sources and govern actions by
emergency and general plant personnel.
NFPA 805 has requirements in Chapter
3 for administrative controls that are
acceptable alternatives to the
requirements in Appendix R.

Appendix R, Section III.G, Fire
protection of safe shutdown capability,
provides the deterministic requirements
to ensure that one train of systems
necessary to achieve and maintain hot
shutdown is free of fire damage and
systems necessary to achieve and
maintain cold shutdown can be repaired
within 72 hours. The final rule (45 FR
76602; November 19, 1980) that
promulgated 10 CFR 50.48 and
Appendix R, dated November 19, 1980,
stated that the objective for the
protection of safe shutdown capability
is to ensure that at least one means of
achieving and maintaining safe
shutdown conditions will remain
available during and after any
postulated fire in the plant. NFPA 805
requires that, in the event of a fire, the
plant be able to achieve and maintain
the fuel in a safe and stable condition
and that the plant is not placed in an
unrecoverable condition in lieu of the
analyzed shutdown method delineated
in Section III.G. Specific criteria for the
NFPA 805 conditions are provided in
Section 1.5 of NFPA 805. These
differences in requirements for plant
shut down result from the fact that
NFPA 805 is performance-based rather
than deterministic. The shutdown
methods delineated in Section IIL.G are
not required by NFPA 805 because they
are not needed to achieve the
performance criteria of NFPA 805.
However, NFPA 805, Chapter 4, requires
that one success path necessary to
achieve and maintain the nuclear safety
performance criteria be maintained free

of fire damage by a single fire.
Therefore, NFPA 805 has a similar
objective for the protection of safe
shutdown via its requirement of one
success path. These minor differences
from Appendix R are acceptable because
achieving the nuclear safety goals,
objectives, and performance criteria of
NFPA 805 provide controls for
maintenance of the reactor fuel and the
plant condition that ensure adequate
protection of public health and safety.

The criteria and methodologies
contained in NFPA 805 provide
acceptable alternatives to the
requirements in Appendix R, Sections I,
IT, and III regarding fire protection
features required to satisfy GDC 3.

In addition to the requirements of 10
CFR 50.48(b) and Appendix R, the NRC
reviewed the NFPA 805 fire protection
criteria versus the guidance in RG 1.189,
“Fire Protection for Operating Nuclear
Power Plants.” Section C of RG 1.189,
“Regulatory Position,” describes eight
elements of an acceptable fire protection
program. The NRC review determined
that NFPA 805 provides adequately for
each element. These eight elements are:

1. Delineation of organization,
staffing, and responsibilities.

2. Performance of a fire hazards
analysis sufficient to ensure safe
shutdown functions and minimize
radioactive material releases in the
event of a fire.

3. The limitation of damage to SSCs
important to safety so that the capability
to safely shut down the reactor is
ensured.

4. Evaluation of fire test reports and
fire data to ensure they are appropriate
and adequate for ensuring compliance
with regulatory requirements.

5. Evaluation of compensatory
measures for interim use for adequacy
and appropriate length of use.

6. Training and qualification of fire
protection personnel appropriate for
their level of responsibility.

7. Quality assurance.

8. Control of fire protection program
changes.

For example, element 3, limitation of
damage to SSCs important to safety so
that the capability to safely shut down
the reactor is ensured, is addressed in
NFPA Chapter 4. Chapter 4 of the
standard establishes methods to
determine the fire protection needed to
limit fire damage to SSCs required to
achieve the nuclear safety performance
criteria in Section 1.5 of NFPA 805 and
specifies that the design and
qualification of those fire protection
systems or features meet the applicable
requirements of Chapter 3. The criteria
in the standard are adequate to meet the
intent of this element of RG 1.189.
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NFPA 805 Differences With Respect to
Appendix R

NFPA 805 does not explicitly include
some requirements of Appendix R.
NFPA 805 has no deterministic
requirements for cold shutdown and
emergency lighting, no provision for an
alternative shutdown capability, and
allows the use of recovery actions.
NFPA 805 requires that the fuel be
maintained in a safe and stable
condition rather than prescribing the
requirement for hot shutdown, cold
shutdown, or the provisions for an
alternate or dedicated shutdown. These
differences result from the fact that
NFPA 805 is performance-based rather
than deterministic, with a performance
goal to achieve a safe and stable
condition. Deterministic requirements
for emergency lighting for operation of
safe shutdown equipment are not
included in NFPA 805 because varying
degrees of lighting and duration of
lighting may be implemented by a
performance-based approach provided
that the performance goal to achieve a
safe and stable condition can be
demonstrated and met. The use of
feasible recovery actions are allowed in
NFPA 805 provided that the
performance-based approach is used
and can demonstrate and meet the
performance goal. Also, the additional
risk resulting from the use of recovery
actions must be evaluated. These
differences from Appendix R are
acceptable because the nuclear safety
performance criteria of NFPA 805 must
be met in order to achieve a safe and
stable condition. Meeting the
performance criteria ensures adequate
protection of public health and safety.

NFPA 805 includes some specific
requirements that are not included in
Appendix R. For example, NFPA 805
applies during all phases of plant
operation including shutdown and
degraded conditions. NFPA 805,
Chapter 5, applies to plants that have
permanently ceased operation and
requires that the fire protection plan
specified in Chapter 3 of NFPA 805 be
maintained. The application of fire
protection criteria for all phases of plant
operation is more inclusive than 10 CFR
50.48(b) and Appendix R, resulting in a
more comprehensive fire protection
program.

Appendix R, Section II.B, requires a
fire hazards analysis to determine the
consequences of fire on the ability to
minimize and control the release of
radioactivity to the environment.
Similarly, NFPA 805, Chapter 1,
requires that radiation release goals,
objectives, and performance criteria be
met. The radioactive release goal of

NFPA 805 is to provide reasonable
assurance that a fire will not result in a
radiological release that adversely
affects the public, plant personnel, or
the environment. The NFPA 805,
Chapter 1, Radioactive Release
Performance Criteria, requires that
radiation release from the effects of fire
suppression activities shall be as low as
reasonably achievable and shall not
exceed 10 CFR part 20 limits. NFPA
805, Chapter 4, requires the evaluation
for demonstrating how the criteria are
met. The NFPA 805 approach to
radioactive release is more
comprehensive than 10 CFR 50.48(b)
and Appendix R and is considered
adequate to ensure the protection of
public health and safety.

Acceptability of NFPA 805 for
Decommissioning Plants

The first paragraph of 10 CFR 50.48(f)
is revised to include the statement that
a fire protection program that complies
with NFPA 805 is deemed to be
acceptable for complying with the
requirements of paragraph (f). Section
50.48(f) requires licensees to maintain a
fire protection program to prevent,
detect, control, and extinguish fires that
could result in a radiological hazard and
to ensure that the risk of fire-induced
radiological hazards to the public,
environment, and plant personnel is
minimized. Further, 10 CFR 50.48(f)
requires licensees to assess and revise
the fire protection program throughout
the stages of decommissioning as the
fire hazard threat changes and allows
licensees to make changes to the fire
protection program if the changes do not
reduce the effectiveness of the fire
protection program, taking into account
the decommissioning plant conditions
and activities.

The NRC reviewed NFPA 805,
Chapter 5, and determined that it
requires a fire protection plan to be
maintained throughout
decommissioning and permanent
shutdown. It also specifies that the plan
maintain a fire protection program as
specified by Section 3.1 of NFPA 805.
The fire protection program specified in
Section 3.1 requires that fundamental
fire protection program elements and
minimum design requirements be
established and maintained as part of
the plant fire protection program. NFPA
805, Section 5.2, requires controls
governing the identification of fire
hazards, fire prevention, fire detection,
fire fighting capability, and emergency
response. Section 5.2 also requires the
maintenance of a fire protection
program that is commensurate with the
fire hazards as decommissioning
progresses. NFPA 805, Section 5.3,

identifies specific fire protection
program elements and requires that the
fire protection program elements be
established and maintained as
decommissioning progresses after
permanent shutdown. As a plant
progresses into decommissioning, the
fire protection program that meets the
nuclear safety criteria in NFPA 805,
Chapter 1, changes because the fuel has
been removed from the reactor and the
reactor is no longer operating. The focus
of the fire protection program changes to
control fires that may cause the release
of radioactivity, taking into
consideration changes in plant
configuration, maintenance, and
activities as the plant progresses beyond
permanent shutdown. Section 5.3, of
NFPA 805, requires that the fire
protection program be maintained
commensurate with these changes in
fire hazards and the potential for release
of hazardous and radiological materials
to the environment. Because the NFPA
805 fire protection program
requirements for a decommissioning
plant are technically equivalent to the
requirements of paragraph (f), the NRC
considers that a fire protection program
that complies with NFPA 805 is
acceptable for complying with the
requirements of paragraph (f).

Statement of Acceptability of 10 CFR
50.48(c) and NFPA 805

The NRC considered whether 10 CFR
50.48(c) provides requirements and
criteria for licensees to implement fire
protection features for certain generic
issues referenced in 10 CFR 50.48(b)
and as established in Appendix R to 10
CFR 50, or as required by plant license
conditions resulting from NRC reviews
of plant licenses to those features
established in Appendix R. The NRC
reviewed the requirements in Chapter 3
of NFPA 805 for the establishment of
fundamental fire protection program
elements and minimum design
requirements; the performance goals,
objectives, and criteria in Chapter 1 of
NFPA 805; the methodology in Chapter
4 for identifying fire protection systems
and features required to meet the
Chapter 1 performance criteria; and the
methodology in Chapter 2 for the
implementation of deterministic or
performance-based approaches to
establish those fire protection systems
and features. The NRC determined that
NFPA 805 contains requirements that
address those generic issues referenced
in 10 CFR 50.48(b) and provides
sufficient requirements and criteria for
licensees to implement fire protection
features that satisfy GDC 3 with respect
to those issues. Therefore, the NRC
determined that compliance with 10
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CFR 50.48(c) is an acceptable alternative
to compliance with 10 CFR 50.48(b) for
plants licensed to operate before January
1, 1979, or the fire protection license
conditions for plants licensed to operate
after January 1, 1979.

In addition, the NRC reviewed the
requirements in Chapter 5 for licensees
who have submitted the certifications
required under 10 CFR 50.82(a)(1). The
NRC considered the requirements in
Chapter 5 to continue to maintain the
fire protection systems and features
needed to meet the performance criteria
of Chapter 1, to continue to maintain a
fire protection plan as specified in
Section 3.2 of NFPA 805, and the
criteria in Chapter 5 regarding issues
applicable to a plant progressing
through decommissioning and into
permanent shutdown. The NRC
determined that a fire protection
program that complies with NFPA 805
meets the requirements for a fire
protection program as specified in 10
CFR 50.48(f).

Discussion of Provisions of the Rule

The following paragraphs discuss the
bases for certain provisions in this rule.
The final rule provides for licensees to
request a license amendment that would
permit them to maintain a fire
protection program that complies with
NFPA 805, identifies seven exceptions
to NFPA 805, and provides a method for
licensees to request to use risk-
informed, performance-based
alternatives to provisions in NFPA 805.

Provision for Adoption of NFPA 805

In accordance with 10 CFR
50.48(c)(3)(i), a licensee may maintain a
fire protection program that complies
with NFPA 805 as an alternative to
complying with paragraph (b) of this
section for plants licensed to operate
before January 1, 1979, or the fire
protection license conditions for plants
licensed to operate after January 1, 1979.
The licensee shall submit a request in
the form of an application for license
amendment under § 50.90. The
application must identify any orders
and license conditions that must be
revised or superseded, and contain any
necessary revisions to the plant’s
technical specifications and the bases
thereof.

Provisions for Exceptions to NFPA 805

The NRC identified provisions of the
NFPA 805 Standard that were
determined to be unacceptable or
inappropriate to endorse in this
rulemaking. A description of each
exception and the bases for the
exception follows:

Life Safety and Plant Damage/Business
Interruption Goals, § 50.48(c)(2)(i) and
(i1)

The Life Safety and Plant Damage/
Business Interruption goals, objectives,
and criteria in Sections 1.3, 1.4, and 1.5
of NFPA 805 are not endorsed in this
rule. The Plant Damage/Business
Interruption goal to provide reasonable
assurance that the potential economic
consequences of the risk of a fire are
acceptable is not within the regulatory
responsibility of the NRC under the
Atomic Energy Act of 1954, as amended,
to provide for the common defense and
security and to protect the health and
safety of the public. The Life Safety Goal
provides for protection of plant
personnel (including essential
personnel) from the effects of a fire but
is not fully within the regulatory
responsibility of the NRC. Those
portions of the Life Safety Goal that are
within the scope of NRC regulatory
responsibility, such as adequate
protection for essential personnel, are
required elsewhere in the standard.
Therefore, the NRC is not endorsing the
NFPA 805 Life Safety or Plant Damage/
Business Interruption Goals.

Feed and Bleed, § 50.48(c)(2)(iii)

The NRC does not accept the use of
a high-pressure charging/injection
pump coupled with the pressurizer
power operated relief valves (PORVs) as
the sole fire protected shutdown path
for maintaining reactor coolant
inventory, pressure control, and decay
heat removal capability (i.e., feed-and-
bleed) for pressurized water reactors
(PWRs). Reliance on feed-and-bleed as
the sole method for achieving these
criteria does not provide sufficient
defense-in-depth. Therefore, feed-and-
bleed as the sole means of
demonstrating achieving the nuclear
safety performance criteria in Section
1.5.1(b) and (c) is not permitted.

Uncertainty Analysis, § 50.48(c)(2)(iv)

The uncertainty analysis required by
Section 2.7.3.5 of the standard is not
required for the deterministic approach
because conservatism is included in the
deterministic criteria.

Existing Cables, § 50.48(c)(2)(v)

Section 3.3.5.3 of the standard
provides that electric cable construction
shall comply with a flame propagation
test acceptable to the AHJ. For this
rulemaking, the NRC is requiring
compliance with 10 CFR 50.48(c)(2)(v),
which provides for the use of flame-
retardant coatings on electric cables or
an automatic fixed fire suppression
system in lieu of installing cables
meeting an acceptable flame

propagation test. The electrical flame
propagation test compliance was put in
place after some licensees had installed
cabling that could not be qualified to a
flame propagation test. The NRC
determined that flame-retardant
coatings or a fixed fire suppression
system provided an acceptable level of
protection for these licensees (see
Appendix A to BTP APCSB 9.5-1).
Licensees should have these
configurations as part of their licensing
basis, where applicable. This provision,
therefore, carries forward a previously
accepted alternative to meeting a flame
propagation test.

Additionally, the italicized exception
to Section 3.3.5.3 of the standard is not
endorsed because it would allow cables
that did not comply with an acceptable
flame propagation test to remain in
place in a reactor plant without
mitigation even though they were not
approved in the licensing basis. Cables
that do not meet this requirement could
contribute to failure of operating or
shutdown systems and the contribution
to risk has not been calculated or
approved. The criteria that electric cable
constructions should pass flame
propagation testing has been in NRC
guidance since 1976 (Appendix A to
BTP APCSB 9.5-1).

Water Supply and Distribution,
§50.48(c)(2)(vi)

The italicized exception to Section
3.6.4 of the standard is not endorsed.
The exception would allow a licensee to
have a “provisional” manual fire-
fighting standpipe/hose station system
in place of seismically qualified
standpipes and hose stations even
though it was not approved in the
licensing basis. The NRC interprets
Section 3.6.4, which is one of the fire
protection elements and minimum
design requirements of Chapter 3, as
requiring seismically qualified
standpipes and hose stations in all areas
containing systems and components
needed to perform the nuclear safety
functions in the event of a safe
shutdown earthquake. NRC guidance to
supply water at least to standpipes and
hose connections for manual fire-
fighting in areas required for safe plant
shutdown in the event of an earthquake,
and that the standpipe system serving
such hose stations be analyzed for
seismic loading to assure system
pressure integrity, has been in existence
since 1976. Therefore, the NRC
considers seismically qualified
standpipes and hose stations of such
importance that licensees who wish to
use the exception to Section 3.6.4 in
NFPA 805 must obtain NRC review and
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approval in accordance with
§50.48(c)(2)(vii).

Performance-Based Methods,
§50.48(c)(2)(vii)

The prohibition in Section 3.1 of
NFPA 805 that does not permit the use
of performance-based methods for the
Chapter 3 fundamental fire protection
program elements and minimum design
criteria is not endorsed. The NRC takes
this exception in order to provide
licensees greater flexibility in meeting
the fire protection program elements
and minimum design requirements of
Chapter 3 by the use of performance-
based methods (including the use of
risk-informed methods) described in the
NFPA 805 standard. This approach is
acceptable to NRC because the rule
requires NRC review and approval prior
to the licensee’s use of those methods,
and the rule sets forth criteria for
evaluating the acceptability of the
licensee’s proposed use of performance-
based methods in meeting the fire
protection program elements and
minimum design requirements.

Alternatives to Compliance With NFPA
805, § 50.48(c)(4)

The final rule provides licensees the
flexibility of requesting, via a license
amendment, to use risk-informed or
performance-based alternatives that
deviate from compliance with NFPA
805. The NRC recognizes that licensees
may propose acceptable approaches that
are not encompassed by the criteria in
NFPA 805. Therefore, the NRC is
including a provision for requesting
such approaches in the rule. However,
to ensure adequate protection of public
health and safety, the NRC is requiring
that licensees obtain NRC review and
approval to use those methods, and is
providing criteria in § 50.48(c)(4) for
review of their acceptability.

III. Comment Resolution on Proposed
Rule

The 75-day public comment period
for the proposed rule ended January 15,
2003. Comments were received from
organizations and individuals. Copies of
the comments are available for public
inspection and copying for a fee at the
Commission’s Public Document Room,
One White Flint North, 11555 Rockville
Pike (first floor), Rockville, Maryland.
The comments were submitted by an
individual, an individual representing a
public interest group, a utility with a
nuclear reactor, two nuclear utility
groups each representing six plants with
nuclear reactors, a law firm, a law firm
representing several utilities, and NEL
Most commenters supported the
proposed rule and made

recommendations to enhance or modify
elements of the rule. One commenter
opposed adoption of the proposed rule.

In the following paragraphs, the NRC
discusses the resolution of the public
comments by topic.

Need for License Amendment

A commenter suggested that the NRC
amend 10 CFR 50.55a, “Codes and
standards,” to add a paragraph
referencing NFPA 805, which could
then be referenced in 10 CFR 50.48 as
an optional alternative approach. The
commenter stated that this approach
would negate the need for licensees to
obtain a license amendment in order to
adopt NFPA 805 or approved alternative
approaches under the provisions of 10
CFR 50.55a(c)(3). The commenter also
stated that the process for obtaining
NRC approval of alternate methods
should not require a license
amendment.

The NRC does not agree that
amending 10 CFR 50.55a would negate
the need for a license amendment in
order for licensees to adopt NFPA 805.
The NRC believes that, even if § 50.55a
were revised as suggested by the
commenter, it would not negate the
need to change the license. To adopt
NFPA 805, technical specifications and
license conditions will need to be
changed and such changes are
amendments to the license. Regarding
the use of methods, licensees may use
methods such as fire modeling and fire
PSAs without prior NRC review and
approval. However, such use is at the
licensee’s risk and is subject to
subsequent inspection by the NRC.

Risk-Informed Methodology

A commenter stated that NFPA 805
does not include risk-informed
methodologies such as NEI 00-01,
“Methodology for Post-Fire Circuit
Analysis,” therefore the regulatory text
or implementing guidance should
recognize the use of risk-informed
methodologies to address the
appropriate issues.

The NRC agrees that NFPA 805 does
not include risk-assessment methods.
Although fire models and fire PSA
methods have been developed, technical
issues remain regarding their
acceptability for the full range of
decisions in risk-informed regulation by
industry.

Degraded Conditions

A commenter observed that the
description of NFPA 805 in the Federal
Register Notice (FRN) for the proposed
rule states that the standard specifies
the minimum fire protection
requirements for existing light water

reactors during all modes (‘“phases” in
NFPA 805) of plant operation, including
shutdown, degraded conditions, and
decommissioning. The commenter
stated that fires should not be
postulated with degraded conditions
unless the fire and the degraded
condition have a common cause.

The NRC disagrees with this
comment. In citing the paragraph from
Section 1.1, “Scope,” of the standard,
the NRC was identifying the modes or
phases of operation for which NFPA 805
was applicable. The NRC believes the
wording is appropriate as it correctly
identifies the scope of NFPA 805.
However, the NRC was not imposing a
requirement that a degraded condition
be postulated in addition to a fire for
purposes of analyses.

Existing Cables

A commenter stated that the italicized
exception in Section 3.3.5.3 of NFPA
805 allowed existing cables in place
prior to adoption of the standard to
remain as is and argued that leaving
these cables in place was consistent
with the “safe today, safe tomorrow”
philosophy. Therefore, the exception
should be retained in the rule.

The NRC disagrees with the
suggestion that the italicized exception
in Section 3.3.5.3 of NFPA 805 be
retained in the rule because it would
allow existing electrical cable which
does not comply with a flame
propagation test acceptable to the NRC
to remain as is even if the existing
license basis required the cables to be
qualified.

Use of Feed-and-Bleed

A commenter agreed with the NRC
that feed-and-bleed is one available flow
path to achieve and maintain safe
shutdown but should not be considered
the “preferred” or “sole” path.
However, the commenter felt that feed-
and-bleed should be considered as a
viable path for risk calculations.

The NRC agrees that feed-and-bleed
may be used in risk calculations.
However, as previously noted, feed-and-
bleed should not be the sole path.

Regarding § 50.48(c)(2)(iii) of the
proposed rule, a commenter noted that,
“This paragraph does not accept the use
of a high-pressure charging/injection
pump coupled with the pressurizer
PORUVs as the sole fire protected
shutdown path * * *.” The commenter
stated that feed-and-bleed should be
considered as one of the multiple
methods when used in a risk-informed
analysis of safe shutdown capability.

The NRC agrees with this comment.
The purpose of § 50.48(c)(2)(iii) is to
identify that this path is not to be relied
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on as a sole fire protected shutdown
path.

Previously Approved Licensing Basis

A commenter asserted that licensees
may bring forward portions of their
existing licensing basis or design
configuration as alternatives to the
Chapter 3 fundamental elements when
adopting NFPA 805. The commenter
stated that it is the licensee’s
responsibility to maintain the plant
licensing basis, but the burden of proof
is the NRC’s if the NRC suggests that the
licensing basis was not previously
approved.

The NRC disagrees with the comment
about the burden of proof. Because it is
the licensee’s responsibility to maintain
the plant licensing basis, the burden of
proof for previous approval is the
licensee’s. The NRC notes that this is
the existing inspection and enforcement
position which is generally applicable
when a licensee claims that the NRC has
previously approved a licensee
commitment.

A commenter asked if the discussion
under § 50.48(c)(3)(i) meant that existing
approved exemptions remain valid
under NFPA 805 and whether the
licensee needed to identify that the
associated safety evaluation remained in
effect.

The NRC’s position is that existing
exemptions remain valid after transition
to NFPA 805 as indicated in Section 3.1
of the standard, if not otherwise revoked
by the NRC as part of the initial
approval to transition to NFPA 805. The
licensee’s analysis of the facility to
perform the transition to NFPA 805
should include a review of fire
protection exemptions in effect at the
time of application. The NRC will deny
the application if the NRC determines
that the licensee does not address the
continued validity of any exemption in
effect at the time of application. As
stated in § 50.48(c)(3)(i), licensees must
identify any orders or license conditions
to be revised or superseded.

Burden Discussion

A commenter recommended that the
text in the statement of considerations
(SOC) for the proposed rule on
“Unnecessary Burden” be replaced with
the following, “Licensee adoption of the
proposed rule or use of the techniques
in the rule is expected to reduce
unnecessary regulatory burdens by
enabling licensees to cost-effectively
adopt safe alternatives to overly
conservative deterministic
requirements.”

NRC agrees that the rule provides
licensees with the flexibility to adopt
performance-based alternatives to

existing prescriptive requirements and
thus reduce unnecessary regulatory
burden. The text of the final rule SOC
has been modified accordingly.

Licensee Impact

A commenter stated that the
discussion on licensee impact in the
SOC should identify the primary
impacts on licensees and that
characterizing the impacts as
“significant” is not accurate and should
be deleted. The commenter provided a
list of the primary impacts expected and
stated that they should be reflected in
the FRN for the final rule.

The NRC evaluated the primary
impacts identified in the comment and
agreed that they are appropriate and
should be included in the discussion on
licensee impact. The NRC modified the
final rule discussion to reflect this
comment. The NRC does not agree that
the term significant is inaccurate
because the analysis required by the
final rule is expected to be
approximately 11,250 person-hours per
licensee.

Appendices

A commenter stated that, although
NRC indicated in the SOC that it
intended to allow licensees to adopt
NFPA 805 including Appendices B, C
and D the proposed language for 10 CFR
50.48(c) and 10 CFR 50.48(f) does not
specifically adopt the appendices. The
commenter also stated that the language
in Appendices B, C, and D, was non-
mandatory and that the NRC would
need to develop additional guidance as
to how the language of the appendices
would be made mandatory. Another
commenter noted that Appendices C
and D of NFPA 805 are not
methodologies but descriptions of
attributes of methodologies.

The NRC agrees with the comment
that the proposed rule did not
incorporate Appendices B, C, and D by
reference and that these appendices are
not part of the standard. The NRC does
not endorse the appendices in this rule
and expresses no position as to their
acceptability for use. However, licensees
may, at their discretion and risk, use the
appendices subject to subsequent NRC
inspection. Further, the NRC agrees
with the comment that Appendices C
and D are not methodologies but are
considered to be guidance for
application of fire modeling or fire
probabilistic safety assessment
respectively.

Seismic Standpipes and Hose Stations

A commenter stated that the italicized
exception to Section 3.6.4 of NFPA 805,
which requires that provisions be made

to supply water to standpipes and hose
stations for manual fire suppression in
the event of a safe shutdown earthquake
(SSE), should be endorsed in the rule.
The exception would allow provisions
to restore a water supply and
distribution system for manual fire-
fighting purposes following an SSE.

The NRC does not agree that the
exception should be endorsed because it
would allow licensees to use alternate
provisions to seismically qualified
standpipes and hose stations even if the
licensing basis requires seismically
qualified standpipes and hose stations.
Licensees with approved exemptions or
deviations or whose licensing basis does
not require seismically qualified
standpipes and hose stations may
comply with their existing licensing
basis.

A commenter noted that Appendix A
to BTP APCSB 9.5-1 did not require
seismically qualified standpipes and
hose stations for operating plants and
plants with construction permits issued
prior to July 1, 1976.

NRC agrees that Appendix A to BTP
APCSB 9.5-1 made separate provisions
for operating plants and plants with
construction permits issued prior to July
1, 1976, and did not require seismically
qualified standpipes and hose stations
for those plants. Therefore, the
requirement in Section 3.6.4 of NFPA
805 is not applicable to licensees with
nonseismic standpipes and hose
stations previously approved in
accordance with Appendix A to BTP
APCSB 9.5-1.

Use of NFPA 805 Methods by Other
Licensees

A commenter stated that licensees
who do not adopt NFPA 805 should not
be precluded from using risk tools from
NFPA 805.

The NRC agrees with the comment.
However, licensees not adopting NFPA
805 in accordance with the final rule are
not covered by the provisions for
transitioning to NFPA 805. Such
licensees who wish to use the risk tools
in NFPA 805 will need to separately
determine if their existing licensing
basis would permit the use of such
tools, and take appropriate action as
necessary to change their licensing
basis.

Approaches Used in Different Fire Areas

A commenter asked whether, in light
of the fact that the rule is not intended
to be implemented on a partial or
selective basis, the NFPA 805
deterministic approach can be selected
for one fire area and the performance-
based approach for another.
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Chapter 2 of the standard requires a
licensee to select a deterministic or a
performance-based approach to
determine how to meet the performance
criteria that apply to each fire area.
Thus, Chapter 2 allows the use of
different approaches for different fire
areas. However,Chapter 2 does not
allow NFPA 805 to be only partially
implemented.

Meaning of the Term “Element”

A commenter stated that the word
“element” in the discussion of plant
change evaluations (Section 2.2.9 of the
standard) should be changed to
“attribute” to be consistent with
language or terminology used in NFPA
805, Section 3.1. The term is used in
Sections 2.2.1, 2.2.9, and 2.4.4 and
Figure 2.2 of Chapter 2.

The NRC does not agree that the word
“element” should be changed in Section
2.2.9 of the standard. In Chapter 2, the
term “‘element” includes the
fundamental elements of the fire
protection program described in Chapter
3 of the standard (Section 2.2.1).
Fundamental elements are necessary
components of an acceptable fire
protection program. Attributes are
features or characteristics of the
fundamental elements and may vary
based on the plant licensing basis.
Section 3.1 states that previously
approved alternatives from the
fundamental protection program
attributes described in Chapter 3 take
precedence over the requirements
contained in Chapter 3. Therefore,
Section 2.2.9 applies to previously
approved program elements as well as
previously approved attributes and the
terminology in Section 2.2.9 is
appropriate.

Additional Issue for Public Comment

The NRC requested public comment
on whether a licensee is likely to revert
to their previous licensing basis after
being approved to use NFPA 805 and,
if they did, would a license amendment
be required to revert to their previous
compliance basis. Two commenters
stated that licensees were not likely to
revert to their previous status because
the regulatory environment under the
requirements of NFPA 805 would be
more flexible. The commenters also
stated that a license amendment would
be required to revert to the previous
licensing basis after being approved to
use NFPA 805.

The NRC has determined that the
final rule need not include provisions
governing the process for reversion from
NFPA 805 to a licensee’s former fire
protection licensing basis, because it is
unlikely that such reversions will occur.

Regulatory Analysis Burden Estimate,
Problem Statement, and Estimated
Consequences

A commenter stated that the NRC
estimate of 20,000 to 65,000 person-
hours needed for the initial plant-wide
analysis for each licensee was excessive
by a factor of three and should be
revised.

The NRC agrees with this comment.
The estimate of 20,000 to 65,000 person-
hours was for four plants per year. The
NRC estimate for the initial analysis for
one plant is 11,250 person-hours. The
NRC clarified the Regulatory Analysis
and the OMB statement to state that the
hours shown were an annualized
estimate of four plants adopting NFPA
805.

A commenter noted that the
Statement of the Problem section of the
Regulatory Analysis states that the
“alternative regulatory structure would
potentially reduce the number and
complexity of future licensee exemption
or deviation requests * * *” The
commenter stated that this section is
inconsistent with the Alternatives
section which states that use of the
NFPA 805 methods would preclude the
need for exemptions or deviations. The
commenter stated that the text should
be revised.

The NRC does not agree with this
comment. The text in the Alternatives
section of the Regulatory Analysis states
that licensees may use approaches and
methods contained in NFPA 805 rather
than submitting an exemption or
deviation request. Thus, use of the
NFPA 805 methods should reduce the
need for exemption or deviation
requests. This text is consistent with the
text in the Statement of the Problem
section.

A commenter stated that the wording
in the Estimated Consequences section
suggests that fire protection features no
longer required will be removed. The
commenter stated that such features will
likely be ““abandoned in place” or
continued to be used as the licensee
determines. The NRC agrees with this
comment and has revised the section to
indicate that fire protection features no
longer required may continue to be
used, “abandoned in place,” or removed
at the discretion of the licensee.

One commenter stated that the NRC
discussion in the Estimated
Consequences section did not follow
guidance in NUREG/BR-0058, Revision
3, “Regulatory Analysis Guidelines of
the U.S. Nuclear Regulatory
Commission,” in that NRC had not
adequately demonstrated that the cost
savings attributed to the action (in the
proposed rule) would be substantial

enough to justify taking the action.
Further, the commenter stated that the
cost savings calculation should be based
on an assumption that all licensees will
take advantage of the change as noted in
Section 2.2 of the NUREG. The
commenter noted that the NRC had not
included reporting and recordkeeping
costs in the regulatory analysis.

Based on this comment, the NRC
reviewed the draft Regulatory Analysis
and the draft Office of Management and
Budget (OMB) statement for
recordkeeping and reporting costs and
determined that the person-hour
estimates shown were for four plants
adopting NFPA 805 annually, rather
than a per-plant figure. Hence the
number of hours shown as required was
high by a factor of four for that of an
individual plant. The NRC clarified the
Regulatory Analysis and the OMB
statement to state that the hours shown
were an annualized estimate of 4 plants
adopting NFPA 805. The NRC stated in
the draft Regulatory Analysis that it was
not possible to estimate the cost savings
per plant as the savings would vary
significantly for each plant. However,
for some plants the savings in reduced
downtime and spare parts maintenance
could be several times the cost of
adopting NFPA 805; therefore, for these
plants the action is justified. Plants that
do not adopt NFPA 805 are not affected.

The NRC based its cost calculations
on an estimate of the number of plants
likely to adopt NFPA 805 rather than on
all plants. This approach is acceptable
because NRC does not expect all plants
to adopt NFPA 805. Industry estimates
that approximately 25 plants may adopt
NFPA 805 and NRC used that estimate
in its calculations. Plants that do not
adopt NFPA 805 are not affected. The
NRC has revised the Regulatory
Analysis to include reporting and
recordkeeping costs.

Later Versions of NFPA 805

A commenter stated that the proposed
rule should allow for the voluntary
adoption of later versions of NFPA 805,
unless NRC notifies licensees that a
specific revision to NFPA 805 is not to
be used. The commenter suggested
language to be used in the rule for this
purpose.

The NRC may not legally provide
regulatory approval of future versions of
NFPA 805 by rulemaking, because the
NRC has no basis for determining the
acceptability of all future versions of
NFPA 805.
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Other Comments

1. Comments on Implementation and
Inspection Issues

A commenter requested that NRC
consider skipping the first post-
transition triennial inspection in
reliance on the extensive program
review being conducted by each
licensee.

The NRC agrees that the inspection
program should recognize the extent of
the fire protection program review that
would be conducted by the licensee.
The NRC is considering alternatives to
the triennial inspection or possibly
modifying the focus of the triennial
inspection to reflect the programmatic
review performed by plants
transitioning to NFPA 805.

A commenter suggested that, as has
been done for other rules, the NRC
should exercise enforcement discretion
for noncompliances identified during
the transition to the new fire protection
requirements.

The NRC agrees with the comment
and is requesting Commission
permission to allow enforcement
discretion for noncompliances
identified during the transition to the
new requirements. This action would
encourage licensees to self-identify
problems for placement in their
corrective action programs.

A commenter asserted that the NRC
should conform inspection guidance
and the process for resolving
noncompliances to the risk-informed,
performance-based methodology in the
new rule.

The NRC agrees with this comment
and will conform the inspector guidance
and the process for resolving
noncompliances to the risk-informed,
performance-based methods in the rule,
for those licensees that transition to
NFPA 805. No change will occur for
licensees that continue to comply with
their existing fire protection licensing
basis.

A commenter suggested that the NRC
follow the inspection practice for the
American Society of Mechanical
Engineers (ASME) Boiler and Pressure
Vessel Code and adopt a 10-year
inspection cycle.

The NRC believes that the frequency
appropriate for NRC inspection of fire
protection programs differs significantly
from the frequency appropriate for
licensee inspection of piping and
supports conducted under 10 CFR
50.55a, which references requirements
in the ASME Boiler and Pressure Vessel
Code. A significant difference is that
§50.55a itself establishes a 10-year
interval for licensee conduct of
inservice inspection and inservice

testing under a fixed version of the
ASME Code edition and addenda.
Whereas, the greater frequency of NRC
inspections of licensee fire protection
programs is appropriate because of the
likelihood for changes to plant
configurations, procedures, and
practices affecting fire protection
programs to occur more often.
Accordingly, the NRC does not intend to
change the inspection frequency.

A commenter suggested that the NRC
exercise enforcement discretion to
eliminate the need to come into
compliance with deviations from
current licensing basis requirements if
compliance will be attained by
transitioning to the new requirements
under NFPA 805.

The NRC is requesting Commission
permission to allow enforcement
discretion during the transition period
to the new requirements. If enforcement
discretion is implemented, licensees
would need to take appropriate
compensatory actions for any identified
noncompliance and to place the
noncompliance in the corrective action
program. Corrective actions may be to
restore compliance with existing
requirements or to implement a
performance-based approach that meets
the requirements of NFPA 805.

2. Comments on the Process for
Adopting NFPA 805

A commenter suggested that the final
rule define the scope of fundamental
attributes broadly enough to encompass
current fire protection programs and
adopt a simple and predictable process
for finding that fundamental attributes
have been previously approved by the
NRC.

The NRC disagrees with the
commenter’s suggestion that the final
rule should define the scope of
fundamental attributes to encompass
current fire protection programs. The
NRC considers Chapter 3 of NFPA 805
sufficient to describe the fundamental
fire protection elements for a risk-
informed, performance-based fire
protection program using NFPA 805.
The attributes of current fire protection
program elements vary from plant-to-
plant and determining generic
fundamental fire protection elements
applicable to the full range of as-yet-
unknown risk-informed or deterministic
approaches is beyond the scope of this
rulemaking. Section 3.1 of NFPA 805
provides that previously approved
attributes of a licensee’s current fire
protection program may be retained.
Therefore, licensees may evaluate
previously approved attributes for their
plants and determine whether they wish
to retain those attributes. The NRC is

working with industry to develop a
predictable process to be described in
the implementing guidance document
for identifying previously approved
attributes. The licensee is responsible
for maintaining its licensing basis
including previous NRC approvals.

A commenter stated that the final rule
should have a simple, swift process for
approving the transition license
amendment.

The NRC believes the process
described in the rule for approving the
license amendment is appropriate. The
NRC expects that the implementing
guidance will provide additional
guidance that will help with the
approval process.

3. Comments on the Acceptability of
NFPA 805 as a Fire Protection Program

Performance-Based Program. A
commenter expressed concerns about
whether a risk-informed or
performance-based fire-protection
program provides a sufficient level of
protection of public health and safety
compared to existing deterministic
requirements. The commenter noted
events where the industry experienced
unexpected consequences from methods
for maintenance and testing, and cited
events at Browns Ferry and Davis-Besse
as examples. The commenter also
expressed a concern that, in light of the
terrorist attacks on the World Trade
Center, blast and fire standards should
be deterministic.

The NRC disagrees with the comment.
The NRC evaluated the NFPA 805
program and determined that, when
implemented as an integrated whole,
NFPA 805 provides criteria for an
acceptable fire protection program and
provides an acceptable level of
protection of public health and safety.
This determination is based on a review
of the program versus regulatory
requirements of GDC 3 and 10 CFR
50.48(a), as well as the criteria for an
acceptable fire protection program in RG
1.189, the risk application methods
criteria in RG 1.174, and the NFPA 805
criteria for the use of performance-based
methods and risk information. The NRC
agrees that unexpected consequences
may result from maintenance and
testing and notes that such
consequences may occur whether under
a deterministic or a performance-based
fire protection program. The events at
Browns Ferry and Davis-Besse
emphasize the importance of defense-in-
depth and the maintenance of safety
margins. Both of these fundamental
aspects of fire protection must be
maintained under NFPA 805. Thus, the
NRC believes that proper
implementation of NFPA 805 will be as
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effective as the current deterministic-
based requirements in providing
reasonable assurance of adequate
protection with respect to fire
protection.

Regarding terrorist type of attacks, the
NRC has taken action as a result of the
events that occurred at the World Trade
Center and continues to evaluate
additional actions that may be
appropriate.

Use of Fire Models. A commenter
questioned the use of fire models under
NFPA 805 because of the uncertainty
associated with them.

The NRC disagrees that fire models
should not be used because of the
uncertainty associated with them. NFPA
805 provides for the use of fire models
to support performance-based
approaches and gives information on
the use and application of fire modeling
in Appendix C. Section 2.4.1.2.2 of the
standard provides that fire models must
be applied within the limitations of the
fire model. Any uncertainty associated
with a fire model must be quantified
and included, as appropriate, in the
performance-based approach. The NRC
believes that NFPA 805 provides
appropriate requirements for use of fire
models relative to associated
uncertainty.

Use of NEI 00-01. A commenter
questioned whether industry document,
NEI 00-01, “Guidance for Post-Fire Safe
Shutdown Circuit Analysis,” was
sufficiently a “‘consensus” standard to
be used in the NFPA 805 environment.

The NRC disagrees with the comment.
The NRC has reviewed and commented
on NEI 00-01 throughout its
development and is considering
endorsing NEI 00-01. If endorsed,NEI
00-01 will be a tool that licensees may
use to determine the risk significance of
fire effects on certain circuits. Such
tools do not need to be consensus
standards to be used within the NFPA
805 structure.

IV. Section-by-Section Analysis

Section 50.48(c). National Fire
Protection Standard NFPA 805

The final rule adds a new paragraph
(c) to 10 CFR 50.48 that permits nuclear
power reactor licensees to voluntarily
adopt NFPA 805, with certain
exceptions stated in the regulatory text,
as an alternative set of fire protection
requirements for the operation of light-
water reactors. NFPA 805, if adopted by
licensees, constitutes an acceptable
means for licensees of currently
operating reactors to comply with 10
CFR 50.48(a), and is an alternative to
meeting their existing fire protection
requirements.

Section 50.48(c)(1). Approval of
Incorporation by Reference

This paragraph states that NFPA 805,
2001 Edition, was approved for
incorporation by reference by the
Director of the Federal Register. The
appendices to NFPA 805, which are not
part of the standard, are not
incorporated by reference.

Section 50.48(c)(2). Exceptions,
Modifications, and Supplementation of
NFPA 805

This paragraph states that references
in §50.48 to NFPA 805 are to the 2001
Edition, with certain delineated
exceptions, modifications, and
supplementation described in
paragraphs (c)(2)(i)—(vii) of the final
rule.

Section 50.48(c)(2)(i). Life Safety Goal,
Objectives, and Criteria

This paragraph provides that the Life
Safety Goal, Objectives, and Criteria of
NFPA 805 Chapter 1 are not endorsed
by the NRC.

Section 50.48(c)(2)(ii). Plant Damage/
Business Interruption Goal, Objectives,
and Criteria

This paragraph provides that the Plant
Damage/Business Interruption Goal,
Objectives, and Criteria of NFPA 805
Chapter 1 are not endorsed by the NRC.

Section 50.48(c)(2)(iii). Use of Feed-and-
Bleed

This paragraph provides that the use
of a high-pressure charging/injection
pump coupled with the PORVs is not
acceptable as the sole fire-protected
shutdown path for maintaining reactor
coolant inventory, pressure control, and
decay heat removal capability (i.e., feed-
and-bleed) for PWRs.

Section 50.48(c)(2)(iv). Uncertainty
Analysis

This paragraph provides that a
licensee need not prepare an
uncertainty analysis in accordance with
Section 2.7.3.5 when using a
deterministic approach as specified in
Section 2.2.6 and Chapter 4 of NFPA
805

Section 50.48(c)(2)(v). Existing Cables

This paragraph provides that in lieu
of installing cables meeting flame
propagation tests as required by Section
3.3.5.3 of the standard, a licensee may
use either cables with a flame-retardant
coating or an automatic fixed fire
suppression system to provide an
equivalent level of fire protection. In
addition, the italicized exception to
Section 3.3.5.3 is not endorsed.

Section 50.48(c)(2)(vi). Water Supply
and Distribution

This paragraph provides that a
“provisional” manual fire-fighting
standpipe/hose station system may not
be used in place of seismically qualified
standpipes and hose stations unless
previously approved in the licensing
basis. Licensees who wish to use the
italicized exception in Section 3.6.4 of
NFPA 805 must submit a request for a
license amendment in accordance with
paragraph (c)(2)(vii). However, because
the NRC considers seismically qualified
standpipes and hose stations of such
importance, the NRC believes that
licensees who wish to use the exception
in Section 3.6.4 of NFPA 805 via a
license amendment may have difficulty
satisfying the three criteria in paragraph

(c)(2)(vii).

Section 50.48(c)(2)(vii). Performance-
Based Methods

This paragraph takes exception to the
prohibition in Section 3.1 of NFPA 805
to the use of performance-based
methods (including the use of risk-
informed methods) for the fire
protection program elements and
minimum design requirements in
Chapter 3. The NRC included this
exception to allow licensees flexibility
in meeting the fire protection program
elements and minimum design
requirements in Chapter 3. However, the
NRC considers that the fire protection
program elements and minimum design
requirements in Chapter 3 are not suited
to the performance-based approaches
permitted in NFPA 805 on a generic
basis, and that any performance-based
approaches for these program elements
or minimum design requirements
should be approved on a plant-specific
basis via a license amendment.
Licensees proposing such performance-
based approaches for the fire protection
program elements and minimum design
requirements in Chapter 3 must submit
an application for a license amendment
to the NRC in accordance with
§50.48(c)(4). The Director of the Office
of Nuclear Reactor Regulation (NRR), or
a designee, may approve the application
if the Director or designee determines
that the proposed performance-based
approach:

(i) Satisfies the performance goals,
performance objectives, and
performance criteria specified in NFPA
805 related to nuclear safety and
radiological release.

(ii) Maintains safety margins.

(iii) Maintains fire protection defense-
in-depth (fire prevention, fire detection,
fire suppression, mitigation, and post-
fire safe shutdown capability).
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Section 50.48(c)(3)(i)

This paragraph allows licensees to
adopt NFPA 805 as an alternative to
complying with 10 CFR 50.48(b) or
existing plant fire protection license
conditions. This paragraph describes the
method by which a licensee will submit
their request to adopt NFPA 805. If the
NRC approves a licensee’s request to use
NFPA 805, the Director of NRR or
designee will issue a license
amendment that: (1) Removes
superseded license conditions and (2)
includes a license condition imposing
the use of NFPA 805 together with an
implementation schedule. In addition, if
necessary, the NRC will issue an order
revoking unnecessary and superseded
exemptions and orders.

Licensees who are approved under
paragraph (c)(3)(i) to use NFPA 805 may
return to compliance with paragraph (b)
and their previous licensing basis.
However, each licensee must comply
with all applicable requirements,
including submitting an application for
a license amendment, and, as
applicable, a request for exemption if
the licensee wishes to reinstate a
revoked exemption.

Section 50.48(c)(3)(ii)

This paragraph requires licensees to
complete all of the Chapter 2
methodology (including evaluations and
analyses) and to modify their fire
protection plan before making changes
to the fire protection program or to the
plant configuration. This process
ensures that the transition to an NFPA
805 configuration is conducted in a
complete, controlled, integrated, and
organized manner. This requirement
also precludes licensees from
implementing NFPA 805 on a partial or
selective basis (e.g., in some fire areas
and not others, or truncating the
methodology within a given fire area).

The evaluations and analyses process
in Chapter 2 of NFPA 805 provides for
the establishment of the fundamental
fire protection program, identification of
fire area boundaries and fire hazards,
determination by analysis that the plant
design satisfies the performance criteria,
identification of SSCs required to
achieve the performance criteria,
conduct of plant change evaluations,
establishment of a monitoring program,
development of documentation, and
configuration control. Chapter 2 of
NFPA 805 also provides for the use of
a deterministic or performance-based
approach to determine that the
performance criteria are satisfied and
provides for the use of tools such as
engineering analyses, fire models,
nuclear safety capability assessments,
and fire risk evaluations to support
development of these approaches. The
methodology for the use of these tools
is established in Chapter 4 of NFPA 805.

Section 50.48(c)(4). Risk-Informed or
Performance-Based Alternatives to
Compliance With NFPA 805

This paragraph provides licensees
with a mechanism to obtain NRC
approval of alternatives to NFPA 805
including the use of performance-based
approaches for the fire protection
program elements and minimum design
requirements in Chapter 3 of NFPA 805.
The licensee’s request should be in the
form of a license amendment request
and demonstrate that the licensee’s
proposed alternative satisfies the
performance goals, objectives, and
criteria specified in NFPA 805 for
nuclear safety and radiological releases.
The proposed alternative must also
maintain safety margins and fire
protection defense-in-depth (fire
prevention, fire detection, fire
suppression, mitigation, and post-fire
safe shutdown capability). Addressing

these criteria allows the NRC to
determine that the alternative
implements the performance goals,
objectives, and criteria in Chapter 1 and
complies with the requirements of GDC
3.

Section 50.48(f)

This paragraph provides that
licensees who have permanently ceased
operations and submitted the
certifications required by 10 CFR
50.82(a)(1) may maintain a fire
protection program that complies with
NFPA 805 and that fire protection
program will be deemed to be
acceptable for complying with the
requirements of paragraph (f).

V. Availability of Documents

The NRC is making the documents
identified below available to interested
persons through one or more of the
following methods as indicated.

Public Document Room (PDR). The
NRC Public Document Room is located
at One White Flint North, 11555
Rockville Pike, Rockville, Maryland.

Rulemaking Web site (Web). The
NRC'’s interactive Rulemaking Forum
Web site is located at http://
ruleforum.lInl.gov. These documents
may be viewed and downloaded
electronically via this Web site.

NRC’s Public Electronic Reading
Room (PERR). The NRC’s public
electronic reading room is located at
http://www.nrc.gov/reading-rm.html.
The subject document may be accessed
using the ADAMS accession number
(e.g., ML#########) provided below.

The NRC staff contact. The NRC
project manager for this rulemaking in
the Office of Nuclear Reactor Regulation
is Joseph L. Birmingham. Mr.
Birmingham can be reached by
telephone at (301— 415-2829, or via e-
mail to jIb4@nrc.gov.

Document PDR Web PERR NRC Staff
SECY=98-0058 ......ooieiiiieeiiieeeiteie et e e et e e e et e e st e e eabe e e s atbeeesasteeeasaaeeaaaseeeaasaeaearaeaanes X X ML992910106
SECY=98-0144 ..t e et e e e e e e e e e e s — e e e e e e e arareaaaaaaas X X ML992880068
SECY—=00—0009 .....ccoiiitiiieee ettt ee e e et e e e e e et ae e e e e e e ee b a e e e e e ee e b—rreaeeeeanaarrraaaaaeans X X ML003671923
SECY-00-0191 .....ccecn.n X X ML003742883
SRM dated 06/30/1998 .... X X ML003753120
SRM dated 03/01/1999 ... et e s e e e e e naa e e e eraeaeanes ). G ML003753601
SRM dated 02/24/2000 ........oeeeiuiieeeitiee ettt e et e e e et e e eaae e e aare e e eeaaeaearaeaeanes X X ML003686350
Federal Register NOICE ........cociiiiiiiiiiiieece e X X ML040540680 X
RegUIAtory ANAIYSIS ......cceiiiiiiiiiiiee e e X X ML040540542 X
Environmental ASSESSMENT ..o e X X ML033440262 X
CommENtS RECEIVEA ......occiiieeciiie et e e e e e e s e e e s e e e esseaeeraeaannes X X ML023570335
CommENtS RECEIVEA ......ocoieiiiciiie ettt e e e e s e e e sar e e e etr e e e snreeaenns X X ML030230288
CommENtS RECEIVEA ......oocuiiiieiiie ettt e et e e et e e eae e e e enreeaeenes X X ML030160870
ComMMENLS RECEIVEA .....oeeeiiieeeee et e e e e e e e s rae e e e e e X X ML030160873
CommENtS RECEIVEA ......ocoieiieeiiie e ettt ate e st e e e sar e e eas e e e enraeaeenes X X ML030170147
CommENtS RECEIVEA ......ooouiieeeiiie et e e ate e e s e e e sas e e e esseeeenraeaannes X X ML030230293
CommENES RECEIVEA ......ooiiiieeiiie et ee e st e e sneee e e sneee e esneeesnseeeennee X X ML030230345
ComMMENLS RECEIVEA .....oeeeiiieieeeeee et e e e e e e s rae e e e e e e X X ML030240260
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VI. Voluntary Consensus Standards

The National Technology
Advancement and Transfer Act of 1995,
Public Law 104-113, requires that
Federal agencies use technical standards
that are developed or adopted by
voluntary consensus standards bodies,
unless the use of such standards is
inconsistent with applicable law or
otherwise impractical. Public Law 104—
113 requires Federal agencies to use
industry consensus standards to the
extent practical, it does not require
Federal agencies to endorse a standard
in its entirety. The law does not prohibit
an agency from generally adopting a
voluntary consensus standard while
taking exception to specific portions of
the standard if those provisions are
deemed to be “inconsistent with
applicable law or otherwise
impractical.” Furthermore, taking
specific exceptions furthers the
Congressional intent of Federal reliance
on voluntary consensus standards
because it allows the adoption of
substantial portions of consensus
standards without the need to reject the
standards in their entirety because of
limited provisions which are not
acceptable to the agency.

Under this final rule, the NRC is
amending its regulations to incorporate
by reference the National Fire Protection
Association (NFPA) Standard 805,
“Performance-Based Standard for Fire
Protection for Light Water Reactor
Electric Generating Plants, 2001
Edition,” (NFPA 805), as excepted, as an
alternative set of fire protection
requirements. NFPA 805 is a national
consensus standard developed by
participants with broad and varied
interests, in which all interested parties
(including the NRC and licensees of
nuclear power plants) participate.

In a staff requirements memorandum
dated September 10, 1999, the
Commission indicated its intent that a
rulemaking identify all portions of an
adopted voluntary consensus standard
which are not adopted and to provide a
justification for not adopting such
portions. The portions of NFPA 805
which the NRC proposes not to adopt,
or to partially adopt, are identified in
the preceding Section II. The
justification for not adopting portions of
NFPA 805, as set forth in these
statements of consideration, satisfy the
requirements of Section 12(d)(3) of
Public Law 104-113, Office of
Management and Budget (OMB)
Circular A-119, and the Commission’s
direction in the staff requirements
memorandum dated September 10,
1999.

In accordance with the National
Technology Transfer and Advancement
Act of 1995 and OMB Circular A-119,
the NRC requested public comment
during the proposed rulemaking
regarding whether other national or
international consensus standards could
be endorsed as an alternative to NFPA
805 and no alternative standard was
identified.

VII. Finding of No Significant
Environmental Impact: Availability

The Commission has determined
under the National Environmental
Policy Act of 1969, as amended, and the
Commission’s regulations in Subpart A
of 10 CFR part 51, that this rule is not
a major Federal action significantly
affecting the quality of the human
environment and, therefore, an
environmental impact statement is not
required. Through its evaluation of the
provisions and requirements of NFPA
805 for fire protection and prevention of
radiological release, the NRC
determined that there would not be any
significant radiological or
nonradiological impacts to the
environment from implementation of
the NFPA 805 fire protection program.
Under NFPA 805, the environment
would continue to be adequately
protected because the methods used for
fire detection, suppression, and
mitigation are the same as those used
under the existing fire protection
requirements. Further, there will be no
change in the release of radiological or
nonradiological effluents to the
environment from those releases
expected under existing fire protection
programs.

This determination is based on an
evaluation of the goals, objectives, and
performance criteria in NFPA 805.
These criteria provide for defense-in-
depth to control fires; control of plant
reactivity, coolant inventory, and
pressure; decay heat removal; vital
auxiliaries; and process monitoring to
minimize radioactive releases. The NRC
has determined that the environmental
impacts of the proposed action, the no-
action alternative, and an alternative in
which the NRC would develop its own
risk-informed standard, were similar.
Further, the NRC determined that the
proposed action does not involve the
use of any different resources than those
considered in the current rule.

The NRC provided every State Liaison
Officer a copy of the environmental
assessment and the proposed rule for
this action and requested their
comments on the environmental
assessment. No comments were received
from the State Liaison Officers and no

changes were made to the
environmental assessment.

VIIIL Paperwork Reduction Act
Statement

This final rule contains information
collection requirements that are subject
to the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). These
requirements were approved by the
Office of Management and Budget,
approval number 3150-0011.

There is a one-time burden to the
public of 11,290 hours for each licensee,
who chooses to use NFPA 805, to
complete the required one-time plant-
wide re-analysis of the reactor’s fire
protection systems, equipment, features,
and procedures, and to submit a letter
of intent to adopt NFPA 805. Send
comments on any aspect of these
information collections, including
suggestions for reducing the burden, to
the Records and FOIA/Privacy Services
Branch (T-5 F52), U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001, or by Internet
electronic mail to
INFOCOLLECTS@NRC.GOV; and to the
Desk Officer, Office of Information and
Regulatory Affairs, NEOB-10202,
(3150-0011), Office of Management and
Budget, Washington, DC 20503.

Public Protection Notification

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

IX. Regulatory Analysis

The Commission has prepared a
Regulatory Analysis on this regulation.
The analysis examines the costs and
benefits of the alternatives considered
by the Commission. The analysis is
available for inspection at the NRC’s
Public Document Room, located at One
White Flint North, Room 01-F15, 11555
Rockville Pike, Rockville, Maryland.
The analysis is also available as
indicated under the Availability of
Documents heading of the
SUPPLEMENTARY INFORMATION section.

X. Regulatory Flexibility Certification

In accordance with the Regulatory
Flexibility Act of 1980, 5 U.S.C. 605(b),
the Commission certifies that this rule
would not have a significant economic
impact on a substantial number of small
entities. This final rule would affect
only the licensing and operation of
nuclear power plants. The companies
that own these plants do not fall within
the definition of “small entities”” found
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in the Regulatory Flexibility Act or
within the size standards established by
the NRC in 10 CFR 2.810.

XI. Backfit Analysis

The NRC has determined that a
backfit analysis is not required for this
final rule, because the rule does not
involve any provisions that would
impose backfits as defined in 10 CFR
50.109(a)(1). The final rule establishes
voluntary alternative fire protection
requirements for licensees with
construction permits prior to January 1,
1979 (all existing light-water reactor
plants). Licensees may adopt NFPA 805
as an alternative set of fire protection
requirements by submitting a license
amendment request. However, current
licensees may continue to comply with
existing requirements. Any additional
burden incurred by adopting NFPA 805
would be at the licensee’s discretion.
The final rule does not impose any new
requirements and, therefore, does not
constitute a backfit as defined in 10 CFR
50.109(a)(1).

XII. Small Business Regulatory
Enforcement Fairness Act

In accordance with the Small
Business Regulatory Enforcement
Fairness Act of 1996, the NRC has
determined that this action is not a
major rule and has verified this
determination with the Office of
Information and Regulatory Affairs of
OMB.

List of Subjects in 10 CFR Part 50

Antitrust, Classified information,
Criminal penalties, Fire protection,
Incorporation by reference,
Intergovernmental relations, Nuclear
power plants and reactors, Radiation
protection, Reactor siting criteria, and
Reporting and recordkeeping
requirements.

m For the reasons given in the preamble
and under the authority of the Atomic
Energy Act of 1954, as amended; the
Energy Reorganization Act of 1974, as
amended; and 5 U.S.C. 552 and 553, the
NRC is adopting the following
amendments to 10 CFR part 50.

PART 50—DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

m 1. The authority citation for 10 CFR
part 50 continues to read as follows:

Authority: Secs. 102, 103, 104, 105, 161,
182, 183, 186, 189, 68 Stat. 936, 937, 938,
948, 953, 954, 955, 956, as amended, sec.
234, 83 Stat. 444, as amended (42 U.S.C.
2132, 2133, 2134, 2135, 2201, 2232, 2233,
2236, 2239, 2282); secs. 201, as amended,
202, 206, 88 Stat. 1242, as amended, 1244,
1246 (42 U.S.C. 5841, 5842, 5846).

Section 50.7 also issued under Pub. L. 95—
601, sec. 10, 92 Stat. 2951, (42 U.S.C. 5841)
as amended by Pub. L. 102—486, sec. 2902,
106 Stat. 3123 (42 U.S.C. 5851). Section 50.10
also issued under secs. 101, 185, 68 Stat. 955,
as amended (42 U.S.C. 2131, 2235); sec. 102,
Pub. L. 91-190, 83 Stat. 853 (42 U.S.C. 4332).
Sections 50.13, 50.54(dd), and 50.103 also
issued under sec. 108, 68 Stat. 939, as
amended (42 U.S.C. 2138). Sections 50.23,
50.35, 50.55, and 50.56 also issued under sec.
185, 68 Stat. 955 (42 U.S.C. 2235). Sections
50.33a, 50.55a and Appendix Q also issued
under sec. 102, Pub. L. 91-190, 83 Stat. 853
(42 U.S.C. 4332). Sections 50.34 and 50.54
also issued under sec. 204, 88 Stat. 1245 (42
U.S.C. 5844). Sections 50.58, 50.91, and
50.92 also issued under Pub. L. 97—415, 96
Stat. 2073 (42 U.S.C. 2239). Section 50.78
also issued under sec. 122, 68 Stat. 939 (42
U.S.C. 2152). Sections 50.80-50.81 also
issued under sec. 184, 68 Stat. 954, as
amended (42 U.S.C. 2234). Appendix F also
issued under sec. 187, 68 Stat. 955 (42 U.S.C.
2237).

m 2. In §50.48, paragraph (c) is added
and the introductory text of paragraph (f)
is revised to read as follows:

§50.48. Fire protection.

(c) National Fire Protection
Association Standard NFPA 805.

(1) Approval of incorporation by
reference. National Fire Protection
Association (NFPA) Standard 805,
“Performance-Based Standard for Fire
Protection for Light Water Reactor
Electric Generating Plants, 2001
Edition” (NFPA 805), which is
referenced in this section, was approved
for incorporation by reference by the
Director of the Federal Register pursuant
to 5 U.S.C. 552(a) and 1 CFR part 51.
Copies of NFPA 805 may be purchased
from the NFPA Customer Service
Department, 1 Batterymarch Park, P.O.
Box 9101, Quincy, MA 02269-9101 and
in PDF format through the NFPA Online
Catalog (www.nfpa.org) or by calling 1-
800-344-3555 or (617) 770-3000.
Copies are also available for inspection
at the NRC Library, Two White Flint
North, 11545 Rockville Pike, Rockville,
Maryland 20852-2738, and at the NRC
Public Document Room, Building One
White Flint North, Room O1-F15, 11555
Rockville Pike, Rockville, Maryland
20852—2738. Copies are also available at
the National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030,
or go to: http://www.archives.gov/
federal_register/
code_of _federal _regulations/
ibr_locations.html.

(2) Exceptions, modifications, and
supplementation of NFPA 805. As used
in this section, references to NFPA 805
are to the 2001 Edition, with the

following exceptions, modifications,
and supplementation:

(i) Life Safety Goal, Objectives, and
Criteria. The Life Safety Goal,
Objectives, and Criteria of Chapter 1 are
not endorsed.

(ii) Plant Damage/Business
Interruption Goal, Objectives, and
Criteria. The Plant Damage/Business
Interruption Goal, Objectives, and
Criteria of Chapter 1 are not endorsed.

(iii) Use of feed-and-bleed. In
demonstrating compliance with the
performance criteria of Sections 1.5.1(b)
and (c), a high-pressure charging/
injection pump coupled with the
pressurizer power-operated relief valves
(PORVs) as the sole fire-protected safe
shutdown path for maintaining reactor
coolant inventory, pressure control, and
decay heat removal capability (i.e., feed-
and-bleed) for pressurized-water
reactors (PWRs) is not permitted.

(iv) Uncertainty analysis. An
uncertainty analysis performed in
accordance with

Section 2.7.3.5 is not required to
support deterministic approach
calculations.

(v) Existing cables. In lieu of installing
cables meeting flame propagation tests
as required by Section 3.3.5.3, a flame-
retardant coating may be applied to the
electric cables, or an automatic fixed fire
suppression system may be installed to
provide an equivalent level of
protection. In addition, the italicized
exception to Section 3.3.5.3 is not
endorsed.

(vi) Water supply and distribution.
The italicized exception to Section 3.6.4
is not endorsed. Licensees who wish to
use the exception to Section 3.6.4 must
submit a request for a license
amendment in accordance with
paragraph (c)(2)(vii) of this section.

(vii) Performance-based methods.
Notwithstanding the prohibition in
Section 3.1 against the use of
performance-based methods, the fire
protection program elements and
minimum design requirements of
Chapter 3 may be subject to the
performance-based methods permitted
elsewhere in the standard. Licensees
who wish to use performance-based
methods for these fire protection
program elements and minimum design
requirements shall submit a request in
the form of an application for license
amendment under § 50.90. The Director
of the Office of Nuclear Reactor
Regulation, or a designee of the Director,
may approve the application if the
Director or designee determines that the
performance-based approach;

(A) Satisfies the performance goals,
performance objectives, and
performance criteria specified in NFPA
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805 related to nuclear safety and
radiological release;

(B) Maintains safety margins; and

(C) Maintains fire protection defense-
in-depth (fire prevention, fire detection,
fire suppression, mitigation, and post-
fire safe shutdown capability).

(3) Compliance with NFPA 805.

(i) A licensee may maintain a fire
protection program that complies with
NFPA 805 as an alternative to
complying with paragraph (b) of this
section for plants licensed to operate
before January 1, 1979, or the fire
protection license conditions for plants
licensed to operate after January 1, 1979.
The licensee shall submit a request to
comply with NFPA 805 in the form of
an application for license amendment
under § 50.90. The application must
identify any orders and license
conditions that must be revised or
superseded, and contain any necessary
revisions to the plant’s technical
specifications and the bases thereof. The
Director of the Office of Nuclear Reactor
Regulation, or a designee of the Director,
may approve the application if the
Director or designee determines that the
licensee has identified orders, license
conditions, and the technical
specifications that must be revised or
superseded, and that any necessary
revisions are adequate. Any approval by
the Director or the designee must be in
the form of a license amendment
approving the use of NFPA 805 together
with any necessary revisions to the
technical specifications.

(ii) The licensee shall complete its
implementation of the methodology in
Chapter 2 of NFPA 805 (including all
required evaluations and analyses) and,
upon completion, modify the fire
protection plan required by paragraph
(a) of this section to reflect the licensee’s
decision to comply with NFPA 805,
before changing its fire protection
program or nuclear power plant as
permitted by NFPA 805.

(4) Risk-informed or performance-
based alternatives to compliance with
NFPA 805. A licensee may submit a
request to use risk-informed or
performance-based alternatives to
compliance with NFPA 805. The request
must be in the form of an application for
license amendment under § 50.90 of this
chapter. The Director of the Office of
Nuclear Reactor Regulation, or designee
of the Director, may approve the
application if the Director or designee
determines that the proposed
alternatives:

(i) Satisfy the performance goals,
performance objectives, and
performance criteria specified in NFPA
805 related to nuclear safety and
radiological release;

(ii) Maintain safety margins; and

(iii) Maintain fire protection defense-
in-depth (fire prevention, fire detection,
fire suppression, mitigation, and post-
fire safe shutdown capability).
* * * * *

(f) Licensees that have submitted the
certifications required under
§50.82(a)(1) shall maintain a fire
protection program to address the
potential for fires that could cause the
release or spread of radioactive
materials (i.e., that could result in a
radiological hazard). A fire protection
program that complies with NFPA 805
shall be deemed to be acceptable for
complying with the requirements of this
paragraph.

* * * *

Dated at Rockville, Maryland, this 8th day
of June, 2004.

For the Nuclear Regulatory Commission.
Annette Vietti-Cook,
Secretary of the Commission.
[FR Doc. 04-13522 Filed 6—15-04; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM285; Special Conditions No.
25-269-SC]

Special Conditions: Boeing Model 767-
2AX Airplane; Certification of
Cooktops

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for the Boeing Model 767-2AX
airplane, (serial number 33685),
modified by Associated Air Center. This
modified airplane will have a novel or
unusual design feature when compared
to the state of technology envisioned in
the airworthiness standards for
transport category airplanes. The
modification includes the installation of
an electrically heated surface, called a
cooktop. The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for
addressing the potential hazards that
may be introduced by cooktops. These
special conditions contain the
additional safety standards that the
Administrator considers necessary to
establish a level of safety equivalent to
that established by the existing
airworthiness standards.

DATES: The effective date of these
special conditions is June 3, 2004.
Comments must be received on or
before August 2, 2004.

ADDRESSES: Comments on these special
conditions may be mailed in duplicate
to: Federal Aviation Administration,
Transport Airplane Directorate,
Attention: Rules Docket (ANM-113),
Docket No. NM285, 1601 Lind Avenue
SW., Renton, Washington 98055—4056;
or delivered in duplicate to the
Transport Airplane Directorate at the
above address. All comments must be
marked: Docket No. 285. Comments may
be inspected in the Rules Docket
weekdays, except Federal holidays,
between 7:30 a.m. and 4 p.m.

FOR FURTHER INFORMATION CONTACT:
Jayson Claar, FAA, Airframe/Cabin
Safety Branch, ANM-115, Transport
Airplane Directorate, Aircraft
Certification Service, 1601 Lind Avenue
SW., Renton, Washington 98055-4056;
telephone (425) 227-2194; facsimile
(425) 227-1232.

SUPPLEMENTARY INFORMATION:

Comments Invited

The substance of these special
conditions has been subjected to the
notice and comment period in several
prior instances and has been derived
without substantive change from those
previously issued. It is unlikely that
prior public comment would result in a
significant change from the substance
contained herein. For this reason, the
FAA has determined that prior public
notice and comment are unnecessary
and impracticable, and good cause
exists for adopting these special
conditions upon issuance. We are
requesting comments to allow interested
persons to submit views that may not
have been submitted in response to the
prior opportunities for comment
described above.

The most helpful comments reference
a specific portion of the special
conditions, explain the reason for any
recommended change, and include
supporting data. We ask that you send
us two copies of written comments.

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

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

If you want the FAA to acknowledge
receipt of your comments on these
special conditions, include with your
comments a pre-addressed, stamped
postcard on which the docket number
appears. We will stamp the date on the
postcard and mail it back to you.

Background Information

On November 22, 2002, Associated
Air Center, P.O. Box 540728, 8210
Lemmon Ave, Love Field, Dallas, Texas
75234, applied for a Supplemental Type
Certificate (STC) to modify the Boeing
Model 767-2AX airplane (serial number
33685). The Model 767—-2AX is a large
transport category airplane powered by
two GE CF6-80C2 engines, with a
maximum takeoff weight of 395,000
pounds. The modified Model 767-2AX
airplane operates with a 2-pilot crew (8
crew rest seats), up to 3 flight
attendants, and can hold up to 32
passengers.

The modification includes the
installation of an electrically heated
surface, called a cooktop. Cooktops
introduce high heat, smoke, and the
possibility of fire into the passenger
cabin environment. These potential
hazards to the airplane and its
occupants must be satisfactorily
addressed. Since existing airworthiness
regulations do not contain safety
standards addressing cooktops, special
conditions are therefore needed.

Type Certification Basis

Under the provisions of 14 CFR
21.101, Associated Air Center must
show that the Boeing Model 767-2AX
airplane (serial number 33685), as
changed, continues to meet the
applicable provisions of the regulations
incorporated by reference in Type
Certificate Data Sheet No. A1INM, or the
applicable regulations in effect on the
date of application for the change. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the ““original type
certification basis.” The regulations
incorporated by reference in Type
Certificate Data Sheet No. A1NM are 14
CFR part 25, as amended by
amendments 25-1 through 25-37, with
reversions to earlier amendments. It also
includes voluntary compliance with
later amendments, special conditions,
equivalent safety findings, and
exemptions listed in the Type
Certificate Data Sheet.

If the Administrator finds that the
applicable airworthiness regulations

(that is, part 25 as amended) do not
contain adequate or appropriate safety
standards for the Boeing Model 767—
2AX airplane (serial number 33685),
modified by Associated Air Center
because of a novel or unusual design
feature, special conditions are
prescribed under the provisions of
§21.16.

In addition to the applicable
airworthiness regulations and special
conditions, this Boeing Model 767-2AX
airplane (serial number 33685) must
comply with the fuel vent and exhaust
emission requirements of 14 CFR part
34 and the noise certification
requirements of 14 CFR part 36.

Special conditions, as defined in
§11.19, are issued in accordance with
§11.38, and become part of the type
certification basis in accordance with
§21.101.

Special conditions are initially
applicable to the model for which they
are issued. Should Associated Air
Center apply at a later date for a
supplemental type certificate to modify
any other model included on the Type
Certificate No. A1NM to incorporate the
same or similar novel or unusual design
feature, these special conditions would
also apply to the other model under the
provisions of § 21.101.

Novel or Unusual Design Features

As noted earlier, the modification of
the Boeing Model 767-2AX airplane
(serial number 33685) will include
installation of a cooktop in the
passenger cabin. Cooktops introduce
high heat, smoke, and the possibility of
fire into the passenger cabin
environment. The current airworthiness
standards of part 25 do not contain
adequate or appropriate safety standards
to protect the airplane and its occupants
from these potential hazards.
Accordingly, this system is considered
to be a novel or unusual design feature.

Discussion

Currently, ovens are the prevailing
means of heating food on airplanes.
Ovens are characterized by an enclosure
that contains both the heat source and
the food being heated. The hazards
represented by ovens are thus
inherently limited, and are well
understood through years of service
experience. Cooktops, on the other
hand, are characterized by exposed heat
sources and the presence of relatively
unrestrained hot cookware and heated
food, which may represent
unprecedented hazards to both
occupants and the airplane.

Cooktops could have serious
passenger and airplane safety
implications if appropriate requirements

are not established for their installation
and use. These special conditions apply
to cooktops with electrically powered
burners. The use of an open flame
cooktop (for example natural gas) is
beyond the scope of these special
conditions and would require separate
rulemaking action. The requirements
identified in these special conditions
are in addition to those considerations
identified in Advisory Circular (AC) 25—
10, “Guidance for Installation of
Miscellaneous Non-required Electrical
Equipment,” and those in AC 25-17,
“Transport Airplane Cabin Interiors
Crashworthiness Handbook.” The intent
of these special conditions is to provide
a level of safety that is consistent with
that on similar airplanes without
cooktops.

Applicability

As discussed above, these special
conditions are applicable to the Boeing
Model 767-2AX airplane (serial number
33685), modified by Associated Air
Center. Should Associated Air Center
apply at a later date for a supplemental
type certificate to modify any other
model included on Type Certificate No.
A1NM to incorporate the same or
similar novel or unusual design feature,
these special conditions would apply to
that model as well under the provisions
of §21.101.

Conclusion

This action affects only certain novel
or unusual design features on the
Boeing Model 767-2AX airplane (serial
number 33685), modified by Associated
Air Center. It is not a rule of general
applicability and affects only the
applicant who applied to the FAA for
approval of these features on the
airplane.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

m The authority citation for these special
conditions is as follows:

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

The Special Conditions

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the following special conditions are
issued as part of the supplemental type
certification basis for the Boeing Model
767—2AX airplane (serial number
33685), modified by Associated Air
Center.
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Cooktop Installations With Electrically-
Powered Burners

1. Means, such as conspicuous
burner-on indicators, physical barriers,
or handholds, must be installed to
minimize the potential for inadvertent
personnel contact with hot surfaces of
both the cooktop and cookware.
Conditions of turbulence must be
considered.

2. Sufficient design means must be
included to restrain cookware while in
place on the cooktop, as well as
representative contents (soups or
sauces, for example) from the effects of
flight loads and turbulence.

(a) Restraints must be provided to
preclude hazardous movement of
cookware and contents. These restraints
must accommodate any cookware that is
identified for use with the cooktop.

(b) Restraints must be designed to be
easily utilized and effective in service.
The cookware restraint system should
also be designed so that it will not be
easily disabled, thus rendering it
unusable.

(c) Placarding must be installed which
prohibits the use of cookware that
cannot be accommodated by the
restraint system.

3. Placarding must be installed which
prohibits the use of cooktops (that is,
power on any burner) during taxi,
takeoff, and landing (TTL).

4. Means must be provided to address
the possibility of a fire occurring on or
in the immediate vicinity of the cooktop
caused by materials or grease
inadvertently coming in contact with
the burners.

Note: Two acceptable means of complying
with this requirement are as follows:

e Placarding must be installed that
prohibits any burner from being powered
when the cooktop is unattended (this would
prohibit a single person from cooking on the
cooktop and intermittently serving food to
passengers while any burner is powered). In
addition, a fire detector must be installed in
the vicinity of the cooktop, which provides
an audible warning in the passenger cabin;
and a fire extinguisher of appropriate size
and extinguishing agent must be installed in
the immediate vicinity of the cooktop. A fire
on or around the cooktop must not block
access to the extinguisher. One of the fire
extinguishers required by § 25.851 may be
used to satisfy this requirement if the total
complement of extinguishers can be evenly
distributed throughout the cabin. If this is not
possible, then the extinguisher in the galley
area would be additional.

OR

e An automatic, thermally-activated fire
suppression system must be installed to
extinguish a fire at the cooktop and
immediately adjacent surfaces. The agent
used in the system must be an approved total
flooding agent suitable for use in an occupied
area. The fire suppression system must have

a manual override. The automatic activation
of the fire suppression system must also
automatically shut off power to the cooktop.

5. The surfaces of the galley
surrounding the cooktop, which would
be exposed to a fire on the cooktop
surface or in cookware on the cooktop,
must be constructed of materials that
comply with the flammability
requirements of Part III of Appendix F
of part 25. This requirement is in
addition to the flammability
requirements typically required of the
materials in these galley surfaces.
During the selection of these materials,
consideration must also be given to
ensure that the flammability
characteristics of the materials will not
be adversely affected by the use of
cleaning agents and utensils used to
remove cooking stains.

6. The cooktop must be ventilated
with a system independent of the
airplane cabin and cargo ventilation
system. Procedures and time intervals
must be established to inspect and clean
or replace the ventilation system to
prevent a fire hazard from the
accumulation of flammable oils. These
procedures and time intervals must be
included in the Instructions for
Continued Airworthiness (ICA). The
ventilation system ducting must be
protected by a flame arrestor.

Note: The applicant may find additional
useful information in Society of Automotive
Engineers, Aerospace Recommended Practice
85, Rev. E, “Air Conditioning Systems for
Subsonic Airplanes,” dated August 1, 1991.

7. Means must be provided to contain
spilled foods or fluids in a manner that
will prevent the creation of a slipping
hazard to occupants and will not lead to
the loss of structural strength due to
airplane corrosion.

8. Cooktop installations must provide
adequate space for the user to
immediately escape a hazardous
cooktop condition.

9. A means to shut off power to the
cooktop must be provided at the galley
containing the cooktop and in the
cockpit. If additional switches are
introduced in the cockpit, revisions to
smoke or fire emergency procedures of
the AFM will be required.

10. A readily deployable cover must
be provided to cover the cooktop during
taxi, takeoff, and landing (TT&L). The
deployment of the cover must
automatically shut off power to the
cooktop.

Issued in Renton, Washington, on June 3,
2004.

Franklin Tiangsing,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—13580 Filed 6—15—-04; 8:45 am)]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM281; Special Conditions No.
25-265-SC]

Special Conditions: Raytheon Aircraft
MU-300-10 and 400 Airplanes; High
Intensity Radiated Fields (HIRF)

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for Raytheon Aircraft Company
Model MU-300-10 and 400 airplanes
modified by Elliott Aviation Technical
Products Development, Inc. These
airplanes will have novel and unusual
design features when compared to the
state of technology envisioned in the
airworthiness standards for transport
category airplanes. The modification
incorporates the installation of a
Honeywell AZ-252 Advanced Air Data
Computer and optional BA-250 and
AM-250 Altimeters. The applicable
airworthiness regulations do not contain
adequate or appropriate safety standards
for the protection of these systems from
the effects of high-intensity-radiated
fields (HIRF). These special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that established by the
existing airworthiness standards.
DATES: The effective date of these
special conditions is June 3, 2004.
Comments must be received on or
before July 16, 2004.

ADDRESSES: Comments on these special
conditions may be mailed in duplicate
to: Federal Aviation Administration,
Transport Airplane Directorate, Attn:
Rules Docket (ANM-113), Docket No.
NM281, 1601 Lind Avenue SW.,
Renton, Washington, 98055—-4056; or
delivered in duplicate to the Transport
Airplane Directorate at the above
address. Comments must be marked:
Docket No. NM281. Comments may be
inspected in the Rules Docket
weekdays, except Federal holidays,
between 7:30 a.m. and 4 p.m.
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FOR FURTHER INFORMATION CONTACT: Greg
Dunn, FAA, Airplane and Flight Crew
Interface Branch, ANM-111, Transport
Airplane Directorate, Aircraft
Certification Service, 1601 Lind Avenue
SW., Renton, Washington, 98055—4056;
telephone (425) 227-2799; facsimile
(425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

The FAA has determined that notice
and opportunity for prior public
comment hereon is unnecessary as the
substance of these special conditions
has been subject to the public comment
process in several prior instances with
no substantive comments received. The
FAA, therefore, finds that good cause
exists for making these special
conditions effective upon issuance;
however, we invite interested persons to
participate in this rulemaking by
submitting written comments, data, or
views. The most helpful comments
reference a specific portion of the
special conditions, explain the reason
for any recommended change, and
include supporting data. We ask that
you send us two copies of written
comments.

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

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

If you want the FAA to acknowledge
receipt of your comments on these
special conditions, include with your
comments a pre-addressed, stamped
postcard on which the docket number
appears. We will stamp the date on the
postcard and mail it back to you.

Background

On March 22, 2004, Elliott Aviation
Technical Products Development, Inc.,
Quad City Airport, P.O. Box 100,
Moline, Illinois 61266—0100, applied for
a supplemental type certificate (STC) to
modify Raytheon Aircraft Company
Models MU—-300-10 (Diamond II) and
400 (Beechjet) airplanes. The Raytheon
airplanes are small transport category
airplanes powered by two turbojet

engines, with maximum takeoff weights
of up to 15,780 pounds. These airplanes
operate with a 2-pilot crew and can seat
up to 9 passengers. The proposed
modification incorporates the
installation of a Honeywell AZ-252
Advanced Air Data Computer with
optional pilot’s BA—250 Altimeter and
Co-pilot’s AM—250 Altimeter. The
information this equipment presents is
flight critical. The avionics/electronics
and electrical systems to be installed on
these airplanes have the potential to be
vulnerable to high-intensity radiated
fields (HIRF) external to the airplane.

Type Certification Basis

Under the provisions of 14 CFR
21.101, Elliott Aviation must show that
the Raytheon Aircraft Company Model
MU-300-10 and 400 airplanes, as
changed, continue to meet the
applicable provisions of the regulations
incorporated by reference in Type
Certificate No. A16SW, or the applicable
regulations in effect on the date of
application for the change. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the “original type
certification basis.”

The regulations incorporated by
reference in Type Certificate No.
A16SW include 14 CFR part 25, as
amended by Amendments 25-1 through
25-40; §§ 25.1351(d), 25.1353(c)(5), and
25.1450 as amended by Amendment 25—
41; §§ 25.29, 25.255, and 25.1353(c)(6)
as amended by Amendment 25-42;
§25.361(b) as amended by Amendment
25—46; and 14 CFR part 36 as amended
by Amendment 36—1 through 36—12.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., part 25, as amended) do not
contain adequate or appropriate safety
standards for modified Model MU-300—
10 and 400 airplanes, because of a novel
or unusual design feature, special
conditions are prescribed under the
provisions of § 21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Raytheon Model MU-
300-10 and 400 airplanes must comply
with the fuel vent and exhaust emission
requirements of 14 CFR part 34 and the
noise certification requirements of 14
CFR part 36.

Special conditions, as defined in 14
CFR 11.19, are issued in accordance
with § 11.38, and become part of the
type certification basis in accordance
with §21.101.

Special conditions are initially
applicable to the model for which they
are issued. Should Elliott Aviation
apply at a later date for supplemental
type certificate to modify any other

model included on the same type
certificate to incorporate the same novel
or unusual design feature, these special
conditions would also apply to the other
model under the provisions of § 21.101.

Novel or Unusual Design Features

The modified Model MU-300-10 and
400 airplanes will incorporate avionics/
electrical systems that will perform
critical functions. These systems may be
vulnerable to HIRF external to the
airplane.

Discussion

There is no specific regulation that
addresses protection requirements for
electrical and electronic systems from
HIRF. Increased power levels from
ground-based radio transmitters and the
growing use of sensitive avionics/
electrical and electronic systems to
command and control airplanes have
made it necessary to provide adequate
protection.

To ensure that a level of safety is
achieved equivalent to that intended by
the regulations incorporated by
reference, special conditions are needed
for the Model MU-300-10 and 400
airplanes. These special conditions
require that new avionics/electronics
and electrical systems that perform
critical functions be designed and
installed to preclude component
damage and interruption of function
due to both the direct and indirect
effects of HIRF.

High-Intensity Radiated Fields (HIRF)

With the trend toward increased
power levels from ground-based
transmitters, plus the advent of space
and satellite communications, coupled
with electronic command and control of
the airplane, the immunity of critical
digital avionics/electronics and
electrical systems to HIRF must be
established.

It is not possible to precisely define
the HIRF to which the airplane will be
exposed in service. There is also
uncertainty concerning the effectiveness
of airframe shielding for HIRF.
Furthermore, coupling of
electromagnetic energy to cockpit-
installed equipment through the cockpit
window apertures is undefined. Based
on surveys and analysis of existing HIRF
emitters, an adequate level of protection
exists when compliance is shown with
either HIRF protection special condition
paragraph 1 or 2 below:

1. A minimum threat of 100 volts rms
(root-mean-square) per meter electric
field strength from 10 KHz to 18 GHz.

a. The threat must be applied to the
system elements and their associated
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wiring harnesses without the benefit of
airframe shielding.

b. Demonstration of this level of
protection is established through system
tests and analysis.

2. A threat external to the airframe of
the field strengths indicated in the
following table for the frequency ranges
indicated. Both peak and average field
strength components from the table are
to be demonstrated.

Field strength
(volts per
Frequency meter)
Peak | Aver
10 kHz—100 kHz ............... 50 50
100 kHz-500 kHz ............. 50 50
500 kHz—2 MHz ...... 50 50
2 MHz-30 MHz ....... 100 100
30 MHz-70 MHz ............... 50 50
70 MHz-100 MHz ............. 50 50
100 MHz-200 MHz ... 100 100
200 MHz-400 MHz .... 100 100
400 MHz-700 MHz .... 700 50
700 MHz-1 GHz ........ 700 100
1 GHz-2 GHz ..... 2000 200
2 GHz—4 GHz ..... 3000 200
4 GHz-6 GHz ..... 3000 200
6 GHz-8 GHz ..... 1000 200
8 GHz-12 GHz ... 3000 300
12 GHz-18 GHz ..... 2000 200
18 GHz—40 GHz ............... 600 200

The field strengths are expressed in terms of
peak of the root-mean-square (rms) over
the complete modulation period.

The threat levels identified above are
the result of an FAA review of existing
studies on the subject of HIRF, in light
of the ongoing work of the
Electromagnetic Effects Harmonization
Working Group of the Aviation
Rulemaking Advisory Committee.
Applicability

As discussed above, these special
conditions are applicable to the
Raytheon Aircraft Company Model MU-
300-10 and 400 airplanes. Should
Elliott Aviation Technical Products
Development, Inc. apply at a later date
for a change to the type certificate to
include another model incorporating the
same novel or unusual design feature,
these special conditions would apply to
that model as well under the provisions
of 14 CFR 21.101.

Conclusion

This action affects only certain novel
or unusual design features on the
Raytheon Aircraft Company Model MU-
300-10 and 400 airplanes. It is not a
rule of general applicability and affects
only the applicant who applied to the
FAA for approval of these features on
the airplanes.

The substance of the special
conditions for these airplanes has been
subjected to the notice and comment
procedure in several prior instances and
has been derived without substantive
change from those previously issued.
Because a delay would significantly
affect the certification of the airplane,
which is imminent, the FAA has
determined that prior public notice and
comment are unnecessary and
impracticable, and good cause exists for
adopting these special conditions
immediately. The FAA is requesting
comments to allow interested persons to
submit views that may not have been
submitted in response to the prior
opportunities for comment described
above.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

m The authority citation for these special
conditions is as follows:

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

The Special Conditions

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the following special conditions are
issued as part of the supplemental type
certification basis for Raytheon Aircraft
Company Model MU-300-10 and 400
airplanes modified by Elliott Aviation
Technical Products Development, Inc.

1. Protection from Unwanted Effects
of High-Intensity Radiated Fields
(HIRF). Each electrical and electronic
system that performs critical functions
must be designed and installed to
ensure that the operation and
operational capability of these systems
to perform critical functions are not
adversely affected when the airplane is
exposed to high intensity radiated
fields.

2. For the purpose of these special
conditions, the following definition
applies: Critical Functions: Functions
whose failure would contribute to or
cause a failure condition that would
prevent the continued safe flight and
landing of the airplane.

Issued in Renton, Washington, on June 3,
2004.

Franklin Tiangsing,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-13577 Filed 6-15-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2004-NM—-29-AD; Amendment
39-13673; AD 2004-03-34 R1]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 737-100, —200, —200C, —300,
—-400, and —500 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment revises an
existing airworthiness directive (AD),
applicable to certain Boeing Model 737—
100, —200, —200C, —300, —400, and —500
series airplanes, that currently requires
replacing existing screw, nut, and
washers that attach the latch cable
assembly to the latch block assembly of
the door mounted escape slides, with
new, improved screw, nut, and washers.
The actions specified by that AD are
intended to prevent the latch cable
assembly from disconnecting from the
latch block assembly of the door
mounted escape slide, which could
result in an escape slide not deploying
in an emergency situation. This
amendment revises the parts installation
paragraph to allow certain nuts to be
installed and is intended to address the
identified unsafe condition.

DATES: Effective July 21, 2004.

The incorporation by reference of a
certain publication, as listed in the
regulations, was approved previously by
the Director of the Federal Register as of
March 24, 2004 (69 FR 7553, February
18, 2004).

ADDRESSES: The service information
referenced in this AD may be obtained
from Boeing Commercial Airplanes,
P.O. Box 3707, Seattle, Washington
98124-2207. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the National Archives
and Records Administration (NARA).
For information on the availability of
this material at NARA, call (202) 741—
6030, or go to: http://www.archives.gov/
federal_register/
code_of_federal_regulations/
ibr_locations.html.

FOR FURTHER INFORMATION CONTACT:
Keith Ladderud, Aerospace Engineer,
Cabin Safety and Environmental
Systems Branch, ANM-150S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
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Washington 98055—4056; telephone
(425) 917-6435; fax (425) 917—6590.
SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39)
by revising AD 2004-03—-34, amendment
39-13478 (69 FR 7553, February 18,
2004), which is applicable to certain
Boeing Model 737-100, —200, —200C,
—300, —400, and —500 series airplanes,
was published in the Federal Register
on March 24, 2004 (69 FR 13761). The
action proposed to continue to require
replacing the existing screw, nut, and
washers that attach the latch cable
assembly to the latch block assembly of
the door mounted escape slides, with
new, improved screw, nut, and washers.
In addition, the action proposed to
revise the parts installation paragraph to
allow certain nuts to be installed on the
latch block assembly.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The changes in this action add no
additional economic burden. The
current costs for this AD are repeated for
the convenience of affected operators, as
follows:

There are approximately 2,919
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
1,129 airplanes of U.S. registry will be
affected by this AD. The FAA estimates
that it will take approximately 2 work
hours for each airplane specified as
Group 1 in the referenced service
bulletin, and approximately 1 work
hour for each airplane specified as
Group 2 in the referenced service
bulletin, to accomplish the required
actions; the average labor rate is
estimated to be $65 per work hour. Parts
and materials are standard and are to be
supplied by the operator. Based on these
figures, the cost impact of the AD on
U.S. operators is estimated to be $130
per Group 1 airplane, and $65 per
Group 2 airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted. The cost impact

figures discussed in AD rulemaking
actions represent only the time
necessary to perform the specific actions
actually required by the AD. These
figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions. The
manufacturer may cover the cost of
replacement parts associated with this
AD, subject to warranty conditions.
Manufacturer warranty remedies may
also be available for labor costs
associated with this AD. As a result, the
costs attributable to the AD may be less
than stated above.

Regulatory Impact

The regulations adopted herein 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. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
certify that this action (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)
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. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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
removing 39-13478 (69 FR 7553,

February 18, 2004), and by adding a new
airworthiness directive (AD),
amendment 39-13673, to read as
follows:

2004-03-34 R1 Boeing: Docket 2004-NM—
29-AD. Revises AD 2004-03-34,
Amendment 39-13478.

Applicability: Model 737-100, —200,
—200C, —300, —400, and —500 series airplanes,
as listed in Boeing Special Attention Service
Bulletin 737-25-1434, dated March 22, 2001;
certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent the latch cable assembly from
disconnecting from the latch block assembly
of the door mounted escape slide, which
could result in an escape slide not deploying
in an emergency situation, accomplish the
following:

Replacement

(a) Within 36 months after the effective
date of this AD, replace existing screw, nut,
and washers that attach the latch cable
assembly to the latch block assembly of the
door mounted escape slides, with new,
improved screw, nut, and washers; per the
Work Instructions of Boeing Special
Attention Service Bulletin 737-25-1434,
dated March 22, 2001.

Parts Installation

(b) As of the effective date of this AD, no
person may install either of the parts
specified in paragraphs (b)(1) and (b)(2) of
this AD on the latch block assembly of any
airplane.

(1) A nut, part number (P/N) BACN10R10L,
that has been removed from any airplane.

(2) A screw, P/N NAS623-3-8.

Alternative Methods of Compliance

(c)(1) In accordance with 14 CFR 39.19, the
Manager, Seattle Aircraft Certification Office
(ACO), FAA, is authorized to approve
alternative methods of compliance (AMOC)
for this AD.

(2) An AMOC that provides an acceptable
level of safety may be used for repair of the
latch cable assembly and the latch block
assembly for the door mounted escape slide,
if it is approved by a Boeing Company
Designated Engineering Representative (DER)
who has been authorized by the Manager,
Seattle ACO, to make such findings.

Incorporation by Reference

(d) The actions shall be done in accordance
with Boeing Special Attention Service
Bulletin 737-25-1434, dated March 22, 2001.
The incorporation by reference of that
document was approved previously by the
Director of the Federal Register as of March
24, 2004 (69 FR 7553, February 18, 2004).
Copies may be obtained from Boeing
Commercial Airplanes, P.O. Box 3707,
Seattle, Washington 98124-2207. Copies may
be inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030, or go
to: http://www.archives.gov/federal_register/



Federal Register/Vol. 69, No. 115/ Wednesday, June 16, 2004 /Rules and Regulations

33557

code_of _federal_regulations/
ibr_locations.html.
Effective Date

(e) This amendment becomes effective on
July 21, 2004.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-13500 Filed 6—15-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003-NM-79-AD; Amendment
39-13671; AD 2004-12-12]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model EMB-120 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain EMBRAER Model
EMB-120 series airplanes. This action
requires repetitive inspections for cracks
or evidence of damage/distortion of the
anti-skid drive coupling clips for the
hubcaps of the main landing gear (MLG)
wheels; repetitive measurement of the
gap and height dimensions of the
coupling clips; corrective actions, if
necessary; and eventual replacement of
all coupling clips with new, improved
coupling clips. This action is necessary
to prevent excessive gaps in the anti-
skid drive coupling clips for the
hubcaps of the MLG, which could result
in momentary loss of the normal braking
system at low speeds, and reduced
controllability of the airplane. This
action is intended to address the
identified unsafe condition.

DATES: Effective July 21, 2004.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of July 21,
2004.

ADDRESSES: The service information
referenced in this AD may be obtained
from Empresa Brasileira de Aeronautica
S.A. (EMBRAER), P.O. Box 343—CEP
12.225, Sao Jose dos Campos—SP,
Brazil. This information may be
examined at the Federal Aviation

Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the National Archives
and Records Administration (NARA).
For information on the availability of
this material at NARA, call (202) 741
6030, or go to: http://www.archives.gov/
federal_register/

code_of _federal_regulations/
ibr_locations.html.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2125;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain EMBRAER
Model EMB-120 series airplanes was
published in the Federal Register on
April 6, 2004 (69 FR 17984). That action
proposed to require repetitive
inspections for cracks or evidence of
damage/distortion of the anti-skid drive
coupling clips for the hubcaps of the
main landing gear (MLG) wheels;
repetitive measurement of the gap and
height dimensions of the coupling clips;
corrective actions, if necessary; and
eventual replacement of all coupling
clips with new, improved coupling
clips.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

We estimate that 220 airplanes of U.S.
registry will be affected by this AD.

It will take approximately 2 work
hours per airplane to accomplish the
required general visual inspection and
measurement of dimensions “G” and
“H,” at an average labor rate of $65 per
work hour. Based on these figures, the
cost impact of the general visual
inspection and measurement of
dimensions “G” and “H”, on U.S.
operators is estimated to be $28,600, or
$130 per airplane, per inspection cycle.

It will take approximately 1 work
hour per airplane to do the required
replacement of the coupling clips, at an

average labor rate of $65 per work hour.
Required parts will cost approximately
$600 per airplane. Based on these
figures, the cost impact of the
replacement on U.S. operators is
estimated to be $146,300, or $665 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted. The cost impact
figures discussed in AD rulemaking
actions represent only the time
necessary to perform the specific actions
actually required by the AD. These
figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations adopted herein 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. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
certify that this action (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)
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. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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:
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Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. Section 39.13 is amended by adding
the following new airworthiness
directive:

2004-12-12 Empresa Brasileira De
Aeronautica S.A. (Embraer):
Amendment 39-13671. Docket 2003—
NM-79-AD.

Applicability: Model EMB—-120 series
airplanes having serial numbers 120003,
120004, and 120006 through 120359
inclusive; certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent excessive gaps in the anti-skid
drive coupling clips for the hubcaps of the
main landing gear (MLG), which could result
in momentary loss of the normal braking
system at low speeds, and reduced
controllability of the airplane, accomplish
the following:

General Visual Inspection, Measurement of
Clip Dimensions, and Corrective Actions

(a) Within 400 flight hours or 6 months
after the effective date of this AD, whichever
occurs first: Do a general visual inspection
for cracks or evidence of damage/distortion
of the anti-skid drive coupling clips for the
MLG wheel hubcap; and measure the “G”
(gap) and “H” (height) dimensions of the
coupling clips; and do any applicable
corrective action; per the Accomplishment
Instructions of EMBRAER Service Bulletin
120-32—-0088, Revision 01, dated October 1,
2003. Any applicable corrective action must
be done prior to further flight per the service
bulletin. Repeat the inspection and
dimension measurement thereafter at every
wheel change or wheel speed transducer
change.

Note 1: For the purposes of this AD, a
general visual inspection is defined as: “A
visual examination of an interior or exterior
area, installation, or assembly to detect
obvious damage, failure, or irregularity. This
level of inspection is made from within
touching distance unless otherwise specified.
A mirror may be necessary to enhance visual
access to all exposed surfaces in the
inspection area. This level of inspection is
made under normally available lighting
conditions such as daylight, hangar lighting,
flashlight, or droplight and may require
removal or opening of access panels or doors.
Stands, ladders, or platforms may be required
to gain proximity to the area being checked.”

Replacement of Coupling Clips

(b) Within 800 flight hours or 12 months
after the effective date of this AD, whichever
occurs first: Replace any anti-skid drive
coupling clip for the MLG wheel hubcap that
was not previously replaced per paragraph
(a) of this AD, with a new, improved part
specified in and per Part III of EMBRAER
Service Bulletin 120-32—0088, Revision 01,
dated October 1, 2003. Repeat the applicable
actions required by paragraph (a) of this AD
thereafter at every wheel change or wheel
speed transducer change.

Parts Installation

(c) As of the effective date of this AD, no
person may install an anti-skid drive
coupling clip, part number 40-91115, on any
airplane, unless the part number is identified
as 40-91115 REV. D.

Credit for Actions Done per Previous Issue
of Service Bulletin

(d) Accomplishment of the specified
actions before the effective date of this AD
per EMBRAER Service Bulletin 120-32—
0088, dated November 18, 2002, is
considered acceptable for compliance with
the applicable requirements of paragraphs (a)
and (b) of this AD.

Alternative Methods of Compliance

(e) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116,
Transport Airplane Directorate, FAA, is
authorized to approve alternative methods of
compliance for this AD.

Incorporation by Reference

(f) Unless otherwise specified in this AD,
the actions shall be done in accordance with
EMBRAER Service Bulletin 120-32—0088,
Revision 01, dated October 1, 2003. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from
Empresa Brasileira de Aeronautica S.A.
(EMBRAER), P.O. Box 343—CEP 12.225, Sao
Jose dos Campos—SP, Brazil. Copies may be
inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030, or go
to: http://www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html.

Note 2: The subject of this AD is addressed
in Brazilian airworthiness directive 2003—01—
01, dated February 6, 2003.

Effective Date

(g) This amendment becomes effective on
July 21, 2004.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—13335 Filed 6—15—-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2004-CE-08-AD; Amendment
39-13670; AD 2004-12—-11]

RIN 2120-AA64

Airworthiness Directives; Pilatus
Aircraft Ltd. Models PC-12 and PC-12/
45 Airplanes

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

SUMMARY: The FAA adopts a new
airworthiness directive (AD) for all
Pilatus Aircraft Ltd. (Pilatus) Models
PC-12 and PC-12/45 airplanes. This AD
requires you to check the airplane
logbook to determine whether certain
inboard and outboard flap flexshafts
have been replaced with parts of
improved design. If the parts of
improved design are not installed, you
are required to replace certain inboard
and/or outboard flap flexshafts with the
parts of improved design. The pilot is
allowed to do the logbook check. If the
pilot can positively determine that the
parts of improved design are installed,
no further action is required. This AD is
the result of mandatory continuing
airworthiness information (MCAI)
issued by the airworthiness authority for
Switzerland. We are issuing this AD to
prevent rupture of the flap flexshafts
due to corrosion, which could cause the
flap system to become inoperable.
DATES: This AD becomes effective on
July 26, 2004.

As of July 26, 2004, the Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in the regulation.
ADDRESSES: You may get the service
information identified in this AD from
Pilatus Aircraft Ltd., Customer Liaison
Manager, CH-6371 Stans, Switzerland;
telephone: +41 41 619 6208; facsimile:
+41 41 619 7311; e-mail:
SupportPC12@pilaltus-aircraft.com or
from Pilatus Business Aircraft Ltd.,
Product Support Department, 11755
Airport Way, Broomfield, Colorado
80021; telephone: (303) 465-9099;
facsimile: (303) 465—-6040.

You may view the AD docket at FAA,
Central Region, Office of the Regional
Counsel, Attention: Rules Docket No.
2004-CE-08—-AD, 901 Locust, Room
506, Kansas City, Missouri 64106. Office
hours are 8 a.m. to 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT:
Doug Rudolph, Aerospace Engineer,
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FAA, Small Airplane Directorate, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4059; facsimile: (816) 329—-4090.
SUPPLEMENTARY INFORMATION:

Discussion

What events have caused this AD?
The Federal Office for Civil Aviation
(FOCA), which is the airworthiness
authority for Switzerland, recently
notified FAA that an unsafe condition
may exist on all Pilatus Models PC—-12
and PC-12/45 airplanes equipped with
an inboard and/or outboard flap
flexshaft, part numbers (P/N)
945.02.02.203 and/or 945.02.02.204.
The FOCA reports several occurrences
of corrosion found on the inner drive
cables of these flap flexshafts.

The FOCA determined that moisture
from the pressurized cabin could enter
the flap flexshafts through the fittings of
the protection hose causing corrosion.
This corrosion could cause the flap
flexshafts to rupture.

What is the potential impact if FAA
took no action? If not prevented,
corrosion on the flap flexshafts could
cause flap flexshafts to rupture and lead
to the flap system becoming inoperable.

Has FAA taken any action to this
point? We issued a proposal to amend
part 39 of the Federal Aviation
Regulations (14 CFR part 39) to include
an AD that would apply to all Pilatus
Models PC-12 and PC-12/45 airplanes
of the same type design that are
equipped with an inboard and/or
outboard flap flexshaft, P/N
945.02.02.203 and/or P/N
945.02.02.204. This proposal was
published in the Federal Register as a
notice of proposed rulemaking (NPRM)
on April 9, 2004 (69 FR 18843). The
NPRM proposed to require you to check
the airplane logbook to determine
whether certain inboard and outboard
flap flexshafts have been replaced with
parts of improved design. If the parts of
improved design are not installed, you
would be required to replace certain
inboard and/or outboard flap flexshafts
with the parts of improved design.

Comments

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

Comment Issue No. 1: Revise the Stated
Result of the Unsafe Condition

What is the commenter’s concern?
The manufacturer states that failure of
the flap system will not lead to loss of
control of the airplane. The

manufacturer explains that the flap
computer (FCWU) protects the system
against asymmetric flap deployment
with a failure rate of 10E-9 in the event
of a flexshaft rupture (and other failure
modes). The pilot has no possibility to
override this protection.

The manufacturer wants us to state
that rupture of the flap flexshafts due to
corrosion could cause the flap system to
become inoperative but does not result
in loss of control of the airplane.

What is FAA’s response to the
concern? We agree with the
manufacturer. After reviewing
additional information provided by the
FOCA of Switzerland about the result of
the unsafe condition on the flap
flexshafts, we will change the final rule
AD action based on this comment.

Comment Issue No. 2: Change the Costs
of Compliance Section

What is the commenter’s concern?
The manufacturer states that of the 260
airplanes affected by this AD, only 65
need to have the replacement parts
installed. The manufacturer wants the
cost of compliance changed to reflect
the cost of installing the replacement
parts for these 65 airplanes instead of all
260 airplanes.

The manufacturer has also agreed to
cover the cost of replacement parts for
all airplanes even though the warranty
credit period has expired. The
manufacturer also wants us to change
the cost of compliance to reflect this
reduction.

What is FAA’s response to the
concern? We partially agree with the
manufacturer. We agree that there may
be only 65 airplanes currently on the
United States (U.S.) registry that need to
have the replacements parts installed.
However, because parts could have been
replaced on an airplane after it left the
manufacturer, we used the total number
of affected airplanes in the Costs of
Compliance section. We have no way of
determining the exact number of
airplanes that will need to have the
replacements done.

We are not changing the final rule AD
action based on this comment. We are,
however, adding a section to cover the
cost for doing the logbook check. Since
all of the affected airplanes will
probably not need to have the
replacement parts installed, a logbook
check will have to be done on all of the
affected airplanes in order to make this
determination.

Comment Issue No. 3: Change
Paragraph (e)(5)

What is the commenter’s concern?
The manufacturer states that the
language in paragraph (e)(5) prohibits

you from ever installing any version of
the inboard and outboard flap flexshafts
other than part numbers (P/N)
945.02.02.205 and 945.02.02.206.
Therefore, airplanes manufactured in
the future with a new design part
number for the flap flexshafts will be in
automatic non-compliance with this
AD.

The manufacturer wants this language
changed to prohibit ever installing P/Ns
945.02.02.203 and 945.02.02.204 but
allows you to install new flap flexshafts
introduced in the future.

What is FAA’s response to the
concern? We agree with the commenter.
Preventing future installations of new
design parts was not the intent of this

We will change the final rule AD
action based on this comment.

Comment Issue No. 4: Withdraw the
Proposed AD Action To Mandate
Compliance With Pilatus PC12 Service
Bulletin No. 27-015

What is the commenter’s concern?
The manufacturer states that there is no
unsafe condition. The manufacturer
further explains that the flap computer
(FCWC) protects the system against
asymmetric flap deployment with a
failure rate of 10E-9 in the event of a
flexshaft rupture (and other failure
modes). This failure does not result in
loss of control of the airplane and the
pilot has no possibility to override this
protection.

The manufacturer also states that they
can confirm that over 90 percent of the
U.S. registered airplanes have already
had the replacement parts installed.

The manufacturer wants the proposed
AD action withdrawn.

What is FAA’s response to the
concern? We do not agree that there is
no unsafe condition. We agree that
approximately 90 percent of the affected
airplanes may have already had the
replacement parts installed. However, at
least 10 percent of the affected airplanes
still need the replacement done. In
addition, the only way to legally prevent
these unsafe parts from being installed
in the future is through AD action. This
would include airplanes brought into
the U.S. and put on the U.S. registry.

Therefore, to ensure that all affected
airplanes do not have the unsafe parts
installed, we are not changing the final
rule AD action based on this comment.

Comment Issue No. 5: Make the AD
Serial Number Specific

What is the commenter’s concern?
The commenter states that the
manufacturer has been incorporating the
new P/Ns in the production line of new
airplanes since 2003 making the
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inclusion of airplanes produced after
Manufacturer Serial Number (MSN) 489
illogical. Making the AD serial number
specific speeds compliance and makes
everyone’s life easier.

The commenter wants the AD
changed to be serial number specific as
specified in Pilatus PC12 Service
Bulletin No. 27-015.

What is FAA’s response to the
concern? We partially agree with the
commenter. We agree that serial number
specific ADs are easier to track;
however, parts could be swapped from
one of the earlier affected models and
installed on a MSN outside of the range
specified in the service information. To
safeguard against this, we included a
logbook check of all airplanes prior to
doing any replacements.

We are not changing the final rule AD
action based on this comment.

What is FAA’s final determination on
this issue? We have carefully reviewed
the available data and determined that
air safety and the public interest require
adopting the AD as proposed except for
the changes noted above and minor
editorial corrections. We have
determined that these changes:

—Are consistent with the intent that
was proposed in the NPRM for
correcting the unsafe condition; and

—Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Changes to 14 CFR Part 39—Effect on
the AD

How does the revision to 14 CFR part
39 affect this AD? On July 10, 2002, the

FAA published a new version of 14 CFR
part 39 (67 FR 47997, July 22, 2002),
which governs the FAA’s AD system.
This regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance. This material previously
was included in each individual AD.
Since this material is included in 14
CFR part 39, we will not include it in
future AD actions.

Costs of Compliance

How many airplanes does this AD
impact? We estimate that this AD affects
260 airplanes in the U.S. registry.

What is the cost impact of this AD on
owners/operators of the affected
airplanes? We estimate the following
costs to accomplish the logbook check:

Total cost per Total cost on U.S.
Labor cost Parts cost airplane operators
1 workhour x $65 per hour = $65 ........cccoereiererereieseeeese e Not applicable .........ccccooeviinenenne $65 $65 x 260 =
$16,900.

We estimate the following costs to
accomplish the replacement:

Labor cost per flap flexshaft

Parts cost per flap flexshaft

Total cost per airplane

Total cost on U.S. operators

2 workhours per flap flexshaft (4
flap flexshafts per airplane) x
$65 per hour = $130 per flap
flexshaft.

Parts covered under warranty by
the manufacturer.

$130 x 4 flap flexshafts = $520 to
replace all 4 flap flexshafts.

Maximum cost for replacing all 4
flap flexshafts on all 260 air-
planes = $520 x 260 =
$135,200.

Compliance Time of This AD

What is the compliance time of this
AD? The compliance time for the
replacement that will be required by
this AD is “within the next 30 days after
the effective date of this AD.”

Why is this compliance time
presented in calendar time instead of
hours TIS? The unsafe condition
specified by this AD is caused by
corrosion. Corrosion can occur
regardless of whether the airplane is in
operation or is in storage. Therefore, to
assure that the unsafe condition
specified in this AD does not go
undetected for a long period of time, a
compliance time of calendar time is
utilized.

Regulatory Findings

Will this AD impact various entities?
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.

Will this AD involve a significant rule
or regulatory action? For the reasons
discussed above, I certify that this AD:

1. Is not a “‘significant regulatory
action” under Executive Order 12866;

2. Is not a “‘significant rule” under 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 a summary of the costs
to comply with this AD and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “AD Docket No. 2004—CE-08—
AD” in your request.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under 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. FAA amends § 39.13 by adding a
new AD to read as follows:

2004-12-11 Pilatus Aircraft Ltd.:
Amendment 39-13670; Docket No.
2004—-CE-08-AD.

When Does This AD Become Effective?

(a) This AD becomes effective on July 26,

2004.

What Other ADs Are Affected by This
Action?

(b) None.
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What Airplanes Are Affected by This AD?

(c) This AD affects Model PC—12 and PC—
12/45 airplanes, all serial numbers, that are:
(1) equipped with an inboard and/or
outboard flap flexshaft, part number (P/N)
945.02.02.203 and/or P/N 945.02.02.204; and
(2) certificated in any category.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of mandatory
continuing airworthiness information (MCAI)
issued by the airworthiness authority for
Switzerland. The actions specified in this AD
are intended to prevent rupture of the flap
flexshafts due to corrosion, which could
cause the flap system to become inoperable.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following. If you already replaced both
the inboard and outboard flap flexshafts,
P/N 945.02.02.203 and P/N 945.02.02.204,
following Pilatus PC12 Service Bulletin No.
27-015, dated June 4, 2003, then paragraph
(e)(5) of this AD is the only paragraph that
applies to you:

Actions

Compliance

Procedures

(1) For affected airplanes with a manufacturer
serial number (MSN) of 489 or lower: check
the airplane logbook to determine if P/N
945.02.02.203 and P/N 945.02.02.204 in-
board and outboard flap flexshafts are in-
stalled.

(2) For affected airplanes with a MSN of 490
and above: check the airplane logbook to en-
sure that P/N 945.02.02.203 and P/N
945.02.02.204 inboard and outboard flap
flexshafts have not been installed since deliv-
ery.

(3) If you can positively determine that both P/
Ns 945.02.02.203 and 945.02.02.204 inboard
and outboard flap flexshafts are not installed,
then no replacement is required.

(4) If you cannot positively determine that both
P/Ns 945.02.02.203 and 945.02.02.204, in-
board and outboard flap flexshafts are not in-
stalled, then you must replace each one or
both with P/N 945.02.02.205 and P/N
945.02.02.206, as applicable (or a later FAA-
approved manufactured part of improved de-

sign).
(5) Do not install inboard and outboard flap
flexshafts, P/Ns 945.02.02.203 and

945.02.02.204.

Within the next 30 days after July 26, 2004
(the effective date of this AD).

Within the next 30 days after July 26, 2004
(the effective date of this AD).

Not Applicable

Before further flight after the logbook checks
required in paragraph (e)(1) and (e)(2) of
this AD.

As of July 26, 2004 (the effective date of this
AD).

The owner/operator holding at least a private
pilot certificate as authorized by section
43.7 of the Federal Aviation Regulations
(14 CFR 43.7) may perform this check.

The owner/operator holding at least a private
pilot certificate as authorized by section
43.7 of the Federal Aviation Regulations
(14 CFR 43.7) may perform this check.

Not applicable.

Follow Pilatus PC12 Service Bulletin No. 27—

015 as specified in paragraph (f) of this AD.

Not applicable.

What Revision Levels Do the Affected
Service Bulletin Incorporate?

(f) The service bulletin required to do the
actions required in this AD incorporates the
following pages:

Affected f
pages Revision level Date
1and 2 ......... A November
13, 20083.
3 through 11 | Original Issue | June 4, 2003.

May I Request an Alternative Method of
Compliance?

(g) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Standards Office, Small Airplane
Directorate, FAA. For information on any
already approved alternative methods of
compliance, contact Doug Rudolph,
Aerospace Engineer, FAA, Small Airplane
Directorate, 901 Locust, Room 301, Kansas
City, Missouri 64106; telephone: (816) 329—
4059; facsimile: (816) 329—4090.

Does This AD Incorporate Any Material by
Reference?

(h) You must do the actions required by
this AD following the instructions in Pilatus
PC12 Service Bulletin No. 27-015, pages 1
and 2, Revision A, dated November 13, 2003,
pages 3 through 11, Original issue, dated
June 4, 2003. The Director of the Federal
Register approved the incorporation by
reference of this service bulletin in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. You may get a copy from Pilatus
Aircraft Ltd., Customer Liaison Manager,
CH-6371 Stans, Switzerland; telephone: +41
41 619 6208; facsimile: +41 41 619 7311; e-
mail: SupportPC12@pilaltus-aircraft.com or
from Pilatus Business Aircraft Ltd., Product
Support Department, 11755 Airport Way,
Broomfield, Colorado 80021; telephone: (303)
465-9099; facsimile: (303) 465—6040. You
may review copies at FAA, Central Region,
Office of the Regional Counsel, 901 Locust,
Room 506, Kansas City, Missouri 64106; or
at the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal_register/
code_of _federal_regulations/
ibr_locations.html.

Is There Other Information That Relates to
This Subject?

(i) Swiss AD Number HB-2004-068, dated
March 4, 2004, also addresses the subject of
this AD.

Issued in Kansas City, Missouri, on June 3,
2004.
Dorenda D. Baker,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 04-13334 Filed 6—15—04; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-376—AD; Amendment
39-13666; AD 2004-12-07]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 757 Series Airplanes Equipped
With Rolls Royce RB211 Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.
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SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
applicable to certain Boeing Model 757
series airplanes equipped with Rolls
Royce RB211 engines, that currently
requires modification of the nacelle
strut and wing structure. This
amendment requires, for certain
airplanes, repetitive detailed
inspections of certain aft bulkhead
fasteners for loose or missing fasteners,
and corrective action if necessary. For
certain other airplanes, this amendment
requires a one-time detailed inspection
of the middle gusset of the inboard side
load fitting for proper alignment and
realignment if necessary; a one-time
eddy current inspection of certain
fastener holes for cracking, and repair if
necessary; and a detailed inspection of
certain fasteners for loose or missing
fasteners; and replacement with new
fasteners if necessary. The actions
specified by this AD are intended to
prevent fatigue cracking in primary strut
structure and consequent reduced
structural integrity of the strut. These
actions are intended to address the
identified unsafe condition.

DATES: Effective July 21, 2004.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of July 21,
2004.

ADDRESSES: The service information
referenced in this AD may be obtained
from Boeing Commercial Airplanes,
P.O. Box 3707, Seattle, Washington
98124-2207. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at
the National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030,
or go to: http://www.archives.gov/
federal_register/
code_of_federal_regulations/
ibr_locations.html.

FOR FURTHER INFORMATION CONTACT:
Dennis Stremick, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055—-4056; telephone
(425) 917-6450; fax (425) 917-6590.
SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39)
by superseding AD 99-24-07,
amendment 39-11431 (64 FR 66370,
November 26, 1999), which is
applicable to certain Boeing Model 757
series airplanes equipped with Rolls

Royce RB211 engines, was published as
a supplemental Notice of Proposed
Rulemaking in the Federal Register on
April 15, 2003 (68 FR 18170). The
action proposed to continue to require
modification of the nacelle strut and
wing structure. The action proposed to
require, for certain airplanes, repetitive
detailed inspections of certain aft
bulkhead fasteners for loose or missing
fasteners, and corrective action if
necessary. For certain other airplanes,
the action proposed to require a one-
time detailed inspection of the middle
gusset of the inboard side load fitting for
proper alignment and realignment if
necessary; a one-time eddy current
inspection of certain fasteners holes for
cracking; and repair if necessary; and a
detailed inspection of certain fasteners
for loose or missing fasteners; and
replacement with new fasteners if
necessary. Additionally, the action
proposed to require that certain actions
specified in Boeing Service Bulletin
757-54-0035, Revision 2, dated June 13,
2002 (specified in the supplemental
NPRM as one of the appropriate sources
of service information), be done using
Boeing-supplied tools.

Request for Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. Due
consideration has been given to the
comments received.

Comments Received That Resulted in
Changes to the AD

Requests To Extend Repetitive
Inspection Interval

Several commenters request that the
repetitive inspection interval of every
six months proposed by paragraph (b) of
the supplemental NPRM be extended.
Two commenters state that repetitive
inspection intervals of every 3,000 flight
cycles would be less of a burden for the
operators. Another commenter advises
that the airplane manufacturer’s intent
was to require repetitive inspections
every 12,000 flight cycles or 72 months,
whichever occurs first.

The FAA concurs that the repetitive
inspection interval may be extended
somewhat. We understand that the
manufacturer has recommended an
interval of every 12,000 flight cycles or
72 months. However, we have recently
received reports of field experience that
show the fasteners can loosen in less
than 72 months. Therefore, we have
revised paragraph (b) of the AD to
specify a repetitive inspection interval
not to exceed 6,000 flight cycles or 36
months, whichever occurs first.

Requests To Clarify Paragraph (f) of the
Supplemental NPRM

One commenter states that the way
the supplemental NPRM is written, it
would require the actions specified in
paragraph (f) of the supplemental NPRM
to be accomplished after each repetitive
inspection required by paragraph (b) of
the supplemental NPRM. Two
commenters request that the
supplemental NPRM be revised to
clearly specify that accomplishment of
the requirements of paragraph (f) of the
supplemental NPRM is terminating
action.

We agree with the need to clarify
paragraph (f) of the supplemental
NPRM. The requirements of paragraph
(f) of the AD (to increase the diameter
of the fastener holes and to install new
fasteners) apply to those airplanes on
which the actions specified in
paragraph (d) of the AD have been
accomplished. We have revised
paragraph (f) of the AD to reflect that
clarification. Additionally, we agree that
the actions specified in paragraph (f) of
this AD terminates the repetitive
inspection requirements of this AD. We
have revised the AD accordingly.

Comments Received That Resulted in
No Change to the Supplemental NPRM

Requests To Withdraw Rulemaking
Until New Service Information Is Issued

Several commenters request that the
supplemental NPRM be withdrawn and
that, instead, new rulemaking be
proposed to specify that the initial
inspection specified in paragraph (b) of
the supplemental NPRM be
accomplished within 90 days after the
release of a new Boeing service bulletin
(Boeing Alert Service Bulletin 757—
54A0047). The commenters state that
using the new service information
would simplify and clarify the actions
proposed in the supplemental NPRM.

We do not agree that this AD should
be withdrawn. We have not reviewed or
approved new service information
specified by the commenters. In this
case, we find that to withdraw this AD
and initiate new proposed rulemaking
(providing for public opportunity to
comment) would significantly delay the
rulemaking process and would be
inappropriate in light of the identified
unsafe condition. Therefore, no change
is necessary to the AD in this regard. In
the future, if the manufacturer elects to
provide new service information, the
service information can be evaluated
and approved in accordance with
paragraph (h) of this AD.
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Request To Extend Compliance Time of
Paragraph (b) of the Supplemental
NPRM

One commenter requests that, for
airplanes that have completed the
modification specified in Boeing Service
Bulletin 757-54—0035, the compliance
time specified in paragraph (b) of the
supplemental NPRM be extended. The
commenter states that the compliance
time should be extended because the
previous modification was done on
those airplanes in a shop environment.

We do not agree that extending the
compliance time specified in paragraph
(b) of this AD is necessary. The
requirements of paragraph (b) of this AD
apply only to airplanes that have not
been modified per Boeing Service
Bulletin 757-54-0035. Therefore, no
change is necessary in this regard to the
AD.

Requests To Revise Inspection Method
for Loose or Missing Fasteners

Two commenters request that a
method of inspecting for loose or
missing fasteners without the engine in
place be specified. The commenters
state that the inspection method
specified in the supplemental NPRM is
burdensome to accomplish with the
engine in place.

We do not agree with the commenters’
request. Since the manufacturer has not
provided us with service information
describing such a method of inspection,
we have not reviewed and approved
such an inspection method. However,
under the provisions of paragraph (h) of
the AD, we may approve requests for an
alternative inspection method if data are
submitted to substantiate that such an
alternative inspection method would
provide an acceptable level of safety.

Request for an Alternative Inspection
Method

One commenter, the manufacturer,
requests that a simple gap check be
performed with a feeler or wire gage in
lieu of the inspection in paragraph (c) of
the supplemental NPRM. The
commenter explains that this can be
done with the strut still installed, which
is described in Boeing Service Bulletin
757-54—-0035, Revision 2. The
commenter further recommends that a
minimum gap of 0.030 inch be
maintained between the middle gusset
on the inboard side load fitting and the
strut clevis lug.

We do not agree with permitting such
an alternative method of inspection at
this time, since the gap check has not
been sufficiently defined for us to
review and approve. However, under
the provisions of paragraph (h) of the

AD, we may approve requests for an
alternative inspection method if data are
submitted to substantiate that such an
alternative method would provide an
acceptable level of safety.

Request To Use Alternative Method of
Oversizing Holes

One commenter requests approval for
using procedures to oversize holes
specified in the Structural Repair
Manual (SRM) in lieu of using Boeing-
supplied tools specified in paragraph (g)
of the supplemental NPRM. The
commenter notes that there is a limited
supply of those tools.

We do not agree with the commenter’s
request. In certain cases, operator
supplied tools have contributed to
unsafe conditions. However, under the
provisions of paragraph (h) of the AD,
we may approve requests for an
alternative method of oversizing holes if
data are submitted to substantiate that
such a method to oversize holes would
provide an acceptable level of safety.

Conclusion

After careful review of the available
data, including the comments noted
above, the FAA has determined that air
safety and the public interest require the
adoption of the rule with the changes
previously described. The FAA has
determined that these changes will
neither increase the economic burden
on any operator nor increase the scope
of the AD.

Change to the Code of Federal
Regulations

On July 10, 2002, the FAA issued a
new version of 14 CFR part 39 (67 FR
47997, July 22, 2002), which governs the
FAA'’s airworthiness directives system.
The regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance. Because we have now
included this material in part 39, only
the office authorized to approve AMOCs
is identified in each individual AD.
However, for clarity and consistency in
this AD, we have retained the language
of the supplemental NPRM regarding
that material.

Change to Labor Rate Estimate

We have reviewed the figures we have
used over the past several years to
calculate AD costs to operators. To
account for various inflationary costs in
the airline industry, we find it necessary
to increase the labor rate used in these
calculations from $60 per work hour to
$65 per work hour. The cost impact
information, below, reflects this
increase in the specified hourly labor
rate.

Cost Impact

There are approximately 394
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
176 airplanes of U.S. registry will be
affected by this AD.

The modification that is currently
required by AD 99-24-07 takes
approximately 1,049 work hours per
airplane to accomplish, at an average
labor rate of $65 per work hour. This
work hour figure includes the time it
will take to remove and reinstall the
struts from the airplane as well as the
time required to gain and close access
to the adjacent wing structure. Based on
these figures, the cost impact of the
currently required modification on U.S.
operators is estimated to be $12,000,560,
or $68,185, per airplane.

This cost impact figure does not
reflect the cost of the terminating
actions described in the service
bulletins listed in paragraph I.C., Table
I, “Strut Improvement Bulletins,” on
page 7 of Revision 2 of Boeing Service
Bulletin 757-54-0035, that are required
to be accomplished prior to, or
concurrently with, the modification of
the nacelle strut and wing structure.
Since some operators may have
accomplished certain modifications on
some or all of the airplanes in the fleet,
while other operators may not have
accomplished any of the modifications
on any of the airplanes in the fleet, the
FAA is unable to provide a reasonable
estimate of the cost of accomplishing
the terminating actions described in the
service bulletins listed in Table I of the
service bulletin.

It will take approximately 1 work
hour per airplane to accomplish the new
detailed inspection of the middle gusset,
at an average labor rate of $65 per work
hour. Based on these figures, the cost
impact of the inspection required by
this AD is estimated to be $11,440, or
$65 per airplane.

It will take approximately 8 work
hours per airplane to accomplish the
new fastener removal and eddy current
inspection, at an average labor rate of
$65 per work hour. Based on these
figures, the cost impact of the removal
and inspection required by this AD is
estimated to be $91,520, or $520 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted. The cost impact
figures discussed in AD rulemaking
actions represent only the time
necessary to perform the specific actions
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actually required by the AD. These
figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations adopted herein 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. Therefore, it is
determined that this final rule does not
have federalism implications under
Executive Order 13132.

For the reasons discussed above, I
certify that this action (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)
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. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
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
removing amendment 39-11431 (64 FR
66370, November 26, 1999), and by
adding a new airworthiness directive
(AD), amendment 39-13666, to read as
follows:

2004-12-07 Boeing: Amendment 39-13666.

Docket 2000-NM—-376—AD. Supersedes
AD 99-24-07, Amendment 39-11431.

Applicability: Model 757 series airplanes
equipped with Rolls Royce RB211 engines,
line numbers 1 through 735 inclusive;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance (AMOC) in
accordance with paragraph (h)(1) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent fatigue cracking in primary
strut structure and consequent reduced
structural integrity of the strut, accomplish
the following:

Restatement of Requirements of AD
99-24-07

Modification

(a) Modify the nacelle strut and wing
structure according to Boeing Service
Bulletin 757-54-0035, dated July 17, 1997;
Revision 1, dated April 15, 1999; or Revision
2, dated June 13, 2002, at the later of the
times specified in paragraph (a)(1) or (a)(2) of
this AD. All of the terminating actions
described in the service bulletins and listed
in paragraph I.C., Table I, ““Strut
Improvement Bulletins,”” on page 6 of Boeing
Service Bulletin 757-54—0035, on page 7 of
Revision 1 of the service bulletin, and on
Page 7 of Revision 2 of the service bulletin,
as applicable, must be accomplished
according to those service bulletins prior to,
or concurrently with, the accomplishment of
the modification of the nacelle strut and wing
structure required by this paragraph. After
the effective date of this AD, use only
Revision 2 of the service bulletin.

(1) Prior to the accumulation of 37,500
total flight cycles, or prior to 20 years since
the date of manufacture of the airplane,
whichever occurs first.

(2) Within 3,000 flight cycles after January
3, 2000 (the effective date of AD 99-24-07,
amendment 39-11431).

New Requirements of This AD

Inspections/Corrective Actions

(b) For airplanes on which the
modification required by paragraph (a) of this
AD has not been done according to Boeing
Service Bulletin 757-54-0035, dated July 17,
1997: Before the accumulation of 15,000 total
flight cycles, or within 6 months after the
effective date of this AD, whichever is later,
do a detailed inspection of the 20 aft
bulkhead fasteners of the lower spar fitting
for loose or missing fasteners, according to a
method approved by the Manager, Seattle
Aircraft Certification Office (ACO), FAA.
Before further flight, replace any loose or
missing fasteners with new fasteners
according to Boeing Service Bulletin 757-54—
0035, Revision 1, dated April 15, 1999; or
Revision 2, dated June 13, 2002, excluding
Evaluation Form. Repeat the inspection

thereafter at intervals not to exceed 6,000
flight cycles or 36 months, whichever occurs
first. Accomplishment of the actions required
by paragraph (a) of this AD constitutes
terminating action for the requirements of
this paragraph.

Note 2: The 20 aft bulkhead fasteners are
located in Panel 7 at Locations 36, 37, and
41. The number of fasteners at Location 37
has increased from 2 to 8 fasteners. Figure 30
of Boeing Service Bulletin 757-54-0035,
Revision 2, dated June 13, 2002, illustrates
the location of the fasteners.

Note 3: For the purposes of this AD, a
detailed inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

(c) For airplanes on which the modification
required by paragraph (a) of this AD has been
done according to Boeing Service Bulletin
757-54-0035, dated July 17, 1997: Within
15,000 flight cycles after doing the
modification required by paragraph (a) of this
AD, or within 3 years after the effective date
of this AD, whichever is later; do a one-time
detailed inspection of the middle gusset of
the inboard side load fitting for proper
alignment, according to Part II of the
Accomplishment Instructions of Boeing
Service Bulletin 757-54—0035, Revision 1,
dated April 15, 1999; or Revision 2, dated
June 13, 2002, excluding Evaluation Form. If
the gusset is not aligned properly, before
further flight, machine the gusset to the
specified angle according to the service
bulletin.

(d) Before further flight after doing
paragraph (c) of this AD, do the actions
required by paragraphs (d)(1) and (d)(2) of
this AD.

(1) Remove the aft bulkhead fasteners of
the lower spar fitting and do a one-time eddy
current inspection of those fastener holes for
cracking, according to Part V of the
Accomplishment Instructions of Boeing
Service Bulletin 757-54—0035, Revision 1,
dated April 15, 1999; or Revision 2, dated
June 13, 2002, excluding Evaluation Form.

(2) Do a detailed inspection of the 8
fasteners of the lower spar fitting for loose or
missing fasteners, according to a method
approved by the Manager, Seattle ACO.
Before further flight, replace any loose or
missing fasteners with new fasteners
according to Boeing Service Bulletin 757-54—
0035, Revision 1, dated April 15, 1999; or
Revision 2, dated June 13, 2002, excluding
Evaluation Form.

Note 4: The 8 fasteners are located in Panel
7 at Location 37. The number of fasteners at
Location 37 has increased from 2 to 8
fasteners. Figure 30 of Boeing Service
Bulletin 757-54-0035, Revision 2, dated June
13, 2002, excluding Evaluation Form,
illustrates the location of the fasteners.

(e) If any cracking is found during any
inspection required by this AD: Before
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further flight, repair according to a method
approved by the Manager, Seattle ACO; or
according to data meeting the type
certification basis of the airplane approved
by a Boeing Company Designated
Engineering Representative who has been
authorized by the Manager, Seattle ACO, to
make such findings. For a repair method to
be approved by the Manager, Seattle ACO, as
required by this paragraph, the Manager’s
approval letter must specifically reference
this AD.

(f) If no cracking is found during the
inspection required by paragraph (d) of this
AD, before further flight, increase the
diameter of the fastener holes and install new
fasteners according to Boeing Service
Bulletin 757-54-0035, Revision 2, dated June
13, 2002, excluding Evaluation Form.

(g) Except as identified in Figures 3 and 5
of the Accomplishment Instructions of
Boeing Service Bulletin 757-54-0035,
Revision 2, dated June 13, 2002, excluding
Evaluation Form, the actions must be done
using Boeing-supplied tools.

Alternative Methods of Compliance

(h)(1) An AMOC or adjustment of the
compliance time that provides an acceptable
level of safety may be used if approved by
the Manager, Seattle ACO. Operators shall
submit their requests through an appropriate
FAA Principal Maintenance Inspector, who
may add comments and then send it to the
Manager, Seattle ACO.

(2) AMOCs, approved previously in
accordance with AD 99-24-07, amendment
39-11431, are approved as AMOCs with
paragraph (a) of this AD.

Note 5: Information concerning the
existence of approved AMOCs with this AD,
if any, may be obtained from the Seattle
ACO.

Special Flight Permit

(i) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(j) Unless otherwise specified, the actions
shall be done in accordance with Boeing
Service Bulletin 757-54—-0035, Revision 1,
dated April 15, 1999; or Boeing Service
Bulletin 757-54-0035, Revision 2, dated June
13, 2002. This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Boeing Commercial Airplanes, P.O. Box
3707, Seattle, Washington 98124-2207.
Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html.

Effective Date

(k) This amendment becomes effective on
July 21, 2004.

Issued in Renton, Washington, on May 25,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—13144 Filed 6-15-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA-2004-17496; Airspace
Docket No. 04—AAL—04]

Establishment of Class E Airspace;
Allakaket, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action establishes Class
E airspace at Allakaket, AK to provide
adequate controlled airspace to contain
aircraft executing two new Standard
Instrument Approach Procedures (SIAP)
and a new Textual Departure Procedure.
This Rule results in new Class E
airspace upward from 700 feet (ft.) and
1,200 feet above the surface at
Allakaket, AK.

DATES: Effective Date: 0901 UTC,
September 30, 2004.

FOR FURTHER INFORMATION CONTACT:
Jesse Patterson, 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:
Jesse.ctr.Patterson@faa.gov. Internet
address: http://www.alaska.faa.gov/at.

SUPPLEMENTARY INFORMATION:

History

On Monday, April 19, 2004, the FAA
proposed to revise part 71 of the Federal
Aviation Regulations (14 CFR part 71) to
create new Class E airspace upward
from 700 ft. and 1,200 ft. above the
surface at Allakaket, AK (69 FR 20835).
The action was proposed in order to add
Class E airspace sufficient in size to
contain aircraft while executing two
new Standard Instrument Approach
Procedures and a new Textual
Departure Procedure for the Allakaket
Airport. The new approaches are Area
Navigation-Global Positioning System
(RNAV GPS) Runway (RWY) 5, original
and (2) RNAV (GPS) Runway 23,
original. New Class E controlled
airspace extending upward from 700

feet and 1,200 feet above the surface in
the Allakaket 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.
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.
The Class E airspace areas designated as
700/1200 foot transition areas are
published in paragraph 6005 of FAA
Order 7400.9L, Airspace Designations
and Reporting Points, dated September
2, 2003, and effective September 16,
2003, which is incorporated by
reference in 14 CFR 71.1. The Class E
airspace designation listed in this
document will be revoked and revised
subsequently in the Order.

The Rule

This revision to 14 CFR part 71
establishes Class E airspace at Allakaket,
Alaska. This additional Class E airspace
was created to accomodate aircraft
executing two new SIAPs 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 Allakaket
Airport, Allakaket, 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 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:
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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 7400.9L, Airspace
Designations and Reporting Points,
dated September 2, 2003, and effective
September 16, 2003, 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 Allakaket, AK [New]

Allakaket Airport, AK

(Lat. 66°33’07” N., long. 152°3720” W.)

That airspace extending upward from 700
feet above the surface within a 7.1-mile
radius of the Allakaket Airport and that
airspace extending upward from 1,200 feet
above the surface within an area bounded by
66°09" N. 153°40” W. to 66°40’ N. 153°00"10”
W. to 66°09” N. 153°00” W. to point of
beginning, excluding the Fairbanks Class E
airspace, the Indian Mountain Class E
airspace, and that airspace designated for
federal airways.
* * * * *

Issued in Anchorage, AK, on June 8, 2004.
Anthony M. Wylie,
Acting Manager, Air Traffic Division, Alaskan
Region.
[FR Doc. 04-13579 Filed 6-15—-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2004-17497; Airspace
Docket No. 04-AAL-05]

Revision of Class E Airspace; Kipnuk,
AK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action revises Class E
airspace at Kipnuk, AK to provide
adequate controlled airspace to contain
aircraft executing two new Standard
Instrument Approach Procedures

(SIAP). This Rule results in additional
Class E airspace upward from 700 feet
(ft.) above the surface at Kipnuk, AK.

DATES: Effective Date: 0901 UTC,
September 30, 2004.

FOR FURTHER INFORMATION CONTACT:
Jesse Patterson, 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:
Jesse.ctr.Patterson@faa.gov. Internet
address: http://www.alaska.faa.gov/at.

SUPPLEMENTARY INFORMATION:

History

On Monday, April 19, 2004, the FAA
proposed to revise part 71 of the Federal
Aviation Regulations (14 CFR part 71) to
add to the Class E airspace upward from
700 ft.above the surface at Kipnuk, AK
(69 FR 20837). The action was proposed
in order to add Class E airspace
sufficient in size to contain aircraft
while executing two new Standard
Instrument Approach Procedures at the
Kipnuk Airport. The new approaches
are (1) Area Navigation-Global
Positioning System (RNAV GPS) RWY
33 original and (2) RNAV (GPS) RWY
15, original. Additional Class E
controlled airspace extending upward
from 700 feet above the surface in the
Kipnuk 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.
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.
The Class E airspace areas designated as
700/1200 foot transition areas are
published in paragraph 6005 of FAA
Order 7400.9L, Airspace Designations
and Reporting Points, dated September
2, 2003, and effective September 16,
2003, 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 revision to 14 CFR part 71
revises Class E airspace at Kipnuk,
Alaska. This additional Class E airspace
was created to accommodate aircraft
executing new SIAPs 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 Kipnuk
Airport, Kipnuk, 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 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; 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 7400.9L, Airspace
Designations and Reporting Points,
dated September 2, 2003, and effective
September 16, 2003, 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 Kipnuk, AK [Revised]

Kipnuk Airport, AK
(Lat. 59°55’59” N., long. 164°01'50” W.)
That airspace extending upward from 700
feet above the surface within a 6.9-mile
radius of the Kipnuk.

* * * * *
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Issued in Anchorage, AK.
Anthony M. Wylie,
Acting Manager, Air Traffic Division, Alaskan
Region.
[FR Doc. 04-13578 Filed 6—15-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF COMMERCE

National Institute of Standards and
Technology

15 CFR Part 270
[Docket No. 030421094-4155-02]
RIN 0693-AB53

Procedures for Implementation of the
National Construction Safety Team Act

AGENCY: National Institute of Standards
and Technology, United States
Department of Commerce.

ACTION: Final rule.

SUMMARY: The Director of the National
Institute of Standards and Technology
(“NIST”), Technology Administration,
United States Department of Commerce
(“Director”), issues a final rule that
amends regulations found at 15 CFR
part 270, that implements the National
Construction Safety Team Act (“Act”).
An interim final rule with a request for
public comments clarifying NIST’s role
in recommending improvements to
building codes, standards, and
practices, and clarifying the relationship
between investigations conducted under
the Act and criminal investigations of
the same building failure, and
establishing procedures regarding the
establishment and deployment of
National Construction Safety Teams and
for the conduct of investigations under
the Act was published in the Federal
Register on November 28, 2003. This
final rule responds to comments
received in response to the November
28, 2003 document.

DATES: This rule is effective on July 16,
2004.

FOR FURTHER INFORMATION CONTACT: Dr.
James E. Hill, Acting Director, Building
and Fire Research Laboratory, National
Institute of Standards and Technology,
Mail Stop 8600, Gaithersburg, MD
20899-8600, telephone number (301)
975-6850.

SUPPLEMENTARY INFORMATION:
Background

The National Construction Safety
Team Act, Public Law 107-231, was
enacted to provide for the establishment
of investigative teams (‘“Teams”’) to
assess building performance and

emergency response and evacuation
procedures in the wake of any building
failure that has resulted in substantial
loss of life or that posed significant
potential of substantial loss of life. The
purpose of investigations by Teams is to
improve the safety and structural
integrity of buildings in the United
States. A Team will (1) establish the
likely technical cause or causes of the
building failure; (2) evaluate the
technical aspects of evacuation and
emergency response procedures; (3)
recommend, as necessary, specific
improvements to building standards,
codes, and practices based on the
findings made pursuant to (1) and (2);
and recommend any research and other
appropriate actions needed to improve
the structural safety of buildings, and
improve evacuation and emergency
response procedures, based on the
findings of the investigation. Section
2(c)(1) of the Act requires that the
Director develop procedures for certain
activities to be carried out under the Act
as follows: Regarding conflicts of
interest related to service on a Team;
defining the circumstances under which
the Director will establish and deploy a
Team; prescribing the appropriate size
of Teams; guiding the disclosure of
information under section 7 of the Act;
guiding the conduct of investigations
under the Act; identifying and
prescribing appropriate conditions for
provision by the Director of additional
resources and services Teams may need;
ensuring that investigations under the
Act do not impede and are coordinated
with any search and rescue efforts being
undertaken at the site of the building
failure; providing for regular briefings of
the public on the status of the
investigative proceedings and findings;
guiding the Teams in moving and
preserving evidence; providing for
coordination with Federal, State, and
local entities that may sponsor research
or investigations of building failures;
and regarding other issues.

NIST published an interim final rule
with a request for public comments in
the Federal Register on January 30,
2003 (68 FR 4693), seeking public
comment on general provisions
regarding implementation of the Act
and on provisions establishing
procedures for the collection and
preservation of evidence obtained and
the protection of information created as
part of investigations conducted
pursuant to the Act, including guiding
the disclosure of information under
section 7 of the Act (§§270.350,
270.351, and 270.352) and guiding the
Teams in moving and preserving
evidence (§ 270.330). These general

provisions and procedures, comprising
Subparts A and D of the rule, are
necessary to the conduct of the
investigation of the World Trade Center
disaster, already underway, and became
effective immediately upon publication.
The comment period closed on March 3,
2003. On May 7, 2003, NIST published
a final rule in the Federal Register (68
FR 24343), addressing the comments
received.

NIST published an interim final rule
with a request for public comments in
the Federal Register on November 28,
2003 (68 FR 66073), seeking public
comment on amendments to §270.1,
Description of rule; purpose,
applicability, of the final rule to clarify
NIST’s role in recommending
improvements to building codes,
standards, and practices and to clarify
the relationship between investigations
conducted under the Act and criminal
investigations of the same building
failure; an amendment to the definition
of Credentials, contained in § 270.2, to
clarify that credentials are issued by the
Director and to better define the term;
and an amendment to § 270.313,
Requests for Evidence, to clarify that
collections of evidence under that
section are investigatory in nature and
are not research. NIST also sought
public comment on procedures set forth
in the interim final rule regarding
conflicts of interest related to service on
a Team (§ 270.106); defining the
circumstances under which the Director
will establish and deploy a Team
(§270.102); prescribing the appropriate
size of Teams (§ 270.104); guiding the
conduct of investigations under the Act
(§270.200); identifying and prescribing
appropriate conditions for provision by
the Director of additional resources and
services Teams may need (§ 270.204);
ensuring that investigations under the
Act do not impede and are coordinated
with any search and rescue efforts being
undertaken at the site of the building
failure (§ 270.202); providing for regular
briefings of the public on the status of
the investigative proceedings and
findings (§ 270.206); providing for
coordination with Federal, State, and
local entities that may sponsor research
or investigations of building failures
(§ 270.203); and regarding other issues.

The comment period closed on
December 29, 2003.

Summary of Public Comments Received
by NIST in Response to the November
28, 2003, Interim Final Rule, and
NIST’s Response to Those Comments

NIST received ten responses to the
request for comments. One response
was from a private, not-for-profit
organization that develops model
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building codes. Two responses were
from industry associations. One
response was from an association of
local building officials, and one
response was from an association of
state building officials. One response
was from a local government agency.
One response was from the NCST
Federal Advisory Committee, and three
responses were from individual
members of that committee. A detailed
analysis of the comments follows.

General Comments

Comment: One commenter expressed
the view that it is important to the
future of the public’s health, welfare
and life safety that the Act be
adequately funded by Congress at the
earliest time possible.

Response: This comment is outside
the scope of this rulemaking.

Comment: One commenter
recommended that the regulations
provide for the establishment of a
directory of pre-approved and
credentialed individuals that are
available to act as Team members.

Response: NIST intends to establish
such a list under its internal procedures.

Comment: One commenter
recommended deleting the word
“technical” from the causes of building
failure and from the aspects of
evacuation and emergency response
procedures in § 270.100(b) because it
limits the work of Teams.

Response: The Act requires NIST to
assess the technical causes of building
failures. Specifically, section 2(b)(2)(A)
and (B) of the Act state that a Team shall
establish the likely technical cause or
causes of the building failure and that
a Team shall evaluate the technical
aspects of evacuation and emergency
response procedures.

Comment: One commenter
recommended that NIST revise the first
sentence of § 270.1(b)(1) by expanding
the stated purpose of investigations by
Teams to include improving ““the safety
of building occupants and emergency
egress and response measures.”’

Response: NIST has revised
§270.1(b)(1) by adding language
contained in the preamble to the Act.
The preamble states that the purpose of
the Act is ““to provide for the
establishment of investigative teams to
assess building performance and
emergency response and evacuation
procedures in the wake of any building
failure that has resulted in substantial
loss of life or that posed significant
potential of substantial loss of life.”

Comments Regarding Criteria for the
Establishment and Deployment of
Teams

Comment: One commenter
recommended that NIST develop and
include language that specifically
describes situations that will result in
investigation by a Team and that the
language should be similar, in detail
and description, to that currently used
by the National Transportation Safety
Board (“NTSB”).

Response: The Act authorizes the
Director to establish a Team for
deployment “after events causing the
failure of a building or buildings that
has resulted in substantial loss of life or
that posed significant potential for
substantial loss of life.” The variety of
“events” that could cause building
failures yielding such results is
extremely broad. In addition, the same
type of “event” might in some
circumstances cause a building failure
yielding such results and in other
circumstances might not cause a
building failure or might cause a
building failure that does not result in
substantial loss of life or pose
significant potential for substantial loss
of life. The broad nature of this
authority requires broad discretion for
the Director in determining whether a
particular event results in a situation
that is within the scope of the Act. In
addition, NIST has reviewed the NTSB
criteria and finds that the criteria set
forth in § 270.102 are similar in detail
and description to that currently used
by the NTSB.

Comment: One commenter
recommended that NIST work
cooperatively with the construction
industry and with the building and fire
regulatory communities to define the
terms in the Act “‘substantial loss of life
or a potential for substantial loss of
life.”

Response: The Director’s decision to
establish a Team after an event that
caused the failure of a building or
buildings that resulted in substantial
loss of life or posed significant potential
for substantial loss of life will require
consideration of the entire context of the
building failure, the event that caused it,
the likelihood that an investigation will
likely result in significant and new
knowledge or recommendations for
building code revision, and the factors
identified in § 270.102(b). Not defining
“substantial loss of life or a potential for
substantial loss of life”” leaves the
Director with the broad discretion
needed to make this determination.

Comment: Two commenters
recommended changing the wording of
§270.100(a) to indicate that historically,

in the United States, building failures
from fires, earthquakes, hurricanes,
tornadoes, and other disasters that have
resulted in a substantial loss of life or
that posed significant potential for
substantial loss of life have occurred
several times per year, rather than less
than once per year.

Response: NIST has revised
§270.100(a) to state that NIST expects
that the Director will establish and
deploy a Team to conduct an
investigation at a frequency of
approximately once per year or less
based on prior NIST experience.

Comment: One commenter stated that
§270.100(b) requires an editorial
correction as follows: “Teams
established under the Act and this part
will investigate these”, change “these”
to “the”.

Response: NIST disagrees. In
§270.100(b), “these” refers back to the
building systems described in the
previous sentence, the failure of which
could be a technical cause of a building
failure.

Comment: One commenter
recommended that the wording in
§270.102(a)(1)(ii) be changed to read: ““a
fire that resulted in a building failure of
the building of origin and/or spreads
beyond the building of origin.”

Response: NIST has revised the
referenced section to read “‘a fire that
resulted in a building failure of the
building of origin and/or spread beyond
the building of origin.”

Comment: One commenter stated that
the Federal Response Plan cited in
§270.102(a)(1)(iv) had been revised and
renamed the National Response Plan.
The commenter recommended that
NIST revise that section to reflect this
change.

Response: NIST has changed the
reference in §270.102(a)(1)(iv) to read
“National Response Plan.”

Comment: One commenter
recommended deleting paragraph
270.102(b)(4) because it is highly
unlikely that an NCST investigation
would substantially duplicate local or
state capabilities, and replacing it with
“Whether an investigation is likely to
result in relevant knowledge for
mitigation of the building failure.”

Response: NIST disagrees. NIST will
retain the original language of paragraph
270.102(b)(4) to make clear that no
matter how infrequently the situation
occurs, in deciding whether to establish
and deploy a Team, the Director will
consider whether an NCST investigation
would substantially duplicate a local or
state investigation. NIST has revised
§270.102(a)(2) to address the
importance of gaining relevant
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knowledge for mitigation of building
failures.

Comments Regarding the Size and
Composition of a Team

Comment: Two commenters suggested
adding structural and electrical
engineering to the disciplines that may
be represented on a Team as listed in
§270.104(b)(5).

Response: NIST agrees and has added
these disciplines.

Comment: One commenter
recommended adding Code
administration and enforcement to the
disciplines that may be represented on
a Team as listed in § 270.104(b)(5).

Response: NIST disagrees. Code
administration and enforcement are not
disciplines that would participate in
investigating the technical causes of a
building failure. Rather, they are
disciplines involved in the
implementation of recommendations
resulting from an investigation. If the
expertise provided by these disciplines
is needed in the course of an
investigation, NIST may engage
appropriate representatives as
contractors or consultants to the Team,
but it is unlikely that they would be
Team members.

Comment: One commenter suggested
that Teams involve the local building
official in the investigation and draw on
the resources of the local building
department during investigations.

Response: Section 6(3) of the Act
states that in order to support Teams in
carrying out the Act, the Director may
“confer with employees and request the
services, records, and facilities of State
and local governmental authorities.”
When appropriate, local building
officials may be requested to serve on or
support Teams in their investigations. If
a local building department possesses
evidence necessary to an NCST
investigation, it may voluntarily submit
such information to NIST pursuant to 15
CFR 270.312.

Comments Regarding the Duties of a
Team

Comment: One commenter
recommended that § 270.105(b)(3) be
revised to include that in addition to
recommending, as necessary, specific
improvements to building standards,
codes and practices based on its
findings, a Team be required to provide
the supporting rationale for each
recommendation.

Response: Supporting rationale for a
Team’s recommendations will be
included in its report as required by
section 8 of the Act and § 270.205(a) of
the regulations.

Comment: One commenter requested
that NIST change the word “Cooperate”
in §270.105(c)(6) to “Not impede” to
describe a Team’s interaction with State
and local authorities carrying out any
activities related to a Team’s
investigation.

Response: Section 4(c)(4) of the Act
requires a Team to cooperate with State
and local authorities carrying out any
activities related to a Team’s
investigation.

Comment: One commenter requested
that NIST remove from § 270.105(d)(4)
the authority to move, or to further
articulate the nature of the “records” to
be moved as a result of the
investigation. The commenter
questioned whether this authority
includes the official records of the
jurisdiction.

Response: No change has been made
in response to this comment. The
authority to move such records is
granted by section 4(a)(4) of the Act.
The Act limits this authority by stating
that it is to be carried out ““as provided
by the procedures developed under
section 2(c)(1).” The procedures for
collection and preservation of evidence
are set forth in subpart D of the
regulations.

Comments Regarding the Conduct of
Investigations

Comment: One commenter asked that
NIST add an additional task to the list
of tasks that may be completed during
an investigation. The commenter
requested that NIST add a new
paragraph 270.200(c)(2)(xii): “Review
best practices in codes adoption and
administration to determine the extent
to which the circumstances that led to
this building failure have statewide,
regional or national implications.”

Response: NIST agrees that this is a
task that might be completed during an
investigation that proceeds beyond
preliminary reconnaissance. Rather than
adding a new task, NIST has
incorporated this task into the task
described in § 270.200(c)(2)(ix) by
revising that section to read: “Analyze
the relevant building practices,
including code adoption and
enforcement practices, to determine the
extent to which the circumstances that
led to this building failure have regional
or national implications.”

Comment: One commenter
recommended that NIST revise
§270.200(c)(2)(iv) to require that the
Team make a determination whether the
building was constructed in accordance
with the adopted code, determine what
code was in force when the building
was approved for construction and
identify any renovations, repairs,

additions, etc. that were made during
the life of the building and how those
were addressed with respect to the
adopted code at the time they were
made.

Response: A Team may determine
what code or codes were in force when
the building was designed and approved
for construction, and identify any
renovations, repairs, additions, etc. that
were made during the life of the
building and the relevant code
provisions that were in force when such
work was done. However, determining
whether a building was built in
accordance or complied with code
requirements is a code enforcement
authority and is not part of the statutory
authority granted to NIST under the Act.
As aresult of its investigation, a Team
will recommend any changes to current
building standards, codes, and practices
that would improve the safety and
structural integrity of buildings in the
United States.

Comment: One commenter
recommended that NIST provide
additional guidance in § 270.200(c)(2)(v)
on how a Team should identify the most
probable technical cause when no
computer model is available to address
a particular issue.

Response: The tasks listed in
§270.200(c)(2) are examples of tasks
that Teams might need to perform in
conducting an investigation. None of the
tasks is required in any investigation,
and it is not possible to provide a
complete list of every task that a Team
might need to perform to complete its
investigation. If no computer model is
available, a Team will do what is
necessary to reconstruct the event and
identify the most probable technical
cause of the building failure without a
computer model.

Comment: One commenter
recommended that § 270(c)(2)(x) be
revised from “Identify specific areas in
building and fire codes, standards, and
building practices that may warrant
revisions based on investigation
findings.” To “identification of specific
criteria in building and fire codes and
standards and practices—with an
understanding that building and fire are
broad and include mechanical,
electrical, e.g., all codes that warrant
revisions, proposed changes to those
documents and development of
supporting rationale.”

Response: The specific criteria differ
from code to code. A Team cannot
address every change to every code in
the United States that may result from
a Team’s general recommendation for an
improvement to building codes. Each
jurisdiction or industry will be
responsible for adopting changes to the
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specific criteria contained in its codes,
standards, and practices that warrant
change based on a Team’s
recommendation.

Comments Regarding the Priority of
Investigations and the Coordination of
Investigations With Search and Rescue
Efforts and With Federal, State, and
Local Entities

Comment: One commenter asked that
NIST clarify that a Team would have
priority over civil litigants.

Response: No change has been made
in response to this comment. The Act
does not provide NIST with authority
for Teams to take priority over civil
litigants.

Comment: One commenter stated that,
contrary to the wording of § 270.202,
FEMA does not have local offices. The
commenter suggested that NIST revise
the reference in § 270.202 to read:
“including FEMA urban search and
rescue teams, local emergency
management agencies, and local
emergency response groups.

Response: NIST has made this change.

Comment: One commenter hoped that
the NIST teams will realize that search
and rescue efforts and recovery efforts
will be the top priorities of local
officials and that the NIST team should
perform their investigation in such a
manner that they will not impede the
efforts of local officials.

Response: NIST recognizes that search
and rescue efforts and recovery efforts
are the top priorities following a
building disaster. Section 4(c)(1) of the
Act and §270.202 state that NIST will
coordinate its investigation with such
efforts.

Comment: One commenter stated that
notification of the establishment and
deployment of a Team by publication in
the Federal Register is too slow a
process. The commenter recommended
that NIST should notify the
jurisdiction’s chief building code
enforcement and fire official, as well as
neighboring local jurisdictions, of such
actions directly by phone or e-mail to
establish a positive working relationship
and to expedite a cooperative working
environment.

Response: NIST agrees. As required
by section 2(a) of the Act and
implemented by § 270.103 of the
regulations, the Director will promptly
publish in the Federal Register notice of
the establishment of each Team. In
addition, NIST will promptly notify
appropriate authorities having
jurisdiction over a building failure site.
NIST also is in the process of contacting
and establishing relationships with state
and local authorities with whom Teams
conducting an investigation may have to

coordinate. With the help of other
Federal agencies, NIST is developing a
list of the appropriate contacts in each
jurisdiction for the purpose of
immediate notification of the
establishment and deployment of a
Team.

Comment: One commenter
recommended that NIST develop details
and a formal protocol document to spell
out and facilitate cooperation with state
and local authorities in carrying out
activities related to a Team’s
investigation.

Response: NIST agrees. Section
270.203 sets forth NIST’s intent to enter
into Memoranda of Understanding with
Federal, State, and local entities, as
appropriate, to ensure the coordination
of investigations.

Comments Regarding Reports

Comment: One commenter
recommended that language be added to
§270.205 to clarify the intended
recipients of Team reports. The
commenter recommended that the
primary recipients be organizations
which are private sector voluntary
consensus standards writing
organizations operating under approved
guidelines of the American National
Standards Institute (ANSI).

Response: All final Team reports will
be made publicly available and will be
posted on the NIST Web site. NIST
encourages standards organizations to
access the reports. NIST cannot take on
the burden of identifying all appropriate
recipients of each Team’s final report.

Comment: One commenter urged
NIST to take care in framing and
briefing the press on recommendations
from investigations so as to take into
consideration the potential impact on
the construction industry, government,
leasing of buildings, and the public.

Response: NIST agrees and will do so,
taking into account public safety and
welfare.

Comment: One commenter
recommended that the reporting of “any
recommended specific improvements to
building standards, codes, and
practices,” required by § 270.205(a)(3)
include specific code changes with
supporting rationale.

Response: Section 2(b)(2)(C) of the
Act and §270.105(b)(3) of the
regulations state that a Team will
recommend, as necessary, specific
improvements to building standards,
codes, and practices based on its
findings. It is the responsibility of
appropriate standards and codes
organizations and authorities to
consider adoption of a Team’s
recommendations and to develop
specific code change proposals and

language. Section 9(2) of the Act
authorizes NIST to promote (consistent
with existing procedures for the
establishment of building standards,
codes, and practices) the appropriate
adoption of its recommendations by the
Federal Government and encourage the
appropriate adoption of those
recommendations by other agencies and
organizations. Reports will include the
supporting rationale for any
recommendations made.

Additional Information

Executive Order 12866

This rule has been determined not to
be significant under section 3(f) of
Executive Order 12866.

Executive Order 12612

This rule does not contain policies
with Federalism implications sufficient
to warrant preparation of a Federalism
assessment under Executive Order
12612.

Administrative Procedure Act

Prior notice and an opportunity for
public comment are not required for this
rule of agency organization, procedure,
or practice. 5 U.S.C. 553(b)(A).

Regulatory Flexibility Act

Because notice and comment are not
required under 5 U.S.C. 553, or any
other law, the analytical requirements of
the Regulatory Flexibility Act (5 U.S.C.
601 et seq.) are inapplicable. As such, a
regulatory flexibility analysis is not
required, and none has been prepared.

Paperwork Reduction Act

Notwithstanding any other provision
of the law, no person is required to, nor
shall any person be subject to penalty
for failure to comply with, a collection
of information, subject to the
requirements of the Paperwork
Reduction Act, unless that collection of
information displays a currently valid
OMB Control Number.

There are no collections of
information involved in this
rulemaking.

National Environmental Policy Act

This rule will not significantly affect
the quality of the human environment.
Therefore, an environmental assessment
or Environmental Impact Statement is
not required to be prepared under the
National Environmental Policy Act of
1969.

List of Subjects in 15 CFR Part 270

Administrative practice and
procedure; buildings and facilities;
disaster assistance; evidence;
investigations; National Institute of
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Standards and Technology; science and
technology; subpoena.

Dated: June 8, 2004.
Hratch G. Semerjian,
Acting Director.
m For the reasons set forth in the
preamble, title 15 of the Code of Federal
Regulations is amended as follows:

PART 270—NATIONAL
CONSTRUCTION SAFETY TEAMS

m 1. The authority citation for part 270
continues to read as follows:

Authority: Pub. L. 107-231, 116 Stat. 1471
(15 U.S.C. 7301 et seq.).

m 2. Section 270.1 is amended by
revising the first sentence of paragraph
(b)(1) to read as follows:

§270.1 Description of rule; purpose;
applicability.
* * * * *

(b)(1) The purpose of the Act is to
provide for the establishment of
investigative teams to assess building
performance and emergency response
and evacuation procedures in the wake
of any building failure that has resulted
in substantial loss of life or that posed
significant potential of substantial loss
of life. * * *

* * * * *

m 3. Section 270.100 is amended by
revising paragraph (a) to read as follows:

§270.100 General.

(a) Based on prior NIST experience,
NIST expects that the Director will
establish and deploy a Team to conduct
an investigation at a frequency of

approximately once per year or less.
* * * * *

m 4. Section 270.102 is amended by
revising paragraphs (a)(1)(ii), (a)(1)(iv),
and (a)(2) to read as follows:

§270.102 Conditions for establishment
and deployment of a Team.

(a) * x %

1) L

(ii) A fire that resulted in a building
failure of the building of origin and/or
spread beyond the building of origin.

* * * * *

(iv) An act of terrorism or other event
resulting in a Presidential declaration of
disaster and activation of the National
Response Plan; and

(2) A fact-finding investigation of the
building performance and emergency
response and evacuation procedures
will likely result in significant and new
knowledge or building code revision
recommendations needed to reduce or
mitigate public risk and economic losses

from future building failures.
* * * * *

m 5. Section 270.104 is amended by
revising paragraph (b)(5) to read as
follows:

§270.104 Size and composition of a Team.
* * * * *

(b) * % %

(5) Teams may include members who
are experts in one or more of the
following disciplines: civil, structural,
mechanical, electrical, fire, forensic,
safety, architectural, and materials
engineering, and specialists in
emergency response, human behavior,

and evacuation.
* * * * *

m 6. Section 270.200 is amended by
revising paragraph (c)(2)(ix) to read as
follows:

§270.200 Technical conduct of
investigation.
* * * * *

(C] * * %

(2) * % %

(ix) Analyze the relevant building
practices, including code adoption and
enforcement practices, to determine the
extent to which the circumstances that
led to this building failure have regional

or national implications.
* * * * *

m 7. Section 270.202 is amended by
revising the first sentence to read as
follows:

§270.202 Coordination with search and
rescue efforts.

NIST will coordinate its investigation
with any search and rescue or search
and recovery efforts being undertaken at
the site of the building failure, including
FEMA urban search and rescue teams,
local emergency management agencies,
and local emergency response
groups. * * *

[FR Doc. 04—13364 Filed 6—15—-04; 8:45 am]
BILLING CODE 3510-13-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1

[TD 9131]

RIN 1545-BB47

Administrative Simplification of

Section 481(a) Adjustment Periods in
Various Regulations

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final regulations.

SUMMARY: This document contains
amendments to regulations under

sections 263A and 448 of the Internal
Revenue Code. The amendments apply
to taxpayers changing a method of
accounting under the regulations and
are necessary to conform the rules
governing those changes to the rules
provided in general guidance issued by
the IRS for changing a method of
accounting. Specifically, the
amendments will allow taxpayers
changing their method of accounting
under the regulations to take any
adjustment under section 481(a)
resulting from the change into account
over the same number of taxable years
that is provided in the general guidance.

DATES: Effective Date: These regulations
are effective on or after June 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Christian Wood, 202-622—-4930 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:

Background

On May 12, 2003, the IRS and
Treasury published in the Federal
Register (68 FR 25310) proposed
amendments to the regulations (REG—
142605-02) under sections 263A and
4438 of the Internal Revenue Code
(Code). These amendments pertain to
the period for taking into account the
adjustment required under section 481
to prevent duplications or omissions of
amounts resulting from a change in
method of accounting under section
263A or 448. Neither public comments
in response to the proposed regulations
nor any request to speak at a public
hearing were received. The proposed
regulations under sections 263A and
448 are adopted as revised by this
Treasury decision.

The proposed regulations provided
that they are applicable to taxable years
ending on or after the date those
regulations are published as final
regulations. However, the proposed
regulations allowed taxpayers to rely on
them for taxable years ending on or after
May 12, 2003, by filing a Form 3115,
“Application for Change in Accounting
Method,” in the time and manner
provided in the regulations (in the case
of a change in method of accounting
under section 448) or applicable
administrative procedure (in the case of
a change in method of accounting under
section 263A) for such a taxable year
that reflects a section 481 adjustment
period that is consistent with the
proposed regulations. Taxpayers may
continue to rely on the proposed
regulations for taxable years ending on
or after May 12, 2003, but ending before
June 16, 2004.
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Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations, and because these
regulations do not impose a collection
of information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Internal Revenue
Code, the notice of proposed rulemaking
preceding these regulations was
submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on its
impact on small business.

Drafting Information

The principal authors of these
regulations are Christian Wood and
Grant Anderson of the Office of
Associate Chief Counsel (Income Tax
and Accounting). However, other
personnel from the IRS and Treasury
Department participated in their
development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Adoption of Amendments to the
Regulations

m Accordingly, 26 CFR part 1 is amended
as follows:

PART 1—INCOME TAXES

m Paragraph 1. The authority citation for
part 1 continues to read, in part, as
follows:

Authority: 26 U.S.C. 7805 * * *

m Par. 2.In § 1.263A-7, paragraph
(b)(2)(ii) is revised to read as follows:

§1.263A-7 Changing a method of
accounting under section 263A.
* * * * *
* x %

ORES

(ii) Adjustment required by section
481(a). In the case of any taxpayer
required or permitted to change its
method of accounting for any taxable
year under section 263A and the
regulations thereunder, the change will
be treated as initiated by the taxpayer
for purposes of the adjustment required
by section 481(a). The taxpayer must
take the net section 481(a) adjustment
into account over the section 481(a)
adjustment period as determined under
the applicable administrative
procedures issued under § 1.446—

1(e)(3)(ii) for obtaining the
Commissioner’s consent to a change in
accounting method (for example, see
Rev. Proc. 2002—-9 (2002—1 C.B. 327) and
Rev. Proc. 97-27 (1997—-1 C.B. 680) (also
see §601.601(d)(2) of this chapter)).
This paragraph applies to taxable years
ending on or after June 16, 2004.
m Par. 3. Section 1.448-1 is amended as
follows:
m 1. Paragraphs (g)(2)(i) and (g)(3)(i) are
revised.
m 2. Paragraphs (g)(3)(ii) and (g)(3)(iii)
are removed.
m 3. Paragraph (g)(3)(iv) is redesignated
as paragraph (g)(3)(ii) and the
introductory language is revised.
m 4. Paragraph (g)(6) is removed.
m 5. Paragraph (i)(1) is amended by
removing the language “and (4)”” and
adding “(4), and (5)” in its place.
m 6. Paragraph (i)(5) is added.

The revisions and addition read as
follows:

§1.448-1 Limitation on the use of the cash
receipts and disbursements method of
accounting.
* * * * *
* * %
%%l) * % %

(i) In general. Except as otherwise
provided in paragraphs (g)(2)(ii) and
(g)(3) of this section, a taxpayer required
by this section to change from the cash
method must take the net section 481(a)
adjustment into account over the section
481(a) adjustment period as determined
under the applicable administrative
procedures issued under § 1.446—
1(e)(3)(ii) for obtaining the
Commissioner’s consent to a change in
accounting method (for example, see
Rev. Proc. 2002-9 (2002—1 C.B. 327) and
Rev. Proc. 97-27 (1997—1 C.B. 680) (also
see §601.601(d)(2) of this chapter)),
provided the taxpayer complies with the
provisions of paragraph (h)(2) or (3) of
this section for its first section 448 year.
* * * * *

(3) R

(i) Cessation of trade or business. If
the taxpayer ceases to engage in the
trade or business to which the section
481(a) adjustment relates, or if the
taxpayer operating the trade or business
terminates existence, and such cessation
or termination occurs prior to the
expiration of the adjustment period
described in paragraph (g)(2)(i) or (ii) of
this section, the taxpayer must take into
account, in the taxable year of such
cessation or termination, the balance of
the adjustment not previously taken into
account in computing taxable income.
For purposes of this paragraph (g)(3)(i),
the determination as to whether a
taxpayer has ceased to engage in the

trade or business to which the section
481(a) adjustment relates, or has
terminated its existence, is to be made
under the principles of § 1.446-
1(e)(3)(ii) and its underlying
administrative procedures.

(ii) De minimis rule for a taxpayer
other than a cooperative.
Notwithstanding paragraph (g)(2)(i) and
(ii) of this section, a taxpayer other than
a cooperative (within the meaning of
section 1381(a)) that is required to
change from the cash method by this
section may elect to use, in lieu of the
adjustment period described in
paragraph (g)(2)(i) and (ii) of this
section, the adjustment period for de
minimis section 481(a) adjustments
provided in the applicable
administrative procedure issued under
§ 1.446-1(e)(3)(ii) for obtaining the
Commissioner’s consent to a change in
accounting method. A taxpayer may
make an election under this paragraph
(g)(3)(ii) only if —

* * * * *

(i) * % %

(5) Effective date of paragraph
(g)(2)(i). Paragraph (g)(2)(i) of this
section applies to taxable years ending
on or after June 16, 2004.

Mark E. Matthews,

Deputy Commissioner for Services and
Enforcement.

Approved: June 1, 2004.
Gregory F. Jenner,

Acting Assistant Secretary of the Treasury
(Tax Policy).

[FR Doc. 04—13585 Filed 6—15—-04; 8:45 am)]
BILLING CODE 4830-01-P

DEPARTMENT OF THE TREASURY

Alcohol and Tobacco Tax and Trade
Bureau

27 CFR Parts 4,5, and 7

[T.D. TTB-12]

RIN 1513—-AA93

Removal of Requirement To Disclose
Saccharin in the Labeling of Wine,

Distilled Spirits, and Malt Beverages
(2003R-575P)

AGENCY: Alcohol and Tobacco Tax and
Trade Bureau, Treasury.

ACTION: Final rule; Treasury decision.

SUMMARY: This document amends the
Alcohol and Tobacco Tax and Trade
Bureau’s labeling regulations to remove
the requirement for bottlers of wine,
distilled spirits, and malt beverages to
show a warning on products containing
saccharin. The regulatory amendments
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in this document reflect the National
Toxicology Program’s revised findings
about saccharin and the removal of the
statutory requirement for the warning.
DATES: This rule is effective on June 16,
2004.

FOR FURTHER INFORMATION CONTACT: Lisa
M. Gesser, Regulations and Procedures
Division, Alcohol and Tobacco Tax and
Trade Bureau, P.O. Box 128, Morganza,
Maryland 20660; (301-290—-1460) or e-
mail Lisa.Gesser@ttb.gov.
SUPPLEMENTARY INFORMATION:

Background

The Federal Alcohol Administration
Act, 27 U.S.C. 205(e)(2), authorizes the
Administrator of the Alcohol and
Tobacco Tax and Trade Bureau (TTB),
as a delegate of the Secretary of the
Treasury, to prescribe regulations which
will provide the consumer with
“adequate information” as to the
identity and quality of alcohol beverage
products. Under this authority, parts 4,
5, and 7 of title 27 of the Code of
Federal Regulations (27 CFR 4, 5, and 7)
prescribe the labeling requirements for
wines, distilled spirits, and malt
beverages, respectively. Prior to January
24, 2003, the Secretary of the Treasury
had delegated this responsibility to the
Administrator’s predecessor, the
Director of the former Bureau of
Alcohol, Tobacco and Firearms,
Department of the Treasury (ATF-
Treasury). The regulations requiring
basic mandatory labeling information
for alcohol beverage products have been
in effect for over 50 years.

On November 23, 1977, President
Carter signed into law the Saccharin
Study and Labeling Act, Public Law 95—
203, 91 Stat. 1451. Section 4(a)(1) of the
Saccharin Study and Labeling Act
added paragraph (o) to 21 U.S.C. 343,
requiring the following statement on the
labels of all food and beverage products
that contained saccharin:

Use of this product may be hazardous to
your health. This product contains saccharin
which has been determined to cause cancer
in laboratory animals.

In 1984 and 1985, ATF-Treasury
began receiving petitions from industry
members requesting to use saccharin as
a sugar substitute in alcohol beverage
manufacturing. The Food and Drug
Administration regulations, 21 CFR
180.37 (21 U.S.C. 348, 371), did not and
still do not preclude the use of
saccharin in the production of alcohol
beverages. In recognition of the
congressional mandate as expressed in
the Saccharin Study and Labeling Act
and pursuant to section 205(e)(2) of the
Federal Alcohol Administration Act,
ATF-Treasury published Treasury

Decision ATF-220 on December 20,
1985 at 50 FR 51851 (as corrected in 51
FR 4338, published February 4, 1986).

Treasury Decision ATF-220 amended
the regulations in 27 CFR parts 4, 5, and
7 to require bottlers of alcohol beverage
products containing saccharin
(including sodium saccharin, calcium
saccharin and ammonium saccharin) to
label their products with a health
warning statement identical to that set
forth in the Saccharin Study and
Labeling Act.

On May 15, 2000, the U.S.
Department of Health and Human
Services, Public Health Service,
National Toxicology Program published
the 9th Report on Carcinogens. The
Report delisted saccharin, which had
been listed in the Report as “reasonably
anticipated to be a human carcinogen”
since 1981. The Report explained that
saccharin was removed from the list
after a review of the carcinogenicity data
for saccharin. The Report concluded:

Saccharin will be removed from the Report
on Carcinogens, because the rodent cancer
data are not sufficient to meet the current
criteria to list this chemical as reasonably
anticipated to be a human carcinogen. This
is based on the perception that the observed
bladder tumors in rats arise by mechanisms
not relevant to humans, and the lack of data
in humans suggesting a carcinogenic hazard.

Section 517, Title V, Appendix A,
Consolidated Appropriations Act of
2001 (Pub. L. 106-554, 114 Stat. 2763),
repealed 21 U.S.C. 343(0), the saccharin
warning statement requirement, as well
as subsections (c) and (d) of section 4 of
the Saccharin Study and Labeling Act.
Accordingly, we are amending 27 CFR
parts 4, 5, and 7 by removing the
saccharin warning statement
requirement for the labeling of wine,
distilled spirits, and malt beverages.
These regulatory changes are made
solely to reflect the statutory change
noted above, and are in no way
intended to reflect or prejudice our
review of a recent petition we have
received, proposing a number of new
and broader labeling requirements.

Inapplicability of Notice and Delayed
Effective Date Requirements

Because the regulatory changes in this
document remove a requirement
imposed by the Saccharin Study and
Labeling Act, which was repealed, TTB
has determined it is impractical and
unnecessary to issue these regulations
with prior public notice and comment
procedures under 5 U.S.C. 553(b) or
subject to the effective date limitation in
section 553(d).

Executive Order 12866

This final rule does not meet the
criteria for a “significant regulatory
action” as specified in Executive Order
12866. Accordingly, this final rule is not
subject to the analysis required by this
Executive Order.

Regulatory Flexibility Act

The provisions of the Regulatory
Flexibility Act relating to an initial and
final regulatory flexibility analysis (5
U.S.C. 603, 604) do not apply to this
final rule because no notice of proposed
rulemaking is required by 5 U.S.C.
553(b).

Paperwork Reduction Act

The provisions of the Paperwork
Reduction Act of 1995 (44 U.S.C.
3507(j)) and its implementing
regulations, 5 CFR part 1320, do not
apply to this final rule because no
requirement to collect information is
imposed.

Drafting Information

The principal author of this document
is Lisa M. Gesser, Regulations and
Procedures Division, Alcohol and
Tobacco Tax and Trade Bureau.

List of Subjects
27 CFR Part 4

Advertising, Consumer protection,
Customs duties and inspection, Imports,
Labeling, Packaging and containers,
Reporting and recordkeeping
requirements, Trade practices, Wine.

27 CFR Part 5

Advertising, Consumer protection,
Customs duties and inspection, Imports,
Labeling, Liquors, Packaging and
containers, Reporting and recordkeeping
requirements, Trade practices.

27 CFR Part 7

Advertising, Beer, Consumer
protection, Customs duties and
inspection, Imports, and Labeling.

Authority and Issuance

m For the reasons discussed in the
preamble, TTB amends 27 CFR, chapter
I, parts 4, 5, and 7 as set forth below:

PART 4—LABELING AND
ADVERTISING OF WINE

m 1. The authority citation for part 4
continues to read as follows:

Authority: 27 U.S.C. 205, unless otherwise
noted.
§4.32 [Amended]

m 2. Amend § 4.32 by removing and
reserving paragraph (d).
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PART 5—LABELING AND
ADVERTISING OF DISTILLED SPIRITS

m 3. The authority citation for part 5
continues to read as follows:

Authority: 26 U.S.C. 5301, 7805, 27 U.S.C.
205.

§5.32 [Amended]

m 4. Amend § 5.32 by removing and
reserving paragraph (b)(6).

PART 7—LABELING AND
ADVERTISING OF MALT BEVERAGES

m 5. The authority citation for part 7
continues to read as follows:

Authority: 27 U.S.C. 205.

§7.22 [Amended]
m 6. Amend § 7.22 by removing and
reserving paragraph (b)(5).
Signed: March 8, 2004.
Arthur J. Libertucci,
Administrator.
Approved: April 9, 2004.
Timothy E. Skud,
Deputy Assistant Secretary (Tax, Trade, and
Tariff Policy).
[FR Doc. 04—13404 Filed 6—15—-04; 8:45 am)]
BILLING CODE 4810-31-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Parts 101 and 104
[USCG-2004—17086]

Application for Continuous Synopsis
Record (CSR) (Form CG-6309)

AGENCY: Coast Guard, DHS.

ACTION: Notice of Forms availability;
announcement of approval date and
clarification.

SUMMARY: The Coast Guard announces
the approval of the collection of
information associated with the
Application for a Continuous Synopsis
Record by the Office of Management
and Budget (OMB). The Coast Guard
also makes clarifications to the Notice of
Availability of this application,
published in the Federal Register on
February 27, 2004, and addresses the
comments received from the public.

DATES: Form CG—-6039, Application for
Continuous Synopsis Record, was
approved on April 2, 2004 (OMB control
number 1625-0002). Form CG—6038A,
Amendments to the CSR and Index of
Amendments to the CSR, was approved
on April 23, 2004 (OMB control number
1625-0017).

FOR FURTHER INFORMATION CONTACT: If
you have any questions regarding this
notice or the CSR contact Lieutenant
Commander Kirsten R. Martin,
telephone (202) 267-0503, e-mail
kmartin@comdt.uscg.mil or Chief
Warrant Officer Jim Upthegrove,
telephone (202) 267-0102, e-mail
jupthegrove@comdt.uscg.mil, U.S. Coast
Guard Office of Compliance (G-MOC-
1). If you have questions on viewing or
submitting material to the docket, call
Andrea M. Jenkins, Program Manager,
Docket Operations, telephone 202-366—
0271.

SUPPLEMENTARY INFORMATION: Privacy
Act: Anyone can search the electronic
form of all comments received into any
of our dockets by the name of the
individual submitting the comment (or
signing the comment, if submitted on
behalf of an association, business, labor
union, etc.). You may review the
Department of Transportation’s Privacy
Act Statement in the Federal Register
published on April 11, 2000 (65 FR
19477), or you may visit http://
dms.dot.gov.

Public Comments

The Coast Guard received two general
comments from the public. One
commenter expressed concern with the
short submission time for the
application of the Continuous Synopsis
Record. The Coast Guard recognizes the
difficult timelines for compliance with
the requirements for the International
Ship and Port Facility Security (ISPS)
Code. The Coast Guard Marine Safety
Center has identified through all
practical means those vessels subject to
International Convention for the Safety
of Life at Sea, 1974 as amended
(SOLAS) requiring International Ship
Security Certificates (ISSCs) and
Continuous Synopsis Records (CSRs) to
be onboard prior to July 1, 2004. These
vessels are receiving priority scheduling
at each step of the process. We have
instituted a concurrent issue process for
ISSCs and initial CSRs to enable Coast
Guard field units to deliver both
documents upon satisfactory
completion of the onboard verification
exam. Upon receipt of an approval letter
for their vessel security plan, owners
and operators are strongly encouraged to
coordinate closely with their local
Officer in Charge, Marine Inspection
(OCMI) and the Continuous Synopsis
Record Desk (CSR Desk) without delay
to ensure timely onboard verification
and document issuance.

The other comment stated that there
was possible confusion regarding what
vessels are required to carry an ISSC
and a CSR. The requirements of the

ISPS Code, including ISSCs and CSRs,
are applicable to those vessels identified
in Chapter I of SOLAS, which defines
cargo ships as “any ship which is not a
passenger ship” and specifically
exempts ‘“‘cargo ships of less than 500
gross tonnage”” and ‘‘ships not propelled
by mechanical means.” Some members
of the maritime community have
confused the requirements of the ISPS
Code with the requirements of the
Maritime Transportation Security Act of
2002 (MTSA). While the ISPS Code and
the MTSA closely parallel one another,
there are several instances where they
diverge considerably. Among them are
applicability, and the requirements for
documents such as ISSC and CSR.
Barges or non self-propelled vessels are
not subject to SOLAS, and therefore do
not have to carry a CSR.

Clarification

We received some requests from the
public and industry to clarify certain
wording in the Notice of Availability
that was published in the Federal
Register February 17, 2004 (69 FR
9206). The following clarifications are
provided to assist both the public and
pertinent implementation and
compliance agencies, including the
Coast Guard.

“Gross Tonnage,” means the gross
tonnage measurement of the vessel
under 46 U.S.C. chapter 143 Convention
measurement (referring to International
Convention on Tonnage Measurement of
Ships, 1969, also known as ITC). This
parameter is also described as “GT” or
“GT ITC”. It follows that any wording
that refers to “tons” should be read as
“tonnage.” Also, in accordance with
SOLAS definitions, the way to refer to
a passenger vessel’s applicability
requirement, shall read “more than 12
passengers” instead of 12 or more
passengers.”’

Furthermore, some definitions were
mentioned in the notice and were
provided as a ready source of
information. The Coast Guard has found
that they might be a potential source of
confusion as it could be interpreted that
these definitions are new or revised
definitions of existing terms. To clarify
this, the intent of this notice is to adhere
to the existing definitions as defined in
the Maritime Transportation Security
Act of 2002 (MTSA) and SOLAS. These
definitions are already clearly defined
and are applicable for the CSR Notice of
Availability.

Collection of Information

This notice calls for no new

collections of information under the

Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520). The CSR notice
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published on February 27, 2004 [USCG—
2004-17086; 69 FR 9206], proposed
modifications to two existing OMB-
approved collections of information-
1625—0002 (formerly 2115—0007) and
1625-0017 (formerly 2115-0056). The
February 27, 2004, CSR notice stated
that—

e Certain vessels are required to carry
onboard a CSR by the solas chapter XI-
1

¢ This requires information to be
provided, by the public, to the coast
guard; and

e These reporting and recordkeeping
requirements are a collection of
information.

The Coast Guard did not receive any
collection-of-information-related
comments to the February 27, 2004 (69
FR 9206), document. We received
approval from OMB on April 2, 2004,
and April 23, 2004, for collections
1625—0002 (form CG-6039, Application
for Continuous Synopsis Record) and
1625—-0017 (form CG-6038A,
Amendments to the CSR and Index of
Amendments to the CSR) respectively.
As these collections were approved on
an “‘emergency’’ basis, they are
scheduled to expire on August 31, 2004.
When this document is published, we
will resubmit these collections to OMB
for three-year approval. You are not
required to respond to a collection of
information unless it displays a
currently valid OMB control number.

Dated: June 7, 2004.
Joseph J. Angelo,

Director of Standards, Marine Safety, Security
& Environmental Protection.

[FR Doc. 04—13469 Filed 6—15—-04; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-AL60
Sensori-Neural Aids

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: This final rule amends
Department of Veterans Affairs (VA)
medical regulations concerning sensori-
neural aids. An existing regulation
authorizes VA to provide sensori-neural
aids (i.e., eyeglasses, contact lenses,
hearing aids) to seven specific groups of
veterans identified in the regulation.
The first four groups consist of veterans
with the highest priority for care under
VA'’s enrollment system, generally those
with compensable service-connected

disabilities, former prisoners of war, and
those receiving increased VA pension
based on their being housebound or in
need of regular aid and attendance.
Since this rule was first published,
Congress changed the law to provide
that veterans awarded the Purple Heart
should have priority equal to former
prisoners of war under VA’s enrollment
system. The intended effect of this final
rule is to amend the regulation to allow
veterans in receipt of a Purple Heart to
receive sensori-neural aids.

DATES: Effective Date: July 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Frederick Downs, Jr., Chief Consultant,
Prosthetics and Sensory Aids Service
Strategic Healthcare Group (113),
Department of Veterans Affairs, 810
Vermont Avenue, NW., Washington, DC
20420, (202) 273-8515. (This is not a
toll-free number.)

SUPPLEMENTARY INFORMATION: In a
document published in the Federal
Register on July 31, 2003 (68 FR 44913)
VA published a proposed rule amending
VA’s medical regulations at 38 CFR Part
17 to allow veterans in receipt of a
Purple Heart to receive sensori-neural
aids. VA provided a 60-day comment
period that ended on September 29,
2003. VA received one comment, in
which the commenter expressed
support for the amended regulation. No
changes are made based on this
comment.

Based on the rationale set forth in the
proposed rule and this document, VA is
adopting the provisions of the proposed
rule as a final rule without change. The
authority for the rule has been revised
because Congress changed the authority
for the regulation.

Unfunded Mandates

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

Paperwork Reduction Act

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

Regulatory Flexibility Act

The Secretary of Veterans Affairs (VA)
hereby certifies that this regulatory
amendment will not have a significant
economic impact on a substantial

number of small entities as they are
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. This amendment
will affect only veterans receiving
certain VA benefits and does not affect
any small entities. Therefore, pursuant
to 5 U.S.C. 605(b), this amendment is
exempt from the initial and final
regulatory flexibility analysis
requirements of sections 603 and 604.

Catalog of Federal Domestic Assistance
Numbers

The Catalog of Federal Domestic
Assistance numbers for the programs
affected by this document are 64.005,
64.007, 64.008, 64.009, 64.010, 64.011,
64.012, 64.013, 64.014, 64.015, 64.016,
64.018, 64.019, 64.022, and 64.025.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug
abuse, Foreign relations, Government
contracts, Grant programs-health, Grant
programs-veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Medical and dental
schools, Medical devices, Medical
research, Mental health programs,
Nursing homes, Philippines, Reporting
and recordkeeping requirements,
Scholarships and fellowships, Travel
and transportation expenses, Veterans.

Approved: May 3, 2004.
Anthony J. Principi,
Secretary of Veterans Affairs.

m For the reasons set out in the preamble,
38 CFR part 17 is amended as set forth
below:

PART 17—MEDICAL

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

Authority: 38 U.S.C. 501, 1721, unless
otherwise noted.

m 2. Section 17.149 is amended by:
m a. Redesignating paragraphs (b)(3)
through (b)(7) as paragraphs (b)(4)
through (b)(8), respectively; and
m b. Adding a new paragraph (b)(3).
m c. Revising the authority citation at the
end of the section.

The addition and revision read as
follows:

§17.149 Sensori-neural aids.

(b) E
(3) Those awarded a Purple Heart;

(Authority: 38 U.S.C. 501, 1707(b))

[FR Doc. 04—13592 Filed 6—15—-04; 8:45 am]
BILLING CODE 8320-01-P



33576

Federal Register/Vol. 69, No. 115/ Wednesday, June 16, 2004 /Rules and Regulations

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP—2004-0166; FRL-7361-6]
Humates; Exemption from the
Requirement of a Tolerance

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

SUMMARY: This regulation establishes
three exemptions from the requirement
of a tolerance for residues of humic acid
(CAS No. 1415-93-6); humic acid,
sodium salt (CAS No. 68131-04—4); and
humic acid, potassium salt (CAS No.
68514—28-3) when used as inert
ingredients in a formulated pesticide
product. The Agency is acting on its
own initiative, under section 408(e) of
the Federal Food, Drug, and Cosmetic
Act (FFDCA), 21 U.S.C. 346a
establishing these tolerance exemptions.
This regulation eliminates the need to
establish a maximum permissible level
for residues of humic acid; humic acid,
sodium salt; and humic acid, potassium
salt.

DATES: This regulation is effective June
16, 2004. Objections and requests for
hearings must be received on or before
August 16, 2004.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit III. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket ID
number OPP-2004-0166. All
documents in the docket are listed in
the EDOCKET index at http://
www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA. This docket
facility is open from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Bipin Gandhi, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200

Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8380; e-mail address:
gandhi.bipin@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS 111)

e Animal production (NAICS 112)

¢ Food manufacturing (NAICS 311)

e Pesticide manufacturing (NAICS
32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET (http:/
/www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available on E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background and Statutory Findings

In the Federal Register of June 13,
2003 (68 FR 35349) (FRL—-7309—-7), EPA
issued a proposed rule under section
408(e) of the FFDCA, 21 U.S.C. 3464, as
amended by the Food Quality Protection
Act (FQPA) (Public Law 104-170). The
Agency proposed to establish
exemptions from the requirement of a
tolerance for residues of humic acid
(CAS No. 1415-93-6); humic acid,
sodium salt (CAS No. 68131-04—4); and
humic acid, potassium salt (CAS No.
68514—28-3) in 40 CFR 180.1001(d).

No comments were received via EPA’s
electronic public docket. However, a
staff member of the Washington State
Department of Agricultural sent a
comment directly to the Agency’s

contact via email. The staff member
asked why the exemptions for the
humate materials were being created
under 40 CFR 180.1001(d) instead of 40
CFR 180.950. The commenter indicated
his belief that an exemption under 40
CFR 180.950 would be a more logical
choice for humate materials.

In response to this comment, the
Agency’s Lower Risk Pesticide Chemical
Focus Group evaluated humic acid, and
its sodium and potassium salts to
determine the appropriateness of a List
4A classification for these materials.
Given that humate materials are
naturally occurring materials, and
essentially a component of dirt,
classification as List 4A is consistent
with previous List classifications on
other “weathered”” materials. Tolerance
exemptions for List 4A materials such as
humic acid (CAS No. 1415-93-6);
humic acid, sodium salt (CAS No.
68131-04—4); and humic acid,
potassium salt (CAS No. 68514—28-3)
are established in 40 CFR 180.950.

Based on the reasons set forth in the
preamble to the proposed rule, and
considering the comment received by
the Agency in response to the proposed
rule, EPA is establishing three new
tolerance exemptions for humic acid
(CAS No. 1415-93-6); humic acid,
sodium salt (CAS No. 68131-04—4); and
humic acid, potassium salt (CAS No.
68514—28-3).

III. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA, EPA will continue
to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) of the FFDCA
provides essentially the same process
for persons to “object” to a regulation
for an exemption from the requirement
of a tolerance issued by EPA under new
section 408(d) of the FFDCA, as was
provided in the old FFDCA sections 408
and 409 of the FFDCA. However, the
period for filing objections is now 60
days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
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provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2004-0166 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before August 16, 2004.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 2046-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14t» St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Tolerance fee payment. If you file
an objection or request a hearing, you
must also pay the fee prescribed by 40
CFR 180.33(i) or request a waiver of that
fee pursuant to 40 CFR 180.33(m). You
must mail the fee to: EPA Headquarters
Accounting Operations Branch, Office
of Pesticide Programs, P.O. Box
360277M, Pittsburgh, PA 15251. Please
identify the fee submission by labeling
it “Tolerance Petition Fees.”

EPA is authorized to waive any fee
requirement ‘“when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding the
waiver of these fees, you may contact
James Tompkins by phone at (703) 305—
5697, by e-mail at
tompkins.jim@epa.gov, or by mailing a
request for information to Mr. Tompkins
at Registration Division (7505C), Office
of Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania

Ave., NW., Washington, DC 20460—
0001.

If you would like to request a waiver
of the tolerance objection fees, you must
mail your request for such a waiver to:
James Hollins, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001.

3. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit IIL., you should also send a copy of
your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2004-0166, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

IV. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the tolerance
requirement under section 408(d) of the
FFDCA. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,

October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Because this
action will not have an adverse impact
on small business, I certify, under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.), that this action will not have a
significant economic impact on a
substantial number of small entities. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
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processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of the
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “‘tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

V. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 2, 2004
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

§180.910 [Amended]

m 2.In § 180.910, the table is amended by
removing the entry for humic acid,
sodium salt.

m 3.In § 180.950, the table in paragraph
(e) is amended by adding alphabetically
the following inert ingredients:

§180.950 Tolerance exemptions for
minimal risk active and inert ingredients.

Chemical CAS No.
Humic acid .......cccccoeeeriieeeen. 1413-93-6
Humic acid, potassium salt ..... 68514-28-3

Humic acid, sodium salt .......... 68131-04—4

[FR Doc. 04-12913 Filed 6—15-04; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2003-0373; FRL-7346-1]

Sulfuryl Fluoride; Pesticide Tolerance;
Technical Correction

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

SUMMARY: EPA issued a final rule in the
Federal Register of January 23, 2004,
establishing tolerances for residues of
sulfuryl fluoride and inorganic fluoride
from postharvst fumigation uses of
sulfuryl fluoride in or on stored
commodities. In the regulatory text of
the document, the tolerance level for
“wheat, grain, postharvest” was
incorrectly listed. This document
corrects the typographical error.

DATES: This document is effective on
June 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Dennis McNeilly, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,

DC 20460-0001; telephone number:
(703) 308—6742; e-mail address:
mcneilly.dennis@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

The Agency included in the final rule
a list of those who may be potentially
affected by this action. If you have
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Copies of this
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket identification (ID) number
OPP-2003-0373. The official public
docket consists of the documents
specifically referenced in this action,
any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
Public Information and Records
Integrity Branch (PIRIB), Rm. 119,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA. This docket
facility is open from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Once in the system, select “‘search,”
then key in the appropriate docket ID
number.

II. What Does this Correction Do?

In the Federal Register of January 23,
2004 (69 FR 3240) (FRL-7342-1), EPA
published a final rule that established
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tolerances for residues of sulfuryl
fluoride and inorganic fluoride from
postharvst fumigation uses of sulfuryl
fluoride in or on stored commodities. In
the regulatory text of the document, the
tolerance level for “wheat, grain,
postharvest” was inadvertently listed as
“40.04” in §180.145(a)(3). The correct
tolerance level is ““40.0”. This document
corrects that typographical error.

III. Why is this Correction Issued as a
Final Rule?

Section 553 of the Administrative
Procedure Act (APA), 5 U.S.C.
553(b)(B), provides that, when an
Agency for good cause finds that notice
and public procedure are impracticable,
unnecessary or contrary to the public
interest, the agency may issue a final
rule without providing notice and an
opportunity for public comment. EPA
has determined that there is good cause
for making today’s technical correction
final without prior proposal and
opportunity for comment, because EPA
is merely correcting a typographical
error in a previously published final
rule. EPA finds that this constitutes
good cause under 5 U.S.C. 553(b)(B).

IV. Do Any of the Statutory and
Executive Order Reviews Apply to this
Action?

This final rule implements a technical
amendment to the Code of Federal
Regulations which has no substantive
impact on the undelying regulations,
and it does not otherwise impose or
amend any requirements. As such, the
Office of Management and Budget
(OMB) has determined that a technical
amendment is not a “significant
regulatory action” subject to review by
OMB under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this rule has been exempted
from review under Executive Order
12866 due to its lack of significance,
this rule is not subject to Executive
Order 13211, entitled Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income

Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since the
action does not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism(64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure “‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” ‘Policies
that have federalism implications” is
defined in the Executive Order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This action does
not alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). For these same
reasons, the Agency has determined that
this rule does not have any “tribal
implications” as described in Executive
Order 13175, entitled Consultation and
Coordination with Indian Tribal
Governments (65 FR 67249, November
6, 2000). Executive Order 13175,
requires EPA to develop an accountable
process to ensure ‘“‘meaningful and
timely input by tribal officials in the
development of regulatory policies that
have tribal implications.” “Policies that
have tribal implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on one or more Indian tribes, on
the relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal

government and Indian tribes.”” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

V. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “‘major rule ”” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: May 27, 2004.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR part 180 is corrected
as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.145 is corrected by
revising the entry for “wheat, grain,
postharvest” in the table in paragraph
(a)(3) to read as follows:

§180.145 Flourine compounds; tolerances
for residues.

(a) * * *

(3) * * *
Commodity Parts per million

Wheat, grain, postharvest 40.0
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[FR Doc. 04-13288 Filed 6—15-04; 8:45 am]
BILLING CODE 6560-50-S

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 0
[ET Docket No. 01-278; FCC 04-98]

Radio Frequency Identification

AGENCY: Federal Communications
Commission.

ACTION: Final rule; correction.

SUMMARY: On May 24, 2004 (69 FR
29459), the Commission published final
rules in the Third Report and Order.
The Third Report and Order allows for
operation of improved radio frequency
identification systems in the 433.5—
434.5 MHz (433 MHz”’) band. This
document contains a correction to the
§0.457 (d)(1)(vii), which was
inadvertently added.

DATES: Effective June 23, 2004.

FOR FURTHER INFORMATION CONTACT:
Hugh VanTuyl (202) 418-7506, e-mail
Hugh.VanTuyl@fcc.gov, Office of
Engineering and Technology.
SUPPLEMENTARY INFORMATION: The
Federal Communications Commission
published a document proposing to
amend parts 0 and 15 in the Federal
Register of May 24, 2004 (69 FR 29459).
This document corrects the Federal
Register as it appeared. In FR Doc. 04—

11537, published on May 24, 2004 (69
FR 29459), the Commission is correcting
§0.457 (d)(1)(vii), to read as § 0.457
(d)(1)(vi). In rule FR Doc. 04-11537
published on May 24, 2004 (69 FR
29459), the Commission is correcting
§0.457 (d)(1)(vii), to read as § 0.457
(d)(1)(vi),:

On page 29464, in the first column,
the paragraph designation is corrected
to read as §0.457 (d)(1)(vi).

Federal Communications Commission.
Marlene H. Dortch,

Secretary.

[FR Doc. 04-13487 Filed 6-15-04; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648

[Docket No.031104274-4011-02; I.D.
060804G]

Fisheries of the Northeastern United
States; Atlantic Mackerel, Squid, and
Butterfish Fisheries; Closure of the
Quarter Il Fishery for Loligo Squid

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

ACTION: Closure.

SUMMARY: NMFS announces that the
directed fishery for Loligo squid in the

Exclusive Economic Zone (EEZ) will be
closed effective June 19, 2004. Vessels
issued a Federal permit to harvest
Loligo squid may not retain or land
more than 2,500 1b (1.13 mt) of Loligo
squid per trip for the remainder of the
quarter (through June 30, 2004). This
action is necessary to prevent the
fishery from exceeding its Quarter II
quota and allow for effective
management of this stock.

DATES: Effective 0001 hours, June 19,
2004, through 2400 hours, June 30,
2004.

FOR FURTHER INFORMATION CONTACT: Don
Frei, Fishery Management Specialist,
978-281-9221, fax 978-281-9135, e-
mail don.frei@noaa.gov.

SUPPLEMENTARY INFORMATION:
Regulations governing the Loligo squid
fishery are found at 50 CFR part 648.
The regulations require specifications
for maximum sustainable yield, initial
optimum yield, allowable biological
catch, domestic annual harvest (DAH),
domestic annual processing, joint
venture processing and total allowable
levels of foreign fishing for the species
managed under the Atlantic Mackerel,
Squid, and Butterfish Fishery
Management Plan. The procedures for
setting the annual initial specifications
are described in § 648.21.

The 2004 specification of DAH for
Loligo squid was set at 16,872.4 mt (69
FR 4861, February 2, 2004). This
amount is allocated by quarter, as
shown below.

TABLE. Loligo SQUID QUARTERLY ALLOCATIONS.

Quarter Percent Metric Tons 1 22?_22{82
0= g T T 33.23 5,606.7 N/A
Il (Apr-dun) .... 17.61 2,971.2 N/A
Il (Jul-Sep) 17.3 2,918.9 N/A
IV (Oct-Dec) 31.86 5,375.6 N/A
e ] €= | PRSPPI 100 16,872.4 127.5

1Quarterly allocations after 127.6 mt research set-aside deduction.

Section 648.22 requires NMFS to
close the directed Loligo squid fishery in
the EEZ when 80 percent of the
quarterly allocation is harvested in
Quarters I, IT and III, and when 95
percent of the total annual DAH has
been harvested. NMFS is further
required to notify, in advance of the
closure, the Executive Directors of the
Mid-Atlantic, New England, and South
Atlantic Fishery Management Councils;
mail notification of the closure to all
holders of Loligo squid permits at least
72 hours before the effective date of the

closure; provide adequate notice of the
closure to recreational participants in
the fishery; and publish notification of
the closure in the Federal Register. The
Administrator, Northeast Region,
NMFS, based on dealer reports and
other available information, has
determined that 80 percent of the DAH
for Loligo squid in Quarter II will be
harvested. Therefore, effective 0001
hours, June 19, 2004, the directed
fishery for Loligo squid is closed and
vessels issued Federal permits for Loligo
squid may not retain or land more than

2,500 1b (1.13 mt) of Loligo. Such vessels
may not land more than 2,500 1b (1.13
mt) of Loligo during a calendar day. The
directed fishery will reopen effective
0001 hours, July 1, 2004, when the
Quarter III quota becomes available.

Classification

This action is required by 50 CFR part
648 and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
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Dated: June 9, 2004.
Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 04-13588 Filed 6—10—-04; 3:45 pm]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 040521153-4153-01; I.D.
043004C]

RIN 0648—-AS20

Fisheries of the Exclusive Economic
Zone Off Alaska; Groundfish Observer
Program

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

ACTION: Final rule; correcting
amendment.

SUMMARY: NMF'S issues this final rule,
correcting amendment to the regulations
governing the North Pacific Groundfish
Observer Program (Observer Program).
This action is necessary to correct
previous rulemakings and to provide
consistency with current regulations.
This final rule is intended to promote
the goals and objectives of the Fishery
Management Plan for the Groundfish
Fishery of the Bering Sea and Aleutian
Islands Area and the Fishery
Management Plan for Groundfish of the
Gulf of Alaska (FMPs).

DATES: Effective on June 16, 2004.

FOR FURTHER INFORMATION CONTACT:
Jason Anderson, 907-586—7228 or
jason.anderson@noaa.gov.

SUPPLEMENTARY INFORMATION:

Background

NMFS manages the U.S. groundfish
fisheries of the Gulf of Alaska (GOA)
and the Bering Sea and Aleutian Islands
management area (BSAI) in the
Exclusive Economic Zone off Alaska
under the FMPs. The North Pacific
Fishery Management Council (Council)
prepared the FMPs pursuant to the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act). Regulations
implementing the FMPs appear at 50
CFR part 679. General regulations that
pertain to U.S. fisheries appear at
subpart H of 50 CFR part 600.

The Council adopted and NMFS
approved and implemented the Interim
Groundfish Observer Program in 1996

(61 FR 56425, November 1, 1996).
Regulations implementing the Observer
Program provide the regulatory
framework for the collection of data by
observers to obtain information
necessary for the conservation and
management of the groundfish fisheries
managed under the FMPs. Further, the
regulations authorize mandatory
observer coverage requirements for
vessels and shoreside processors and
establish vessel, processor, and observer
provider responsibilities relating to the
Observer Program.

A final rule to amend regulations
governing the Observer Program was
published in the Federal Register on
December 6, 2002 (67 FR 72595). The
intent of the final rule was to: (1) extend
the applicability period of the
regulations which would have
otherwise expired on December 31,
2002; (2) clarify and improve observer
certification and decertification
processes; (3) change the duties and
responsibilities of observers and
observer providers to eliminate
ambiguities and strengthen regulations;
and (4) grant NMFS the authority to
place NMFS staff and other qualified
persons aboard vessels and at shoreside
or stationary floating processors to
increase NMFS’ ability to interact
effectively with observers, fishermen,
and processor employees.

Subsequent to the publication of the
December 6, 2002 (67 FR 72595) final
rule in the Federal Register, NMFS staff
discovered several errors in 50 CFR part
679. This correcting amendment
corrects those errors in the CFR by
updating terminology and cross
references, removing redundant text,
and consolidating some paragraphs for
additional clarity and consistency. The
following amendments are technical
and non-substantive in nature and have
no relationship to compliance by the
public. For these reasons, prior notice
and comment are unnecessary and
NOAA is proceeding to this final rule to
effectuate the correcting amendment to
the regulations.

Need for Corrections

In §679.1(f), the date of “December
31, 2002” is changed to “December 31,
2007 to reflect the current expiration
date of the regulations governing the
Observer Program.

Currently, observers must
successfully complete a “briefing” prior
to their deployment and receive an
endorsement which reflects the type of
briefing they completed. This rule
amends section 679.2 by changing the
word “certification” to “‘endorsement”
within the definition of “Briefing” for

consistency with current terminology
elsewhere in the regulations.

Also in §679.2, the definitions of
“Affiliates,” “Decertification,” “Direct
financial interest” and ““Suspension”
contain the terms “observer contractor”
or ‘“‘observer contractors.” This term,
“observer contractor,” was changed to
“observer provider,” which is defined
elsewhere in § 679.2. This action
removes this term “observer contractor”
and replaces it with “observer provider”
for consistency with other text in 50
CFR 679.

In § 679.50(i)(2)(ii), the colon after the
end of the paragraph title is replaced
with a period.

In §679.50(1)(2)(1)(C)(4), the reference

o (1)(2)(ix)(C) is removed and replaced
with (i)(2)(x)(C).

In §679.50(i)(2)(ii)(A), the reference to
(1)(2)(ix)(E) is removed and replaced
with (i)(2)(x)(E).

In § 679.50(i)(2)(iii)(B), the reference

o ()(2)(ix)(C) is removed and replaced
with (1)(2)(x)(C).

The last sentence at
§679.50(i)(2)(vi)(E) which reads,
“Unless alternate arrangements are
approved by the Observer Program
Office,” is redundant with the first line
of the next paragraph. The provision is
restated for no particular reason. This
final rule removes this redundant text
from (i)(2)(vi)(E).

The term ““Stationary floating
processor” is defined at § 679.2.
Regulations at § 679.50(i)(2)(vii)(D),
(1)(2)(ix), (D)(3)(H)(A), (D)(3)H)(B),
1H(3)A)(C), ()(3)(i1), ()(2)D)(A)(2)(),
()(2)(1)(A)(2)(i1), and ( )(2)(D)(A)(2)(1i1)
use terminology which is inconsistent
with this definition, including ‘‘floating
stationary processors,” ““floating
stationary processing facility,” “floating
stationary processor facility,” ““floating
processor facilities,” and “floating
processor.” For consistency within the
regulations, this final rule removes these
terms and replaces them with
“stationary floating processor” or
“stationary floating processors.”

The title to § 679.50(1)(2)(x)(G) is
revised to read “‘Observer provider
contracts” to better characterize the
contents of the paragraph, consistent
with other paragraphs in this section.
The title to paragraph (i)(2)(x)(I) was
inadvertently omitted. This final rule
also adds the title “Other reports” to
paragraph (i)(2)(x)(I) for consistency
with other paragraphs in this section.

Observer coverage requirements for
vessels are specified at §679.50(c) and
for shoreside or stationary floating
processors at § 679.50(d). Regulations at
§679.50(i)(2)(x)(G)(1) and (i)(2)(x)(G)(2)
together reference all of the observer
coverage requirements for vessels at
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§679.50(c). This final rule removes
cross references in §679.50(1)(2)(x)(G)(1)
to (c)(1)(i) and (c)(1)(iv) and replaces
them with a cross reference to
§679.50(c). Paragraph
§679.50(1)(2)(x)(G)(2) is removed
because a similar change for that
paragraph would make it redundant
with paragraph (i)(2)(x)(G)(1).
Regulations at § 679.50(i)(2)(x)(G)(3) and
(1)(2)(x)(G)(4) together reference the
observer coverage requirements for
shoreside processors or stationary
floating processors at § 679.50(d). This
final rule removes cross references in
§679.50(1)(2)(x)(G)(3) to (d)(1), replaces
it with a cross reference to § 679.50(d),
and redesignates it as paragraph
(1)(2)(x)(G)(2). Paragraph
§679.50(1)(2)(x)(G)(4) is removed
because a similar change for that
paragraph, that is, replacing the
reference to (d)(2) with §679.50(d),
would make it redundant with
paragraph (i)(2)(x)(G)(3). Finally,
§679.50(1)(2)(x)(G)(5) is redesignated as
H(2)X)(G)(3).

This final rule corrects a cross
reference in § 679.50(1)(2)(x)(I)(5) by
removing the text “(h)(2)(i) and
(h)(2)(ii)” and replacing it with the text
“()(2)(3) and ()(2)(i1)”.

Last, this final rule corrects the
numbering at § 679.50(j)(2)(i)(A)(3) and
redesignates the paragraph as

() (2)H(A)(S3).

Classification

The Administrator, Alaska Region,
NMEFS (Regional Administrator), has
determined that this final rule is
necessary for the conservation and
management of the groundfish fisheries
of the BSAI and GOA. The Regional
Administrator also has determined that
this final rule is consistent with the
Magnuson-Stevens Act and other
applicable laws.

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

Pursuant to 5 U.S.C. 553(b)(B), the
Assistant Administrator of Fisheries,
NOAA (AA) finds good cause to waive
prior notice and opportunity for public
comment otherwise required by the
section. NOAA finds that prior notice
and comment are unnecessary as this
rule has a non-substantive effect on the
public. This correcting amendment
updates terminology, corrects cross
references to other regulatory text,
removes redundant text, and
consolidates some paragraphs for
additional clarity and consistency.
NOAA finds that because of the non-
substantive nature of the correction, no
particular public interest exists in this
final rule for which there is justification
or need for prior notice and comment.

Because this correcting amendment
does not institute any substantive
obligations for the public, the

requirement for a 30—day delay in the
effective date to this action pursuant to
5 U.S.C. 553(d) does not apply.

Because prior notice and opportunity
for public comment are not required for
this rule by 5 U.S.C., or any other law,
the analytical requirements of the
Regulatory Flexibility Act, 5 U.S.C. 601
et seq., are inapplicable.

List of Subjects in 50 CFR Part 679

Alaska, Fisheries, Reporting and
recordkeeping requirements.

Dated: June 8, 2004.
William T. Hogarth,

Assistant Administrator for Fisheries,
National Marine Fisheries Service.

m For the reasons set out in the preamble,
50 CFR part 679 is amended as follows:

PART 679—FISHERIES OF THE
EXCLUSIVE ECONOMIC ZONE OFF
ALASKA

m 1. The authority citation for 50 CFR
part 679 continues to read as follows:

Authority: 16 U.S.C. 773 et seq., 1801 et
seq., and 3631 et seq.

m 2. Ateach of the locations in the
“Location” column, remove the phrase
indicated in the “Remove” column and
replace it with the phrase indicated in
the “Add” column for the amount of
times specified in the “Frequency”
column.

Location Remove Add Frequency
§679.1(f) (applicable through December 31, 2002) (applicable through December 31, 2007) 1
§679.2 Definition for “Briefing” | certification endorsement 1
§679.2 Definition for “Affili-
ates” observer contractor observer provider 2
§679.2 Definition for “Direct fi-
nancial interest” and “Decerti-
fication” observer contractor observer provider 1
§679.2 Definition for “Decerti-
fication” and “Suspension” observer contractors observer providers 1
§679.50(1)(2)()(C)(4) H(2)(ix)(C) H@2)(x)(C) 1
§679.50(i)(2)(ii) Ensure that observers complete duties in a Ensure that observers complete duties in a 1
timely manner. timely manner.
§679.50(i)(2)(ii)(A) H@)(Ix)(E) H)X)(E) 1
§679.50(i)(2)(iii)(B) H(2)(x)(C) H@)(x)(C) 1
§679.50(i)(2)(vi)(E) duties. Unless alternate arrangements are ap- | duties. 1
proved by the Observer Program Office.
§679.50(i)(2)(vii)(D) floating stationary floating 1
§679.50(i)(2)(ix) floating processor facilities stationary floating processors 1
§679.50(i)(2)(x)(G) Copies of observer provider contracts with Observer provider contracts. 1
entities requiring observer services and with
observers.
§679.50(i)(2)(x)(1) Reports Other reports. Reports 1
§679.50(1)(2)(x)(1)(5) (h)(2)(i) or (h)(2)(ii) (@) or ()(2)(it) 1
§679.50(i)(3)(i)(A) and
(H)OAN( floating stationary processor facility stationary floating processors 1
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Location Remove Add Frequency
§679.50(i)(3)(i)(B) and
() ) (A)(T)(i) floating stationary processing facility stationary floating processors 1
§679.50(i)(3)(i)(C), and
() @) H) (AT floating stationary processing facilities stationary floating processors 1
§679.50(i)(3)(ii) floating stationary processors stationary floating processors 1

m 3.In §679.50, the section heading is
revised, paragraphs (i)(2)(x)(G)(2) and
(1)(2)(x)(G)(4) are removed, paragraph
(1)(2)(x)(G)(3) is redesignated as
(1)(2)(x)(G)(2), paragraph (i)(2)(x)(G)(5) is
redesignated as (i)(2)(x)(G)(3), and
paragraph (i)(2)(x)(G)(1) and newly
redesignated paragraph (i)(2)(x)(G)(2) are
revised to read as follows:

§679.50 Groundfish Observer Program
(applicable through December 31, 2007).
* * * * *

(i) * % %

(2) EE

(x) * % %

(G) * % %

(1) Vessels required to have observer
coverage as specified at paragraph (c) of
this section;

(2) Shoreside or stationary floating
processors required to have observer
coverage as specified at paragraph (d) of
this section; and

* * * * *

[FR Doc. 04—13590 Filed 6—15—-04; 8:45 am]
BILLING CODE 3510-22-S



33584

Proposed Rules

Federal Register
Vol. 69, No. 115

Wednesday, June 16, 2004

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 319

[Docket No. 03—022—-4]

RIN 0579-AB81

Mexican Hass Avocado Import
Program

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Proposed rule; correction.

SUMMARY: We are correcting errors in the
preamble to a proposed rule that would
amend the regulations governing the
importation of fruits and vegetables to
expand the number of States in which
fresh Hass avocado fruit grown in
approved orchards in approved
municipalities in Michoacan, Mexico,
may be distributed and to allow the
distribution of the avocados during all
months of the year. The proposed rule
was published in the Federal Register
on May 24, 2004 (69 FR 29466-29477,
Docket No. 03—022-3).

DATES: We will consider all comments
that we receive on Docket No. 03—-022—
3 on or before July 23, 2004.
ADDRESSES: You may submit comments
by any of the following methods:

e Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. 03—022-3, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 03-022-3.

e E-mail: Address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘“‘Docket
No. 03—022-3" on the subject line.

e Agency Web site: Go to http://
www.aphis.usda.gov/ppd/rad/
cominst.html for a form you can use to

submit an e-mail comment through the
APHIS Web site.

¢ Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

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: You may view
APHIS documents published in the
Federal Register and related
information, including the names of
groups and individuals who have
commented on APHIS dockets, on the
Internet at http://www.aphis.usda.gov/
ppd/rad/webrepor.html.

FOR FURTHER INFORMATION CONTACT: Ms.
Karen Bedigian, Import Specialist,
Phytosanitary Issues Management Team,
PPQ, APHIS, 4700 River Road Unit 140,
Riverdale, MD 20737-1236; (301) 734—
6799.

SUPPLEMENTARY INFORMATION: On May
24, 2004, we published a proposed rule
in the Federal Register (69 FR 29466—
29477, Docket No. 03—022-3) in which
we proposed to amend the fruits and
vegetable regulations in 7 CFR part 319
to expand the number of States in which
fresh Hass avocado fruit grown in
approved orchards in approved
municipalities in Michoacan, Mexico,
may be distributed. We also proposed to
allow the distribution of the avocados
during all months of the year. To reflect
these proposed changes, we also
proposed to make other changes in the
regulations, such as removing
restrictions on the ports through which
the avocados may enter the United
States and the corridor through which
the avocados must transit the United
States.

This document corrects errors in the
SUPPLEMENTARY INFORMATION section of
the proposed rule. Specifically, in the
discussion of the findings of the pest
risk assessment (PRA) prepared for the
proposed rule, there is a series of bullet
points in which we report the results of
the PRA’s evaluation of the
phytosanitary measures that would be

applied under the proposed rule. In two
of those bullet points, we have updated
the estimated number of fruit-fly-
infested avocados that would (1) enter
fruit fly susceptible areas each year and
(2) be discarded in fruit fly susceptible
areas each year to reflect changes made
to the PRA itself shortly before the
publication of the proposed rule.

Therefore, this document corrects the
SUPPLEMENTARY INFORMATION section of
the proposal as follows:
SUPPLEMENTARY INFORMATION: In FR Doc.
04-11709, published on May 24, 2004
(69 FR 29466-29477), make the
following corrections:

1. On page 29467, column 1, line 23,
is corrected by removing the number
“143” and adding the number 208" in
its place.

2. On page 29467, column 1, line 32,
is corrected by removing the number
“8” and adding the number “11” in its
place.

Done in Washington, DG, this 9th day of
June, 2004.

Peter Fernandez,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 04-13557 Filed 6-15—-04; 8:45 am)]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 981
[Docket No. FV04-981-3 PR]

Almonds Grown in California;
Increased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed rule.

SUMMARY: This rule would increase the
assessment rate established for the
Almond Board of California (Board) for
the 2004-05 and subsequent crop years
from $0.020 to $0.025 per pound of
almonds received. Of the $0.025 per
pound assessment, $0.014 would be
available as credit-back for handlers
who conduct their own promotional
activities. The Board locally administers
the marketing order which regulates the
handling of almonds grown in
California. Authorization to assess
almond handlers enables the Board to
incur expenses that are reasonable and
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necessary to administer the program.
The crop year begins August 1 and ends
July 31. The assessment rate will remain
in effect indefinitely unless modified,
suspended, or terminated.
DATES: Comments must be received by
June 28, 2004.
ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237; Fax: (202)
720-8938, E-mail:
moab.docketclerk@usda.gov, or Internet:
http://www.regulations.gov. Comments
should reference the docket number and
the date and page number of this issue
of the Federal Register and will be
available for public inspection in the
Office of the Docket Clerk during regular
business hours, or can be viewed at:
http://www.ams.usda.gov/fv/moab.html.
FOR FURTHER INFORMATION CONTACT: Toni
Sasselli, Marketing Assistant, or Martin
Engeler, Assistant Regional Manager,
California Marketing Field Office,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
Suite 102B, Fresno, California 93721;
telephone: (559) 4875901, Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237; telephone:
(202) 720-2491, Fax: (202) 720—8938.
Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Order No.
981, as amended (7 CFR part 981),
regulating the handling of almonds
grown in California, hereinafter referred
to as the “order.” The order is effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act.”

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

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now

in effect, California almond handlers are
subject to assessments. Funds to
administer the order are derived from
such assessments. It is intended that the
assessment rate as proposed herein
would be applicable to all assessable
almonds beginning August 1, 2004, and
continue until amended, suspended, or
terminated. This rule will not preempt
any State or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with this rule.

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

This rule would increase the
assessment rate established for the
Board for the 2004—05 and subsequent
crop years from $0.020 to $0.025 per
pound of almonds received. Of the
$0.025 per pound assessment, $0.014
would be available as credit-back for
handlers who conduct their own
promotional activities.

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

For the 2003—04 and subsequent crop
years, the Board recommended, and
USDA approved, an assessment rate that
would continue in effect from crop year
to crop year unless modified,
suspended, or terminated by USDA
upon recommendation and information

submitted by the Board or other
information available to USDA.

The Board met on May 20, 2004, and
recommended 2004-05 expenditures of
$24,027,344. In comparison, last year’s
budgeted expenditures were
$20,547,385. The recommended
assessment rate of $0.025 would be
$0.005 higher than the rate currently in
effect, and the credit-back portion of the
assessment rate would be $0.004 more
than the rate currently in effect.

The major expenditures
recommended by the Board for the
2004-05 crop year include $7,115,000
for advertising and market research,
$9,215,000 for public relations and
other promotion and education
programs including a Market Access
Program (MAP) administered by
USDA'’s Foreign Agricultural Service
(FAS), $1,730,000 for salaries,
$1,200,000 for nutrition research,
$947,321 for production research,
$808,000 for food quality programs,
$460,042 for environmental research,
$200,000 for travel, $130,000 for office
rent, $125,000 for a crop estimate, and
$95,000 for an acreage survey. Budgeted
expenses for these items in 2003—-2004
were $6,375,312 for advertising and
market research, $7,587,750 for public
relations and other promotion and
education programs including a Market
Access Program (MAP) administered by
USDA’s Foreign Agricultural Service
(FAS), $1,500,000 for salaries and
wages, $1,000,000 for nutrition research,
$850,332 for production research,
$823,948 for food quality programs,
$254,903 for environmental research,
$200,000 for travel, $122,472 for office
rent, $120,750 for a crop estimate, and
$90,780 for an acreage survey.

The Board recommended increasing
the assessment rate from $0.020 per
pound to $0.025 per pound of almonds
handled. Of the $0.025 per pound
assessment, $0.014 per pound would be
available as credit-back for handlers
who conduct their own promotional
activities consistent with § 981.441 of
the order’s regulations and subject to
Board approval. The Board
recommended increasing the assessment
rate to generate adequate revenue to
fund the Board’s 2004—-05 budgeted
expenses and to maintain a financial
reserve. Section 981.81(c) authorizes a
financial reserve of approximately one-
half year’s budgeted expenses. One-half
of the 200405 crop year’s budgeted
expenses of $24,027,344 equals
$12,013,672. The Board’s financial
reserve at the end of the 2004—05 crop
year is projected to be $3,067,437,
which is well within the authorized
reserve.
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The assessment rate recommended by
the Board was derived by considering
anticipated expenses and production
levels of California almonds, and
additional pertinent factors. In its
recommendation, the Board utilized an
estimate of 1,056,000,000 pounds of
assessable almonds for the 2004—-05 crop
year. If realized, this would provide
estimated assessment revenue of
$11,616,000 from all handlers, and an
additional $8,131,200 from those
handlers who do not participate in the
credit-back program, for a total of
$19,747,200. In addition, it is
anticipated that $7,347,581 will be
provided by other sources, including
interest income, MAP funds, grant
funds, miscellaneous income, and
reserve/carryover funds. When
combined, revenue from these sources
would be adequate to cover budgeted
expenses. Any unexpended funds from
the 200405 crop year may be carried
over to cover expenses during the
succeeding crop year. Funds in the
reserve at the end of the 2004—05 crop
year are estimated to be approximately
$3,067,437, which would be within the
amount permitted by the order.

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

Although this assessment rate would
be in effect for an indefinite period, the
Board will continue to meet prior to or
during each crop year to recommend a
budget of expenses and consider
recommendations for modification of
the assessment rate. The dates and times
of Board meetings are available from the
Board or USDA. Board meetings are
open to the public and interested
persons may express their views at these
meetings. USDA would evaluate Board
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking would be
undertaken as necessary. The Board’s
2004—-05 budget and those for
subsequent crop years would be
reviewed and, as appropriate, approved
by USDA.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this initial regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order

that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 6,000
producers of almonds in the production
area and approximately 119 handlers
subject to regulation under the
marketing order. Small agricultural
producers are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
less than $750,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000.

Data for the most recently completed
crop year indicate that about 38 percent
of the handlers shipped over $5,000,000
worth of almonds and about 62 percent
of handlers shipped under $5,000,000
worth of almonds. In addition, based on
production and grower price data
reported by the California Agricultural
Statistics Service (CASS), and the total
number of almond growers, the average
annual grower revenue is estimated to
be approximately $199,000. Based on
the foregoing, the majority of handlers
and producers of almonds may be
classified as small entities.

This rule would increase the
assessment rate established for the
Board and collected from handlers for
the 2004-05 and subsequent crop years
from $0.020 to $0.025 per pound of
almonds. Of the $0.025 per pound
assessment, $0.014 per pound would be
available as credit-back for handlers
who conduct their own promotional
activities consistent with § 981.441 of
the order’s regulations and subject to
Board approval.

The Board met on May 20, 2004, and
recommended 2004-2005 expenditures
of $24,027,344 and an assessment rate of
$0.025 per pound. Of the $0.025 per
pound assessment, $0.014 per pound
would be available as credit-back for
handlers who conduct their own
promotional activities. The proposed
assessment rate of $0.025 would be
$0.005 higher than the current rate, and
the credit-back portion would be $0.004
more than the current rate. The quantity
of assessable almonds for the 2004-05
crop year is estimated at 1,056,000,000
pounds. The proposed assessment rate
would provide estimated assessment
revenue of $11,616,000 from all
handlers, and an additional $8,131,200
from those handlers who do not
participate in the credit-back program,
for a total of $19,747,200. In addition, it

is anticipated that $7,347,581 will be
provided by other sources, including
interest income, MAP funds, grant
funds, miscellaneous income, and
reserve/carryover funds. When
combined, revenue from these sources
would be adequate to cover budgeted
expenses. The projected financial
reserve at the end of 2004-05 would be
$3,067,437, which would be within the
maximum permitted under the order.

The major expenditures
recommended by the Board for the
2004-05 crop year include $7,115,000
for advertising and market research,
$9,215,000 for public relations and
other promotion and education
programs including a Market Access
Program (MAP) administered by
USDA'’s Foreign Agricultural Service
(FAS), $1,730,000 for salaries,
$1,200,000 for nutrition research,
$947,321 for production research,
$808,000 for food quality programs,
$460,042 for environmental research,
$200,000 for travel, $130,000 for office
rent, $125,000 for a crop estimate, and
$95,000 for an acreage survey. Budgeted
expenses for these items in 2003—-2004
were $6,375,312 for advertising and
market research, $7,587,750 for public
relations and other promotion and
education programs including a Market
Access Program (MAP) administered by
USDA'’s Foreign Agricultural Service
(FAS), $1,500,000 for salaries and
wages, $1,000,000 for nutrition research,
$850,332 for production research,
$823,948 for food quality programs,
$254,903 for environmental research,
$200,000 for travel, $122,472 for office
rent, $120,750 for a crop estimate, and
$90,780 for an acreage survey.

The Board considered alternative
assessment rate levels, including the
portion available for handler credit-
back. After deliberating the issue, the
Board recommended increasing the
assessment rate to $0.025 per pound,
with $0.014 available for handler credit-
back. In arriving at its budget, the Board
considered information from its various
committees. Alternative expenditure
levels were discussed by these groups,
based on the value of various activities
to the industry. The committees
ultimately recommended appropriate
activities and funding levels, which
were adopted by the Board.

A review of historical information and
preliminary information pertaining to
the upcoming crop year indicates that
the average grower price for the 2004—
05 season could range between $1.50
and $1.80 per pound of almonds.
Therefore, the estimated assessment
revenue for the 2004-05 crop year
(disregarding any amounts credited
pursuant to §§981.41 and 981.441) as a
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percentage of total grower revenue
could range between 1.2 and 1 percent,
respectively.

This action would increase the
assessment obligation imposed on
handlers. While assessments impose
some additional costs on handlers, the
costs are minimal and uniform on all
handlers. Some of the additional costs
may be passed on to producers.
However, these costs would be offset by
the benefits derived by the operation of
the marketing order. In addition, the
Board’s meeting was widely publicized
throughout the California almond
industry and all interested persons were
invited to attend the meeting and
participate in Board deliberations on all
issues. Like all Board meetings, the May
20, 2004, meeting was a public meeting
and all entities, both large and small,
were able to express views on this issue.
Finally, interested persons are invited to
submit information on the regulatory
and informational impacts of this action
on small businesses.

This proposed rule would impose no
additional reporting or recordkeeping
requirements on either small or large
California almond handlers. As with all
Federal marketing order programs,
reports and forms are periodically
reviewed to reduce information
requirements and duplication by
industry and public sector agencies.

USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

A 10-day comment period is provided
to allow interested persons to respond
to this proposed rule. Ten days is
deemed appropriate because: (1) The
2004-05 crop year begins on August 1,
2004, and the marketing order requires
that the rate of assessment for each crop
year apply to all assessable almonds
handled during such crop year; (2) a
final decision on the increase should be
made as soon as possible so handlers
can plan accordingly; (3) the Board
needs to have sufficient funds to pay its
expenses which are incurred on a
continuous basis; and (4) handlers are
aware of this action which was
recommended by the Board at a public
meeting and is similar to other
assessment rate actions issued in past
years.

List of Subjects in 7 CFR Part 981

Almonds, Marketing agreements,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 981 is proposed to
be amended as follows:

PART 981—ALMONDS GROWN IN
CALIFORNIA

1. The authority citation for 7 CFR
part 981 continues to read as follows:
Authority: 7 U.S.C. 601-674.

2. Section 981.343 is revised to read
as follows:

§981.343 Assessment rate.

On and after August 1, 2004, an
assessment rate of $0.025 per pound is
established for California almonds. Of
the $0.025 assessment rate, $0.014 per
assessable pound is available for
handler credit-back.

Dated: June 10, 2004.

Kenneth C. Clayton,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 04—13690 Filed 6—14—04; 12:56 pm]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003-NM-131-AD]

RIN 2120-AA64

Airworthiness Directives; Boeing

Model 727, 727C, 727-100, —100C, and
—200 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Boeing Model 727, 727C, 727—
100, —100C, and —200 series airplanes.
This proposal would require an
inspection of the forward trunnion
attach fittings of the main landing gear
(MLG), inspections of the attach fitting
holes of the forward trunnion attach
fittings if necessary, replacement of the
forward trunnion attach fittings if
necessary, and corrective actions if
necessary. This action is necessary to
detect and correct cracks and corrosion
on the attach fitting holes of the forward
trunnion attach fittings of the MLG,
which could result in the collapse of the

MLG. This action is intended to address
the identified unsafe condition.

DATES: Comments must be received by
August 2, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2003—NM—
131-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9—anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2003—NM-131-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplanes, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
Daniel F. Kutz, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055-4056; telephone
(425) 917-6456; fax (425) 917—6590.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

e Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

¢ For each issue, state what specific
change to the proposed AD is being
requested.
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¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘“‘Comments to
Docket Number 2003—-NM—-131-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-131-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

The FAA has received reports of
cracks and corrosion in the attach bolt
holes of the forward trunnion attach
fittings of the main landing gear (MLG)
on certain Boeing Model 727 series
airplanes. Forward trunnion attach
fittings made of 7079-T6 aluminum are
prone to stress corrosion cracking even
if they have been shot peened. This
condition, if not detected and corrected,
could result in the collapse of the MLG.

Other Related Rulemaking

On October 2, 2001, the FAA issued
AD 2001-20-09, amendment 39-12457
(66 FR 51843, October 11, 2001),
applicable to all Boeing Model 727
series airplanes, which currently
requires repetitive inspections of the
bearing support fitting of the forward
trunnion on the MLG to detect corrosion
and cracking; follow-on actions, if
necessary; and repair/rework of the
support fitting, or replacement with a
new or repaired/reworked fitting. That
AD is to be done in accordance with
Boeing Alert Service Bulletin 727—
57A0179, Revision 3, dated September
2, 1999; Boeing Alert Service Bulletin
727-57A0179, Revision 4, dated July 13,
2000; or Boeing Service Bulletin 727-
57A0179, Revision 5, dated December
20, 2000. The actions specified by that
AD are intended to prevent failure of the
support fitting, which could result in
collapse of the MLG during normal

operations; consequent damage to the
airplane structure; and injury to flight
crew, passengers, or ground personnel.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Alert Service Bulletin 727—
57A0132, Revision 3, dated March 20,
2003, which describes procedures for an
inspection of the forward trunnion
attach fittings of the MLG to determine
the part number; detailed and high
frequency eddy current inspections of
the attach fitting holes of the forward
trunnion attach fittings having part
number 65-19296—1 through —8 (made
of 7079-T6 aluminum) for cracks and
corrosion if necessary; and corrective
actions if necessary. The corrective
actions include reworking the attach
fitting holes, repairing the attach fitting
holes, and replacing the forward
trunnion attach fitting with a new
forward trunnion attach fitting.
Replacement of the 7079-T6 attach
fittings with a 7075-T73511 or 7050—
T7451 attach fitting is considered
terminating action for the service
bulletin.

Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require accomplishment of the actions
specified in the Boeing Alert Service
Bulletin 727-57A0132, Revision 3,
dated March 20, 2003, described
previously, except as discussed below.

Differences Between Proposed Rule and
Service Bulletin

The compliance time in section 1.E. of
the Boeing Alert Service Bulletin 727—
57A0132, Revision 3, dated March 20,
2003, specifies to do the actions “For
airplanes over 20 years old (since the
original airplane delivery date) that
have a 7079-T6 MLG forward trunnion
attach fitting” at the later time of “two
years after the release of Revision 3 the
service bulletin” or ““ten years after the
last inspection/rework of the attach
fitting per a prior release of this service
bulletin.”” However, for these same
airplanes, paragraph (b) of this proposed
AD specifies to do the actions at the
latest of the following times:

1. Prior to airplanes reaching 240
months old since the date of issuance of
the original Airworthiness Certificate or

the date of issuance of the original
Export Certificate of Airworthiness; or

2. Within 18 months after the effective
date of this AD; or

3. Within 120 months after the last
inspection/rework/repair of the attach
fitting per Boeing Service Bulletin 727—
57A0132, dated June 28, 1974; Revision
1, dated October 31, 1975; or Revision
2, dated April 24, 1981; or Boeing Alert
Service Bulletin 727-57A0132, Revision
3, dated March 20, 2003.

We have determined that “For
airplanes over 20 years old” may be
interpreted as the AD applies only to
airplanes with the stated age as of the
effective date of the AD. We have
determined that the age of the airplanes
is intended to be the initial threshold.
Thus, “prior to airplanes reaching 240
months old” will include all affected
airplanes. We have also determined that
“original airplane delivery date” may be
interpreted differently by different
operators. We find that “date of
issuance of the original Airworthiness
Certificate or the date of issuance of the
Export Certificate of Airworthiness,
whichever occurs first” is generally
understood within the industry and
records will always exist that establish
these dates with certainty. We also did
not include the qualifying phrase ‘“‘that
have a 7079-T6 MLG forward trunnion
attach fitting”” because the first action in
the proposed AD is to determine which
airplanes have a 7079-T6 forward
trunnion attach fitting of the MLG.

Although the service bulletin
recommends one option for the
compliance time as ‘“‘two years after the
release of Revision 3 the service
bulletin,” we have determined that the
two year interval would not address the
identified unsafe condition soon enough
to ensure an adequate level of safety for
the affected fleet. In developing this
option for the compliance time for this
AD, we coordinated with the
manufacturer and considered the degree
of urgency associated with the subject
unsafe condition, the average utilization
of the affected fleet, and the time
necessary to perform the inspection (1
hour). In light of all of these factors, we
find that the compliance time of “within
18 months after the effective date of this
AD” represents an appropriate interval
of time for affected airplanes to continue
to operate without compromising safety.

Although paragraph 7 of “Part II”” of
the Accomplishment Instructions of the
service bulletin only lists part number
P/N 65-19296U13 (LH) or P/N 65—
19296U14 (RH) as acceptable new attach
fittings, paragraphs (d)(2) and (e) of the
proposed AD lists the following
acceptable new attach fittings: P/N65—
19296-9, —10, —13, or —14; P/N 65—
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99909-1724 or —1727; P/N 65—
19296U13 or P/N 65-19296U14.

Although the service bulletin
specifies concurrent accomplishment of
Boeing Alert Service Bulletin 727—
57A0179, Revision 3 or later, this AD
does not require concurrent
accomplishment of service bulletin 727—
57A0179, Revision 3 or later. AD 2001—
20-09 already requires accomplishment
of the actions in Boeing Alert Service
Bulletin 727-57A0179, Revision 3,
dated September 2, 1999; Revision 4,
dated July 13, 2000; or Boeing Service
Bulletin 727-57A0179, Revision 5,
dated December 20, 2000.

Cost Impact

There are approximately 523
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
309 airplanes of U.S. registry would be
affected by this proposed AD, that it
would take approximately 1 work hour
per airplane to accomplish the proposed
inspection, and that the average labor
rate is $65 per work hour. Based on
these figures, the cost impact of the
proposed AD on U.S. operators is
estimated to be $20,085, or $65 per
airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this proposed AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Boeing: Docket 2003—-NM—-131-AD.

Applicability: Boeing Model 727, 727G,
727-100, —100C, and —200 series airplanes,
line numbers 1 through 887 inclusive;
certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To detect and correct cracks and corrosion
on the attach fitting holes of the forward
trunnion attach fittings of the main landing
gear (MLG), which could result in the
collapse of the MLG, accomplish the
following:

Service Bulletin References

(a) The term “‘service bulletin,” as used in
this AD, means Boeing Alert Service Bulletin
727-57A0132, Revision 3, dated March 20,
2003.

Initial Inspection

(b) Perform an inspection of the forward
trunnion attach fittings of the MLG to
determine the part number (P/N) of the attach
fitting, in accordance with “Part 1” of the
Accomplishment Instructions of the service
bulletin, at the latest of the times specified
in paragraphs (b)(1), (b)(2), and (b)(3) of this
AD:

(1) Prior to airplanes reaching 240 months
old since the date of issuance of the original
Airworthiness Certificate or the date of
issuance of the original Export Certificate of
Airworthiness; or

(2) Within 18 months after the effective
date of this AD; or

(3) Within 120 months after the last
inspection/rework/repair of the attach fitting
per Boeing Service Bulletin 727-57A0132,
dated June 28, 1974; Revision 1, dated
October 31, 1975; or Revision 2, dated April

24, 1981; or Boeing Alert Service Bulletin
727-57A0132, Revision 3, dated March 20,
2003.

Corrective Actions

(c) If, during the inspection required by
paragraph (b) of this AD, both attach fittings
are found to have P/N 65-19296-9, —10, —13,
or —14; P/N 65-99909-1724 or —1727; P/N
65—19296U13 or P/N 65-19296U14 (attach
fitting made of 7075-T73511 or 7050-T7451
aluminum); no further action is required by
this paragraph.

(d) If, during the inspection required by
paragraph (b) of this AD, any attach fitting is
found to have P/N 65-19296—1 through —8
inclusive (attach fitting made of 7079-T6
aluminum): Before further flight, perform the
actions in paragraphs (d)(1) and (d)(2) of this
AD, as applicable.

(1) Do detailed and high frequency eddy
current inspections of the attach fitting holes
for cracks and corrosion, repair any crack or
corrosion found, and rework the attach fitting
holes in accordance with Figures 4 and 5 of
the service bulletin, except as provided by
paragraph (d)(2) of this AD.

(2) If the attach fitting hole cannot be
reworked or repaired in accordance with
Figures 4 and 5 of the service bulletin: Before
further flight, replace the attach fitting with
a new attach fitting that has P/N 65-19296—
9,-10, -13, or —14, P/N 65-99909-1724 or
-1727, P/N 65-19296U13, or P/N 65—
19296U14, in accordance with paragraph 7 of
“Part II”” of the Accomplishment Instructions
of the service bulletin. Accomplishment of
this replacement is terminating action for
that fitting.

Terminating Action

(e) Within 120 months after the effective
date of this AD, replace attach fittings that
have P/N 65-19296-1 through —8 (attach
fittings made of 7079-T6 aluminum) with
new attach fittings that have P/N 65-19296—
9,-10, 13, or —14, P/N 65-99909-1724 or
-1727, P/N 65-19296U13, or P/N 65—
19296U14 (attach fittings made of 7075—
T73511 or 7050-T7451 aluminum), in
accordance with paragraph 7 of “Part II”” of
the Accomplishment Instructions of the
service bulletin. Replacement of all attach
fittings made of 7079-T6 aluminum with
new attach fittings made of 7075-T73511 or
7050-T7451 aluminum terminates the
requirements of paragraph (d) of this AD.

Parts Installation

(f) As of the effective date of this AD, no
person shall install, on any airplane, an
attach fitting, P/N 65-19296-1, -2, -3, —4, -5,
—6, -7, or —8 (attach fitting made of 7079-T6
aluminum), unless it has been inspected/
reworked/repaired in accordance with
paragraph (d) of this AD.

Alternative Methods of Compliance

(g)(1) In accordance with 14 CFR 39.19, the
Manager, Seattle Aircraft Certification Office,
FAA, is authorized to approve alternative
methods of compliance (AMOCs) for this AD.

(2) An AMOC that provides an acceptable
level of safety may be used for any rework/
repair required by this AD, if it is approved
by a Boeing Company Designated
Engineering Representative (DER) who has
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been authorized by the Manager, Seattle
ACO, to make such findings. For a rework/
repair method to be approved, the approval
must specifically reference this AD.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—13501 Filed 6—15—-04; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2004-18019; Directorate
Identifier 2003—NE-65—AD]

RIN 2120-AA64

Airworthiness Directives; Honeywell
International Inc. TFE731-2 and -3
Series Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
Honeywell International Inc. (formerly
AlliedSignal Inc. and Garrett Turbine
Engine Co.) TFE731-2 and -3 series
turbofan engines with certain part
number (P/N) low pressure turbine
(LPT) stage 1 disks installed. This
proposed AD would require for
TFE731-2 and —2C series engines,
initial and repetitive measurements and
calculations to determine acceptance,
and adjustment or replacement if
necessary, of the LPT stage 1 nozzle
assembly. This proposed AD would also
require for TFE731-3, —3A, —3AR, -3B,
—3BR, and —3R series engines,
replacement of LPT stage 1 disks with
serviceable disks. This proposed AD
also allows replacement of the LPT stage
1 disk with a disk having a part number
not listed in the proposed AD as
optional terminating action to the
repetitive actions. This proposal results
from a report of an uncontained failure
of the LPT stage 1 disk installed in a
TFE731-3-1H turbofan engine. We are
proposing this AD to prevent additional
uncontained failure of the LPT stage 1
disk, and possible damage to the
airplane.

DATES: We must receive any comments
on this proposed AD by August 16,
2004.

ADDRESSES: Use one of the following
addresses to submit comments on this
proposed 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—
0001.

e Fax: (202) 493—-2251.

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

through Friday, except Federal holidays.

You can get the service information
identified in this proposed AD from
Honeywell Engines and Systems
(formerly AlliedSignal Inc. and Garrett
Turbine Engine Co.) Technical
Publications and Distribution, M/S
2101-201, P.O. Box 52170, Phoenix, AZ
85072—2170; telephone: (602) 365—2493
(General Aviation), (602) 365—-5535
(Commercial Aviation), fax: (602) 365—
5577 (General Aviation), (602) 365—2832
(Commercial Aviation).

You may examine the comments on
this proposed AD in the AD docket on
the Internet at http://dms.dot.gov.

FOR FURTHER INFORMATION CONTACT:
Joseph Costa, Aerospace Engineer, Los
Angeles Aircraft Certification Office,
FAA, Transport Airplane Directorate,
3960 Paramount Blvd., Lakewood, CA
90712—4137; telephone: (562) 627-5246;
fax: (562) 627-5210.

SUPPLEMENTARY INFORMATION:
Docket Management System (DMS)

We have implemented new
procedures for maintaining AD dockets
electronically. As of May 17, 2004, we
posted new AD actions on the DMS and
assigned a DMS docket number. We
track each action and assign a
corresponding Directorate identifier.
The DMS docket No. is in the form
“Docket No. FAA-200X-XXXXX.” Each
DMS docket also lists the Directorate
identifier (‘‘Old Docket Number”’) as a
cross-reference for searching purposes.

Comments Invited

We invite you to submit any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include ‘“Docket No. FAA—
2004-18019; Directorate Identifier
2003-NE-65—AD” in the subject line of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy

aspects of the proposed AD. We will
consider all comments received by the
closing date and may amend the
proposed 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 proposed AD.
Using the search function of the DMS
web site, anyone can find and read the
comments in any of our dockets,
including the name of the individual
who sent the comment (or signed the
comment on behalf of an association,
business, labor union, etc.). 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.

We are reviewing the writing style we
currently use in regulatory documents.
We are interested in your comments on
whether the style of this document is
clear, and your suggestions to improve
the clarity of our communications that
affect you. You can get more
information about plain language at
http://www.faa.gov/language and http://
www.plainlanguage.gov.

Examining the AD Docket

You may examine the docket that
contains the proposal, any comments
received, and any final disposition in
person at the 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
ADDRESSES. Comments will be available
in the AD docket shortly after the DMS
receives them.

Discussion

In June of 2003, we became aware of
a report of a TFE731-3—1H turbofan
engine that experienced an uncontained
failure of LPT stage 1 disk, P/N
3072351-5. Analysis by the
manufacturer revealed that the disk,
which only had 107 hours of operation
accumulated since new, failed due to
vibration-induced high-cycle-fatigue
(HCF) cracking in the web area of the
disk. Analysis and testing of these
vibrations have revealed that the disk
design is sensitive to significant nozzle
throat-area variations such as those
caused by inappropriate maintenance of
the vanes of the LPT stage 1 nozzle
assembly. Two other uncontained disk
failures involving TFE731-3 series
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engines occurred over the past 16 years
and were considered at the time to have
been caused by inappropriate
maintenance practices performed on the
LPT stage 1 nozzle assembly. We have
determined that similarly designed LPT
stage 1 disks, P/Ns 3072070-All,
3072351-All, 3073013-All, 3073113—
All, 3073497-All, and 3074103-All,
(where All denotes all dash numbers),
are sensitive for the same reasons
described for disk P/N 3072351-5. This
condition, if not corrected, could result
in uncontained failure of the LPT stage
1 disk, and possible damage to the
airplane.

Relevant Service Information

We have reviewed and approved the
technical contents of Honeywell
International Inc. Service Bulletin No.
TFE731-72-3369RWK, Revision 6,
dated June 26, 2002, that describes
procedures for inspection, measurement
and adjustment, or replacement if
necessary, of the LPT stage 1 nozzle
assembly. These procedures reduce the
potential for vibration-induced HCF
cracking in the web area of the disk.

Differences Between the Proposed AD
and the Manufacturer’s Service
Information

Although Honeywell International
Inc. SB No. TFE731-72-3369RWK,
Revision 6, dated June 26, 2002,
requires the inspections, measurements
and adjustments, and replacements of
the LPT stage 1 nozzle assembly to be
done by certain approved repair
stations, this proposed AD allows the
actions to be done by any repair station
certificated to perform the repair work.

FAA’s Determination and Requirements
of the Proposed AD

We have evaluated all pertinent
information and identified an unsafe
condition that is likely to exist or
develop on other products of this same
type design. Therefore, we are
proposing this AD, which would
require:

e For TFE731-2 and —2C series engines
with LPT stage 1 disk, P/Ns 3072070-All, or
3073013—All, (where All denotes all dash
numbers) installed, initial and repetitive
measurements and calculations to determine
the acceptance, and adjustment or
replacement if necessary of the LPT stage 1
nozzle assembly. These actions are to be
done at the next major periodic inspection
(MPI) or at next access to the LPT stage 1
nozzle assembly, whichever occurs first, but
not to exceed 2,200 hours time-in-service
(TIS) since the last LPT stage 1 nozzle
assembly inspection.

e For TFE731-3, -3A, —3AR, -3B, —3BR,
and —3R series engines with LPT stage 1 disk,
P/N 3072351-All, 3073113-All, 3073497—

All, or 3074103-All, installed, replacement
of the LPT stage 1 disk with a serviceable
disk, at next major periodic inspection or at
next access to the LPT stage 1 nozzle
assembly, but not to exceed 1,500 hours time-
in-service since last inspection, or before
December 31, 2011, or at disk life limit,
whichever occurs first.

e As optional terminating action to the
repetitive actions of the proposed AD,
replacement of the LPT stage 1 disk with a
serviceable disk.

e For the purposes of this proposed AD, a
serviceable LPT stage 1 disk is a disk having
a part number not listed in this proposed AD.

The proposed AD would require you
to use the service information described
previously to perform these actions.

Costs of Compliance

There are about 5,462 TFE731-2 and
—3 series turbofan engines of the
affected design in the worldwide fleet.
We estimate that 3,572 engines installed
on airplanes of U.S. registry would be
affected by this proposed AD. We also
estimate that it would take about 8 work
hours per engine to perform the
proposed measurements and
calculations during MPI, and about 2
work hours per engine to replace the
disk during MPI. The average labor rate
is $65 per work hour. Required
replacement parts would cost about
$30,000 per engine. We expect about
1,900 engines to have the LPT stage 1
disk replaced. Based on these figures,
we estimate the total cost of the
proposed AD to U.S. operators to be
$58,151,000.

Regulatory Findings

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

For the reasons discussed above, I
certify that the proposed regulation:

1. Is not a “significant regulatory
action” under Executive Order 12866;

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

3. Would 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 a summary of the costs
to comply with this proposal and placed
it in the AD Docket. You may get a copy
of this summary at the address listed
under ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Under the authority delegated to me
by the Administrator, the Federal
Aviation Administration proposes to
amend 14 CFR part 39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

Honeywell International Inc.: Docket No.
FAA-2004-18019; Directorate Identifier
2003-NE-65—-AD.

Comments Due Date

(a) The Federal Aviation Administration
(FAA) must receive comments on this
airworthiness directive (AD) action by
August 16, 2004.

Affected ADs

(b) None.
Applicability
(c) This AD applies to Honeywell
International Inc. (formerly AlliedSignal Inc.
and Garrett Turbine Engine Co.) TFE731-2
and -2C series, and TFE731-3, -3A, -3AR,
-3B, -3BR, and -3R series turbofan engines,
with low pressure turbine (LPT) stage 1
disks, part numbers (P/Ns) 3072070-All,
3072351-All, 3073013-All, 3073113-All,
3073497-All, and 3074103-All, (where All
denotes all dash numbers), installed. These
engines are installed on, but not limited to,
the following airplanes:
Avions Marcel Dassault Falcon 10 and
Mystere Falcon 50 series
Learjet 31, 35, 36, and 55 series
Lockheed-Georgia 1329-25 series
Israel Aircraft Industries 1124 series and
1125 Westwind series
Cessna Model 650, Citations III and VI
Raytheon British Aerospace HS—125 series
Sabreliner NA—-265-65

Unsafe Condition

(d) This AD results from a report of an
uncontained failure of the LPT stage 1 disk
installed in a TFE731-3—1H turbofan engine.
We are issuing this AD to prevent
uncontained failure of the LPT stage 1 disk,
and possible damage to the airplane.

Compliance

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

Initial Inspection for TFE731-2 and -2C
Series Engines

(f) For TFE731-2 and —2C series engines
with LPT stage 1 disk, P/N 3072070-All, or
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3073013-All, installed, at the next major
periodic inspection (MPI) or at next access to
the LPT stage 1 nozzle assembly, after the
effective date of this AD, whichever occurs
first, but not to exceed 2,200 hours time-in-
service (TIS) since the last LPT stage 1 nozzle
assembly inspection, do the following:

(1) Measure and determine the acceptance
of the LPT stage 1 nozzle assembly using
paragraphs 2.A.(3) through 2.A.(5) of
Honeywell International Inc. Service Bulletin
(SB) No. TFE731-72—3369RWK, Revision 6,
dated June 26, 2002; and

(2) If necessary, adjust the LPT stage 1
nozzle assembly using paragraph 2.B of
Honeywell International Inc. SB No.
TFE731-72-3369RWK, Revision 6, dated
June 26, 2002 or replace with a serviceable
LPT stage 1 nozzle assembly.

Repetitive Inspections for TFE731-2 and -2C
Series Engines

(g) Thereafter, for TFE731-2 and —2C series
engines, at every MPI, but not to exceed
2,200 hours time-in-service since the last LPT
stage 1 nozzle assembly inspection, do the
following:

(1) Measure and determine the acceptance
of the LPT stage 1 nozzle assembly using
paragraph 2.A.(3) through 2.A.(5) of
Honeywell International Inc. SB No.
TFE731-72-3369RWK, Revision 6, dated
June 26, 2002; and

(2) If necessary, adjust the LPT stage 1
nozzle assembly using paragraph 2.B of
Honeywell International Inc. SB No.
TFE731-72—-3369RWK, Revision 6, dated
June 26, 2002 or replace with a serviceable
LPT stage 1 nozzle assembly.

Disk Replacement for TFE731-3, -3A, -3AR,
-3B, -3BR, and -3R Series Engines

(h) For TFE731-3, —3A, —3AR, —3B, —3BR,
and —3R series engines with LPT stage 1 disk,
P/N 3072351-All, 3073113-All, 3073497-All,
or 3074103-All, installed, replace the LPT
stage 1 disk with a serviceable disk, at next
MPI or at next access to the LPT stage 1
nozzle assembly, after the effective date of
this AD, or before December 31, 2011, or at
disk life limit, whichever occurs first.

TFE731-3B and -3BR Series Engines

(i) For TFE731-3B and —3BR series
engines, no replacement LPT stage 1 disk is
available for disk P/N 3073497-All.
Conversion from the TFE731-3B and -3BR
series engines to the TFE731-3C series
engine changes the turbine rotor
configuration to allow installation of a
serviceable LPT stage 1 disk.

Optional Terminating Action

(j) As optional terminating action to the
repetitive inspections required by this AD,
replace the applicable LPT stage 1 disk with
a serviceable LPT stage 1 disk.

Definitions

(k) For the purposes of this AD:

(1) Next access to the LPT stage 1 nozzle
assembly is defined as when the low-
pressure tie-shaft is unstretched.

(2) A serviceable LPT stage 1 disk is
defined as a disk having a part number not
listed in this AD.

(3) A serviceable LPT stage 1 nozzle
assembly is defined as an LPT stage 1 nozzle
assembly that passes the acceptance
referenced in paragraph (f)(1) or (g)(1) of this
AD.

Additional Information

(1) For additional information regarding the
training and tooling recommended to
perform the inspection and adjustment of the
LPT stage 1 nozzle assembly, contact
Honeywell Engines, Systems & Services,
Customer Support Center, M/S 26-06/2102—
323, P.O. Box 29003, Phoenix, AZ 85038—
9003, Telephone: (Domestic) 1-800—-601—
3099 (International) 1-602—365-3099, FAX:
1-602-365-3343.

Alternative Methods of Compliance

(m) The Manager, Los Angeles Aircraft
Certification Office, has the authority to
approve alternative methods of compliance
for this AD if requested using the procedures
found in 14 CFR 39.19.

Material Incorporated by Reference

(n) None.

Related Information

(o) None.

Issued in Burlington, Massachusetts, on
June 4, 2004.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 04—13563 Filed 6—15—-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2001-NM-381-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model

A330, A340-200, and A340-300 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to all
Airbus Model A330, A340-200, and
A340-300 series airplanes. This
proposal would require repetitive
detailed inspections for discrepancies of
the grease and gear teeth of the radial
variable differential transducer of the
nose wheel steering gearbox; or
repetitive detailed inspections for
damage of the chrome on the bearing
surface of the nose landing gear (NLG)
main fitting barrel; as applicable. For
airplanes on which any discrepancy or

damage is found, this proposal would
require either an additional inspection
or corrective actions, as applicable. This
action is necessary to prevent incorrect
operation or jamming of the nose wheel
steering, which could cause reduced
controllability of the airplane on the
ground. This action is intended to
address the identified unsafe condition.

DATES: Comments must be received by
July 16, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM—114,
Attention: Rules Docket No. 2001-NM-—
381-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2001-NM—-381-AD" in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Airbus, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France. This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington.

FOR FURTHER INFORMATION CONTACT: Tim
Backman, Aerospace Engineer,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2797;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:
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¢ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2001-NM-381-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2001-NM-381-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

The Direction Générale de I’Aviation
Civile (DGAC), which is the
airworthiness authority for France,
notified the FAA that an unsafe
condition may exist on all Airbus Model
A330, A340-200, and A340-300 series
airplanes. The DGAC advises that an
operator of a Model A340 airplane
reported the failure of the nose wheel
steering (NWS) system. An investigation
found abnormal wear of the gear teeth
of the radial variable differential
transducer (RVDT) gearbox, which led
to incorrect driving of the command
channel and monitoring-channel
feedback sensors. Subsequent analyses
of grease samples taken from the RVDT
gearbox showed the presence of
significant quantities of water in the
grease, which, when frozen, could have
jammed the gearboxes. The
investigation also found chrome flaking
and extensive corrosion of the nose
landing gear (NLG) main fitting barrel
under the NWS rotating sleeve.

The investigators concluded that
abrasion from metallic particles in the
grease caused the wear of the gear teeth.

These metallic particles came from the
corroded areas of the NLG main fitting
barrel, and had been carried into the
system by grease that was used during
the normal lubrication of the rotating
sleeve. The investigators also concluded
that water entered the gearbox through
the seal between the steering collar and
the NLG main fitting; improvement of
this seal is the subject of Airbus
Modification 51318 (Airbus Service
Bulletins A330-32—-3164 and A340-32—
4204).

Wear of the gear teeth of the RVDT
caused by the metallic particles from
corrosion in the grease, and jamming of
the gearbox caused by water freezing in
the grease, could result in incorrect
operation or jamming of the NWS,
which could cause reduced
controllability of the airplane on the
ground.

The subject area on certain Model
A330 series airplanes is almost identical
to that on the affected Model A340-200,
and A340-300 series airplanes.
Therefore, those Model A330 series
airplanes may be subject to the unsafe
condition revealed on the Model A340-
200, and A340-300 series airplanes.

Explanation of Relevant Service
Information

Airbus has issued the following
service bulletins:

e For Model A330 series airplanes:
Airbus Service Bulletin A330-32-3134,
Revision 02, excluding Appendix 01,
dated August 8, 2003; and

e For Model A340-200 and A340-300
series airplanes: Airbus Service Bulletin
A340-32-4172, Revision 02, excluding
Appendix 01, dated August 8, 2003.

For certain airplanes, these service
bulletins specify that operators may
choose between two different
inspections. Depending on the
inspection choice, the service bulletins
recommend different repetitive
intervals. The service bulletins also state
that operators may alternate between the
inspection choices as long as the
interval until the next inspection is the
interval described for the last inspection
performed.

The first inspection choice for
airplanes without the Airbus
Modification is repetitive inspections of
the grease and gear teeth of the RVDT
driving ring and the gears in the RVDT
gearboxes to find discrepancies such as
metallic particles in the grease,
abnormal wear of the gear teeth, or
missing rubber sealant at the mating
face between the main fitting and the
RVDT gearbox. If there are
discrepancies, the service bulletins
describe procedures for inspecting the
chrome on the bearing surface of the

NLG main fitting barrel under the NWS
rotating sleeve for damage such as
flaking, corrosion, or blistering.

The second inspection choice for
airplanes without the Airbus
Modification is repetitive inspections of
the chrome on the bearing surface of the
NLG main fitting barrel under the NWS
rotating sleeve for damages such as
flaking, corrosion, or blistering.

For certain other airplanes, the service
bulletins recommend only the
inspection of the chrome on the bearing
surface of the NLG main fitting barrel,
which is described in the paragraph
above.

For all airplanes on which
discrepancies and/or damage are found,
the service bulletins specify that
operators should take corrective actions.
The corrective actions are included in
the two Messier-Dowty service bulletins
listed below. These corrective actions
include degreasing bare base metal and
protecting the metal with cadmium
Cd10 or a complete paint scheme,
restoring the rubber sealant, and/or
contacting Messier-Dowty for
disposition.

e For certain airplanes: Messier-
Dowty Special Inspection Service
Bulletin D23285-32—-037, dated
November 8, 2001.

¢ For certain other airplanes
airplanes: Messier-Dowty Special
Inspection Service Bulletin D23285-32—
044, dated January 12, 2004.

Both Airbus service bulletins refer to
the Messier-Dowty service bulletins as
additional sources of service
information for accomplishment of the
inspections and any applicable
corrective actions.

The DGAC classified the Airbus
service bulletins as mandatory and
issued French airworthiness directives
2001-503(B) R3, dated October 1, 2003;
and 2001-504(B) R4, dated October 1,
2003; to ensure the continued
airworthiness of these airplanes in
France.

FAA’s Conclusions

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of § 21.29 of
the Federal Aviation Regulations (14
CFR 21.29) and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
the DGAC has kept the FAA informed
of the situation described above. The
FAA has examined the findings of the
DGAG, reviewed all available
information, and determined that AD
action is necessary for products of this
type design that are certificated for
operation in the United States.
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Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletins described
previously, except as discussed below.

Differences Among the Proposed Rule,
Service Bulletins, and the French
Airworthiness Directive

Operators should note that, although
the Messier-Dowty service bulletins
specify that the manufacturer may be
contacted for disposition of certain
repair conditions, this proposal would
require the repair of those conditions to
be accomplished per a method approved
by either the FAA, or the DGAC (or its
delegated agent). In light of the type of
repair that would be required to address
the identified unsafe condition, and in
consonance with existing bilateral
airworthiness agreements, the FAA has
determined that, for this proposed AD,
a repair approved by either the FAA or
the DGAC would be acceptable for
compliance with this proposed AD.

Operators should also note that,
although the Messier-Dowty service
bulletins specify to submit reporting
forms to the manufacturer, this
proposed AD does not include such a
requirement.

The French airworthiness directives
do not give a compliance time for
inspecting the chrome on the bearing
surface of the NLG main fitting barrel
for airplanes without Airbus
Modification 51318 that have
discrepancies of the grease and gear
teeth of the RVDT driving ring and the
gears in the RVDT gearboxes. This
proposed AD would require that
operators inspect the chrome within 3
months after the RVDT inspection.

The French airworthiness directives
and the service bulletins do not define
the type of inspections to be performed.
This proposed AD calls the inspections
“detailed inspections.” Note 1 of this
proposed AD defines this inspection.

Cost Impact

We estimate that 16 airplanes of U.S.
registry would be affected by this
proposed AD.

For operators of airplanes without
Airbus Modification 51318, who choose
to do the inspection of the grease and
gear teeth of the RVDT gearbox, we
estimate that it would take
approximately 2 work hours per

airplane to accomplish the proposed
inspection and that the average labor
rate is $65 per work hour. Based on
these figures, the cost impact of this
action on U.S. operators is estimated to
be $130 per airplane, per inspection
cycle.

For operators of airplanes with Airbus
Modification 51381, or for operators of
airplanes without Airbus Modification
51381 who choose to do the proposed
inspection of the chrome on the bearing
surface of the NLG main fitting barrel,
we estimate that it would take
approximately 8 work hours per
airplane to accomplish the inspection,
and that the average labor rate is $65 per
work hour. Based on these figures, the
cost impact of the proposed AD on U.S.
operators is estimated to be $520 per
airplane, per inspection cycle.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the

location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Airbus: Docket 2001-NM-381-AD.

Applicability: All Model A330, A340-200,
and A340-300 series airplanes; certificated in
any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent incorrect operation or jamming
of the nose wheel steering, which could
cause reduced controllability of the airplane
on the ground, accomplish the following:

Service Bulletin Reference

(a) The following information pertains to
the service bulletin referenced in this AD:

(1) The term ‘“‘service bulletin,” as used in
this AD, means the Accomplishment
Instructions of the following service
bulletins, as applicable:

(i) For the inspections specified in
paragraphs (c) and (d) of this AD: For Model
A330 series airplanes, Airbus Service
Bulletin A330-32-3134, Revision 02,
excluding Appendix 01, dated August 8,
2003; and for Model A340-200 and A340-
300 series airplanes, Airbus Service Bulletin
A340-32-4172, Revision 02, excluding
Appendix 01, dated August 8, 2003; and

(ii) For further information about the
inspections required by paragraphs (c) and
(d) of this AD, and for the corrective actions
specified in paragraph (e) of this AD:
Messier-Dowty Special Inspection Service
Bulletin D23285-32-037, dated November 8,
2001 (for airplanes without Airbus
Modification 51381); and Messier-Dowty
Special Inspection Service Bulletin D23285—
32-044, dated January 12, 2004 (for airplanes
with Airbus Modification 51381).

(2) Actions accomplished before the
effective date of this AD per the Airbus
service bulletins listed in Table 1 of this AD
are considered acceptable for compliance
with the corresponding action specified in
this AD.
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TABLE 1.—PREVIOUS ISSUES OF SERVICE BULLETINS
Model Service bulletin Revision level Date

A330-32-3134
A330-32-3134 | 01
A340-32-4172
A340-32-4172 | 01

Original Issue ... | September 11, 2001.
November 29, 2001.
September 11, 2001.

November 29, 2001.

Original Issue ...

Initial Inspection and Related Investigative
Action

(b) For airplanes without Airbus
Modification 51381: At the latest of the times
in paragraphs (b)(1), (b)(2), and (b)(3) of this
AD, do the applicable initial inspection in
paragraph (d) of this AD.

(1) Within 60 months after the date that the
nose landing gear (NLG) was installed on the
airplane.

(2) Within 60 months after the last major
NLG overhaul accomplished before the
effective date of this AD.

(3) Within 700 flight hours after the
effective date of this AD.

(c) For airplanes with Airbus Modification
51381: At the latest of the times in
paragraphs (c)(1), (c)(2), and (c)(3) of this AD,
do the applicable initial inspection in
paragraph (d) of this AD.

(1) Within 60 months after the date that the
NLG was installed on the airplane.

(2) Within 60 months after the last major
NLG overhaul accomplished before the
effective date of this AD.

(3) Within 60 months after the date that
Airbus Modification 51381 was installed on
the airplane.

(d) For airplanes without Airbus
Modification 51318, do the inspection in
either paragraph (d)(1) or (d)(2) of this AD,
including any applicable related investigative
action. For airplanes with Airbus
Modification 51318, do the inspection in
paragraph (d)(2) of this AD. Do the inspection
at the applicable time in paragraph (b) or (c)
of this AD, in accordance with the applicable
service bulletin.

(1) Do a detailed inspection for
discrepancies of the grease and gear teeth of
the radial variable differential transducer
(RVDT) driving ring and the gears in the
RVDT gearboxes. If there are no
discrepancies (such as metallic particles in
the grease, abnormal wear of the gear teeth,
or missing rubber sealant at the mating face
between the main fitting and the RVDT
gearbox), repeat the inspection per paragraph
(e) of this AD. If there are discrepancies,
within 3 months after the inspection, do the
inspection in paragraph (d)(2) of this AD.

(2) Do a detailed inspection for damage of
the chrome on the bearing surface of the NLG
main fitting barrel under the NWS rotating
sleeve. If there is no damage (such as flaking,
corrosion, or blistering), repeat the inspection
per paragraph (e) of this AD. If there is
damage, do the corrective action in paragraph
(f) of this AD.

Note 1: For the purposes of this AD, a
detailed inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally

supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

Repetitive Inspections

(e) Repeat the applicable inspection
required by paragraph (d) of this AD at the
applicable interval in paragraph (e)(1) or
(e)(2) of this AD until paragraph (f) of this AD
is accomplished.

(1) If the most recent inspection performed
is the inspection in paragraph (d)(1) of this
AD, then repeat the selected inspection at
intervals not to exceed 8 months.

(2) If the most recent inspection performed
is the inspection in paragraph (d)(2) of this
AD, then repeat the selected inspection at
intervals not to exceed 18 months.

Corrective Actions

(f) Except as provided by paragraph (d)(1)
of this AD, for airplanes on which any
damage or discrepancy is found during any
inspection required by paragraph (d) or (e) of
this AD: Prior to further flight, do the
corrective action in accordance with the
applicable service bulletin. Where the service
bulletin recommends contacting Messier-
Dowty for appropriate action: Before further
flight, repair per a method approved by either
the Manager, International Branch, ANM-
116, FAA, Transport Airplane Directorate; or
the Direction Générale de I’ Aviation Civile
(DGAQ) (or its delegated agent).

No Reporting Requirements

(g) Where the Messier-Dowty service
bulletins specify to submit a reporting form
to the manufacturer, this AD does not
include such a requirement.

Alternative Methods of Compliance

(h) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-1186, is
authorized to approve alternative methods of
compliance for this AD.

Note 2: The subject of this AD is addressed
in French airworthiness directives 2001—
503(B) R3, dated October 1, 2003; and 2001—
504(B) R4, dated October 1, 2003.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-13562 Filed 6-15-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003-NM-214-AD]

RIN 2120-AA64

Airworthiness Directives; Boeing

Model 777-200 and —-300 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Boeing Model 777-200 and —300
series airplanes. This proposal would
require modification of the bolt holes of
the lower side of the body splice t-chord
common to the paddle fitting of the
lower wing panel. The modification
includes performing a high frequency
eddy current inspection of the fastener
hole for cracks, repairing the hole if
necessary, and replacing the fasteners
with new inconel bolts. This action is
necessary to prevent fatigue cracks in
the lower t-chord at the bolt holes
common to the paddle fittings that
could result in fractures of one or more
of the t-chord segments, which could
lead to detachment of the lower wing
panel and consequent loss of the wing.
This action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
August 2, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM—114,
Attention: Rules Docket No. 2003—-NM—
214-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
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“Docket No. 2003—-NM-214—AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplanes, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington.

FOR FURTHER INFORMATION CONTACT: Gary
Oltman, Aerospace Engineer, Airframe
Branch, ANM-120S, FAA, Seattle
Aircraft Certification Office, 1601 Lind
Avenue, SW., Renton, Washington
98055—4056; telephone (425) 917-6443;
fax (425) 917-6590

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

¢ Organize comments issue-by-issue. For
example, discuss a request to change the
compliance time and a request to change the
service bulletin reference as two separate
issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2003-NM-214-AD.”

The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-214-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

The FAA has received a report
indicating that, during full scale fatigue
testing of a Boeing Model 777 series
airplane, fatigue cracks were found in
the lower side of the body splice t-chord
common to the paddle fitting bolt holes.
Fatigue cracks were found on both sides
of the airplane between stringers 1 and
14. This condition, if not prevented,
could result in fractures of one or more
of the t-chord segments, which could
lead to detachment of the lower wing
panel and consequent loss of the wing.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Service Bulletin 777-57A0040,
Revision 1, dated July 10, 2003, which
describes procedures for performing
repetitive ultrasonic and high frequency
eddy current (HFEC) inspections of the
t-chord for cracks, and modification of
the lower paddle fitting fasteners. The
modification includes performing a high
frequency eddy current inspection of
the fastener hole for cracks, repairing
the hole if necessary, and replacing the
fasteners with new inconel bolts. The
service bulletin also specifies contacting
the manufacturer for certain repair
conditions. Accomplishment of the
modification ends the repetitive
inspections.

Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed rule would
require accomplishment of the actions
specified in the service bulletin
described previously, except as
discussed below.

Differences Between Proposed Rule and
Service Bulletin

Operators should note that the service
bulletin specifies doing repetitive
ultrasonic and HFEC inspections until
the modification is accomplished.
However, this proposal only specifies

performing the modification of the bolt
holes of the lower side of the body
splice t-chord common to the paddle
fitting of the lower wing panel (includes
replacing the fasteners with new inconel
bolts, performing an HFEC inspection of
the fastener hole for cracks, and
repairing the hole as applicable). We
can better ensure long-term continued
operational safety by modifications or
design changes to remove the source of
the problem, rather than by repetitive
inspections. Long-term inspections may
not provide the degree of safety
necessary for the transport airplane
fleet. This, coupled with a better
understanding of the human factors
associated with numerous repetitive
inspections, has led us to consider
placing less emphasis on special
procedures and more emphasis on
design improvements. We also
considered that the work hours needed
to do the inspections in Part 1 of the
service bulletin are comparable to the
work hours needed to do the
modification in Part 2 of the service
bulletin. We were informed that most
likely the inspections would be skipped
and only the modification would be
accomplished. In consideration of all of
these factors, we determined that
performing the modification best
addresses the unsafe condition, while
still maintaining an adequate level of
safety.

Operators should also note that,
although the service bulletin specifies
that the manufacturer may be contacted
for additional instructions for repair of
certain cracks, this proposal would
require the repair to be accomplished
per a method approved by the FAA, or
per data meeting the type certification
basis of the airplane approved by a
Boeing Company Designated
Engineering Representative who has
been authorized by the FAA to make
such findings.

Cost Impact

There are approximately 262
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
73 airplanes of U.S. registry would be
affected by this proposed rule, that it
would take approximately 34 work
hours per airplane to accomplish the
proposed modification, and that the
average labor rate is $65 per work hour.
Required parts would cost between
approximately $21,686 and $24,803 per
airplane. Based on these figures, the cost
impact of the proposed rule on U.S.
operators is estimated to be between
$1,744,408 and $1,971, 949, or between
$23,896 and $27,013 per airplane.

The cost impact figure discussed
above is based on assumptions that no
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operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this proposed AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Boeing: Docket 2003—-NM-214—-AD.

Applicability: Model 777-200 and —300
series airplanes, as listed in Boeing Service
Bulletin 777-57A0040, Revision 1, dated July
10, 2003; certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent fatigue cracks in the lower t-
chord at the bolt holes common to the paddle
fittings that could result in fractures of one
or more of the t-chord segments, which could
lead to detachment of the lower wing panel
and consequent loss of the wing, accomplish
the following:

Modification of the Lower Paddle Fitting
Bolt Holes/Fastener Replacement

(a) At the later of the times specified in
paragraphs (a)(1) and (a)(2) of this AD,
modify the bolt holes of the lower side of the
body splice t-chord common to the paddle
fitting of the lower wing panel (includes
performing a high frequency eddy current
inspection of the fastener hole for cracks,
repairing the hole if necessary, and replacing
the fasteners with new inconel bolts) by
accomplishing all of the actions specified in
“Part 2—Preventative Modification” of the
Work Instructions of Boeing Service Bulletin
777-57A0040, Revision 1, dated July 10,
2003, except as provided by paragraph (b) of
this AD. Any applicable repair must be
accomplished before further flight.

(1) Prior to the accumulation of 20,000
total flight cycles or 60,000 total flight hours,
whichever is first.

(2) Within 1,500 days or 8,000 flight cycles
after the effective date of this AD, whichever
is first.

(b) If any crack is found during the
modification required by paragraph (a) of this
AD, the service bulletin specifies to contact
Boeing for additional instructions: Before
further flight, repair per a method approved
by the Manager, Seattle Aircraft Certification
Office (ACO), FAA; or per data meeting the
type certification basis of the airplane
approved by a Boeing Company Designated
Engineering Representative who has been
authorized by the Manager, Seattle ACO, to
make such findings. For a repair method to
be approved, the approval must specifically
reference this AD.

Alternative Methods of Compliance

(c) In accordance with 14 CFR 39.19, the
Manager, Seattle ACO, is authorized to
approve alternative methods of compliance
for this AD.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 04—13561 Filed 6—15—-04; 8:45 am]

BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2004-NM-33—-AD]
RIN 2120-AA64

Airworthiness Directives; Boeing
Model 767-300 and —400ER Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Boeing Model 767-300 and
—400ER series airplanes. This proposal
would require replacing the tie rods for
the waste tank cradle, related
investigative actions, corrective actions,
and special retrofit action if necessary.
This action is necessary to prevent
possible failure of the main deck floor
stanchions and consequent collapse of
the main floor during an emergency
landing, which could result in
passenger injury and impede passenger
evacuation from the airplane. This
action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
August 2, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2004—NM—
33—AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227—-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2004—NM-33-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplanes, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington.
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FOR FURTHER INFORMATION CONTACT:
Susan Rosanske, Aerospace Engineer,
Cabin Safety and Environmental
Systems Branch, ANM-150S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055-4056; telephone
(425) 917-6448; fax (425) 917—6590.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

e Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

e Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2004-NM—-33—-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2004-NM-33-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

The FAA has received a report from
the airplane manufacturer indicating
that an internal design review revealed
that the tie rods on certain Boeing
Model 767-300 and —400ER series
airplanes, which support the waste tank
cradle, do not meet the 9g forward
emergency landing load requirements. If
a 9g forward event occurs, the tie rods
could fail. Failure of the tie rods could
result in damage to or possible failure of
the main deck floor stanchions and
consequent collapse of the main floor,
which could result in passenger injury
and impede passenger evacuation from
the airplane in an emergency situation.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Alert Service Bulletins 767—
38A0062 (for Model 767—-300 series
airplanes) and 767-38A0063 (for Model
767—400ER series airplanes), both dated
August 15, 2002, which describe
procedures for replacing the tie rods for
the waste tank cradle with new,
improved tie rods, related investigative
actions, corrective actions, and special
retrofit action if necessary. The related
investigative actions are general and
detailed visual inspections of the tie
rods and fittings for structural damage
(i.e., deformation, cracks, or other
damage). The corrective actions are
measuring the old tie rods to adjust the
new tie rods for proper fit; removing the
old tie rods; and installing the new tie
rods. The special retrofit action is
contacting Boeing for special retrofit
procedures in the event that structural
damage is found during the related
investigative actions. Accomplishment
of the actions specified in the service
bulletins is intended to adequately
address the identified unsafe condition.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require accomplishment of the actions
specified in the applicable service
bulletin described previously, except as
discussed below.

Difference Between Proposed Rule and
Service Bulletins

Although the service bulletins specify
that operators may contact the
manufacturer for disposition of certain
repair conditions, this proposed AD
would require operators to repair those
conditions per a method approved by
the FAA.

Cost Impact

There are approximately 97 airplanes
of the affected design in the worldwide
fleet. The FAA estimates that 42
airplanes of U.S. registry would be
affected by this proposed AD, that it
would take approximately 2 work hours
per airplane to accomplish the proposed
actions, and that the average labor rate
is $65 per work hour. Required parts
would cost approximately $2,471 per
airplane. Based on these figures, the cost
impact of the proposed AD on U.S.
operators is estimated to be $109,242, or
$2,601 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this proposed AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions. The
manufacturer may cover the cost of
replacement parts associated with this
proposed AD, subject to warranty
conditions. Manufacturer warranty
remedies may also be available for labor
costs associated with this proposed AD.
As a result, the costs attributable to the
proposed AD may be less than stated
above.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, 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. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
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location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Boeing: Docket 2004—NM—-33-AD.

Applicability: Model 767-300 series
airplanes, as listed in Boeing Alert Service
Bulletin 767-38A0062, dated August 15,
2002; and Model 767—400ER series airplanes,
as listed in Boeing Alert Service Bulletin
767—-38A0063, dated August 15, 2002;
certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of the main deck floor
stanchions and consequent collapse of the
main floor during an emergency landing,
which could result in passenger injury and
impede passenger evacuation from the
airplane, accomplish the following:

Replacement and Related Investigative and
Corrective Actions and Retrofit Action

(a) Within 18 months after the effective
date of this AD: Replace the four tie rods for
the waste tank cradle with new tie rods and
do all applicable related investigative
actions/corrective and special retrofit actions
by accomplishing all the actions in the
Accomplishment Instructions of Boeing Alert
Service Bulletins 767—-38A0062 (for Model
767-300 series airplanes) and 767—-38A0063
(for Model 767—400ER series airplanes), both
dated August 15, 2002; as applicable. Do the
actions in accordance with the applicable
service bulletin except as provided by
paragraph (b) of this AD. Accomplish any
related investigative, corrective, or special
retrofit action before further flight.

(b) If any deformation, crack, or other
damage is found during any related
investigative action required by paragraph (a)
of this AD, and the bulletin specifies
contacting Boeing for appropriate action:
Before further flight, perform the special
retrofit action per a method approved by the
Manager, Seattle Aircraft Certification Office
(ACO), FAA. For a retrofit method to be
approved by the Manager, Seattle ACO, as
required by this paragraph, the Manager’s
approval letter must specifically refer to this
AD.

Parts Installation

(c) As of the effective date of this AD, no
person may install any tie rod for the waste
tank cradle having part number 251T0100—
1401, 251T0100-1402, 251T0100-1403, or
251T0100-1404, on any airplane.

Alternative Methods of Compliance

(d) In accordance with 14 CFR 39.19, the
Manager, Seattle ACO, FAA, is authorized to
approve alternative methods of compliance
(AMOCs) for this AD.

Issued in Renton, Washington, on June 7,
2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—13560 Filed 6—15—-04; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2004-18038; Directorate
Identifier 2004—-NE-01-AD]

RIN 2120-AA64

Airworthiness Directives; Honeywell
International Inc., (Formerly
AlliedSignal, Inc., Formerly Textron
Lycoming) T5309, T5311, T5313B,
T5317A, T5317A-1, and T5317B Series,
and T53-L-9, T53-L-11, T53-L-13B,
T53-L-13BA, T53-L-13B S/SA, T53-L-
13B S/SB, T53-L-13B/D, and T53-L-
703 Series Turboshaft Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
Honeywell International Inc. (formerly
AlliedSignal, Inc., formerly Textron
Lycoming), T5309, T5311, T5313B,
T5317A, T5317A-1, and T5317B series
turboshaft engines, installed on, but not
limited to, Bell 205 and Kaman K-1200
series helicopters, and T53-L—9, T53-L—
11, T53-L-13B, T53-L-13BA, T53-L—
13B S/SA, T53-L-13B S/SB, T53-L—
13B/D, and T53-L—-703 series turboshaft
engines, installed on, but not limited to,
Bell AH-1 and UH-1 helicopters,
certified under § 21.25 or 21.27 of the
Code of Federal Regulations (14 CFR
21.25 or 14 CFR 21.27). This proposed
AD would require operators to remove
from service affected compressor, gas
producer, and power turbine rotating
components at reduced life limits, and
would require use of replacement
drawdown schedules for components on
certain engine models that exceed the

new limits. This proposal results from
continuous analysis of field-returned
hardware indicating smaller service life
margins than originally expected. We
are proposing this AD to prevent failure
of the compressor, gas producer, and
power turbine rotating components
which could result in an uncontained
failure of the engine and damage to the
helicopter.

DATES: We must receive any comments

on this proposed AD by August 16,
2004.

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

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

e 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—
0001.

e Fax: (202) 493-2251.

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.

You can get the service information
identified in this proposed AD from
Honeywell International Inc., Attn: Data
Distribution, M/S 64-3/2101-201, P.O.
Box 29003, Phoenix, AZ 85038-9003;
telephone: (602) 365—2493; fax: (602)
365-5577.

You may examine the comments on
this proposed AD in the AD docket on
the Internet at http://dms.dot.gov.

FOR FURTHER INFORMATION CONTACT:
Robert Baitoo, Aerospace Engineer, Los
Angeles Aircraft Certification Office,
FAA, Transport Airplane Directorate,
3960 Paramount Blvd., Lakewood, CA
90712-4137; telephone: (562) 627-5245,
fax: (562) 627-5210.

SUPPLEMENTARY INFORMATION:
Docket Management System (DMS)

We have implemented new
procedures for maintaining AD dockets
electronically. As of May 17, 2004, we
posted new AD actions on the DMS and
assigned a DMS docket number. We
track each action and assign a
corresponding Directorate identifier.
The DMS docket No. is in the form
“Docket No. FAA-200X-XXXXX.” Each
DMS docket also lists the Directorate
identifier (“‘Old Docket Number”’) as a
cross-reference for searching purposes.
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Comments Invited

We invite you to submit any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include ‘“Docket No. FAA—
2004—-18038; Directorate Identifier
2004-NE-01-AD” in the subject line of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of the proposed AD. We will
consider all comments received by the
closing date and may amend the
proposed 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 proposed AD.
Using the search function of the DMS
web site, anyone can find and read the
comments in any of our dockets,
including the name of the individual
who sent the comment (or signed the
comment on behalf of an association,
business, labor union, etc.). 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.

We are reviewing the writing style we
currently use in regulatory documents.
We are interested in your comments on
whether the style of this document is
clear, and your suggestions to improve
the clarity of our communications that
affect you. You can get more
information about plain language at
http://www.faa.gov/language and http://
www.plainlanguage.gov.

Examining the AD Docket

You may examine the docket that
contains the proposal, any comments
received and, any final disposition in
person at the 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
ADDRESSES. Comments will be available
in the AD docket shortly after the DMS
receives them.

Discussion

Honeywell International Inc.
(formerly AlliedSignal Inc., formerly
Textron Lycoming), has advised us that
continuous analysis of field-returned
hardware indicates smaller service life
margins than originally intended for

certain compressor, gas producer, and
power turbine rotating components
installed in T5309, T5311, T5313B,
T5317A, T5317A~1, and T5317B series
turboshaft engines, which are installed
on, but not limited to, Bell 205 and
Kaman K-1200 series helicopters, and
T53-L-9, T53-L-11, T53-L—-13B, T53—
1L-13BA, T53-L-13B S/SA, T53-L-13B
S/SB, T53-L-13B/D, and T53-L-703
series turboshaft engines, installed on,
but not limited to, Bell AH-1 and UH-
1 helicopters, certified under § 21.25 or
21.27 of the Code of Federal Regulations
(14 CFR 21.25 or 14 CFR 21.27). This
condition, if not corrected, could result
in uncontained failure of the engine due
to fatigue-cracked engine rotor disks.

Relevant Service Information

We have reviewed and approved the
technical contents of the following
service bulletins (SBs) that describe
reduced limits for removal from service
of affected compressor, gas producer,
and power turbine rotating components:

e Lycoming SB No. 0002, Revision 2,
dated March 6, 1989.

e Honeywell International Inc. SB No.
T5313B/17-0020, Revision 7, dated
November 21, 2002.

¢ Honeywell International Inc. SB No.
T53-L-13B-0020, Revision 3, dated
October 25, 2001.

e Honeywell International Inc. SB No.
T53-L—-13B/D-0020, Revision 2, dated
November 25, 2002.

¢ Honeywell International Inc. SB No.
T53-L-703-0020, Revision 2, dated
November 25, 2002.

We have also reviewed and approved
the technical contents of the following
SBs that describe replacement
drawdown schedules for components
that exceed new limits listed in the SBs.

¢ Honeywell International Inc. SB No.
T5313B-0125, dated March 15, 2001.

e Honeywell International Inc. SB No.
T5317-0125, dated March 15, 2001.

e Honeywell International Inc. SB No.
T53-L-13B-0125, dated April 5, 2001.

¢ Honeywell International Inc. SB No.
T53-L-13B/D-0125, dated April 5,
2001.

¢ Honeywell International Inc. SB No.
T53-L-703-0125, dated April 5, 2001.

FAA’s Determination and Requirements
of the Proposed AD

We have evaluated all pertinent
information and identified an unsafe
condition that is likely to exist or
develop on other products of this same
type design. Therefore, we are
proposing this AD, which would:

e Require operators to remove from
service affected compressor, gas
producer, and power turbine rotating
components at reduced life limits; and

¢ Require use of replacement
drawdown schedules for affected
components that exceed the new limits.

The FAA Engine & Propeller
Directorate has coordinated the reduced
life limits for engines installed on
surplus military aircraft certified under
§21.25 or 21.27 of the Code of Federal
Regulations (14 CFR 21.25 or 14 CFR
21.27), with the FAA Rotorcraft
Directorate. The proposed AD would
require you to use the service
information described previously to
perform these actions.

Costs of Compliance

There are about 4,500 Honeywell
International Inc. (formerly
AlliedSignal, Inc., formerly Textron
Lycoming), T5309, T5311, T5313B,
T5317A, T5317A—-1, and T5317B series
turboshaft engines, installed on, but not
limited to, Bell 205 and Kaman K-1200
series helicopters, and T53-L—9, T53-L—
11, T53-L-13B, T53-L-13BA, T53-L—
13B S/SA, T53-L-13B S/SB, T53-L—
13B/D, and T53-L—-703 series turboshaft
engines, installed on, but not limited to,
Bell AH-1 and UH-1 helicopters,
certified under § 21.25 or 21.27 of the
Code of Federal Regulations (14 CFR
21.25 or 14 CFR 21.27), of the affected
design in the worldwide fleet. We
estimate that 300 engines installed on
helicopters of U.S. registry would be
affected by this proposed AD, and that
the prorated cost of the life reduction
per engine would be about $250,000.
Based on these figures, we estimate the
total cost of the proposed AD to U.S.
operators to be $75,000,000.

Regulatory Findings

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

For the reasons discussed above, I
certify that the proposed regulation: 1.

Is not a ““significant regulatory action”
under Executive Order 12866;

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

3. Would 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 a summary of the costs
to comply with this proposal and placed
it in the AD Docket. You may get a copy
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of this summary at the address listed
under ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Under the authority delegated to me
by the Administrator, the Federal
Aviation Administration proposes to
amend 14 CFR part 39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

Honeywell International Inc. (formerly
AlliedSignal, Inc., formerly Textron
Lycoming): Docket No. FAA-2004—
18038; Directorate Identifier 2004—NE—
01-AD.

Comments Due Date

(a) The Federal Aviation Administration
(FAA) must receive comments on this
airworthiness directive (AD) action by
August 16, 2004.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Honeywell
International Inc., (formerly AlliedSignal,
Inc., formerly Textron Lycoming) T5309,
T5311, T5313B, T5317A, T5317A-1, and
T5317B series turboshaft engines, installed
on, but not limited to, Bell 205 and Kaman
K-1200 series helicopters, and T53-L-9,
T53-L-11, T53-L-13B, T53-L—-13BA, T53—
L-13B S/SA, T53-L-13B S/SB, T53-L-13B/
D, and T53-L-703 series turboshaft engines,
installed on, but not limited to, Bell AH-1
and UH-1 helicopters, certified under § 21.25
or 21.27 of the Code of Federal Regulations
(14 CFR 21.25 or 14 CFR 21.27).

Unsafe Condition

(d) This AD results from continuous
analysis of field-returned hardware
indicating smaller service life margins than
originally expected. We are issuing this AD
to prevent failure of compressor, gas
producer, and power turbine rotating
components, which could result in an
uncontained failure of the engine and
damage to the helicopter.

Compliance

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

T5309, T5311, T53-L-9, and T53-L-11
Series Turboshaft Engines

(f) For T5309, T5311, T53-L—9, and T53—
L—11 series turboshaft engines, within 100
operating hours after the effective date of this
AD, compute the total operating hours and
cycles and replace rotating components
before they exceed the service life limits. Use
2.a. through 2.f. and Component Service Life
Limits Table 1 of Accomplishment
Instructions of Lycoming Service Bulletin
(SB) No. 0002, Revision 2, dated March 6,
1989.

T5313B, T5317A, T5317A-1, and T5317B
Turboshaft Engines

(g) For T5313B, T5317A, T5317A-1, and
T5317B turboshaft engines, within 100
operating hours after the effective date of this
AD, compute the total operating hours and
cycles and replace the rotating components
before they exceed the service life limits. Use
2.A. through 2.K. and Component Service
Life Limits Table 1 of Accomplishment
Instructions of Honeywell International Inc.
SB No. T5313B/17—-0020, Revision 7, dated
November 21, 2002.

(h) For T513B, T5317A, T5317A~1, and
T5317B turboshaft engines that have one or
more rotating components that exceed the
limits specified in Component Service Life
Limits Table 1 of Honeywell International
Inc. SB No. T5313B/17-0020, Revision 7,
dated November 21, 2002, replace the
components using the applicable drawdown
schedule in Table 1 of Honeywell
International Inc. SB No. T5313B-0125,
dated March 15, 2001 or Honey well
International Inc. SB No. T5317-0125, dated
March 15, 2001.

T53-L-13B, T53-L-13BA, T53-L-13B S/SA,
and T53-L-13B S/SB Turboshaft Engines

(i) For T53-L-13B, T53-L-13BA, T53-L—
13B S/SA, and T53-L—-13B S/SB turboshaft
engines, within 100 operating hours after the
effective date of this AD, compute the total
operating hours and cycles and replace the
rotating components before they exceed the
service life limits. Use 2.A. through 2.]. and
Component Service Life Limits Table 1 of
Accomplishment Instructions of Honeywell
International Inc. SB No. T53-L-13B-0020,
Revision 3, dated October 25, 2001.

(j) For T53-L—-13B, T53-L—13BA, T53-L—
13B S/SA, and T53-L-13B S/SB turboshaft
engines that have one or more rotating
components that exceed the limits in
Component Service Life Limits Table 1 of
Honeywell SB No. T53-L-13B-0020,
Revision 3, dated October 25, 2001, replace
the components using the applicable
drawdown schedule in Table 1 of Honeywell
International Inc. SB No. T53-L-13B-0125,
dated April 5, 2001.

T53-L-13B/D Turboshaft Engines

(k) For T53-L—13B/D turboshaft engines,
within 100 operating hours after the effective
date of this AD, compute the total operating
hours and cycles and replace the rotating
components before they exceed the service
life limits. Use 2.A. through 2.]. and
Component Service Life Limits Table 1 of
Accomplishment Instructions of Honeywell
International Inc. SB No. T53-L-13B/D—
0020, Revision 2, dated November 25, 2002.

(1) For T53-L—13B/D turboshaft engines
that have one or more rotating components
that exceed the limits in Component Service
Life Limits Table 1 of Honeywell
International Inc. SB No. T53-L—-13B/D—
0020, Revision 2, dated November 25, 2002,
replace the components using the applicable
drawdown schedule in Table 1 of Honeywell
International Inc. SB No. T53-L-13B/D—
0125, dated April 5, 2001.

T53-L-703 Turboshaft Engines

(m) For T53-L—-703 turboshaft engines,
within 100 operating hours after the effective
date of this AD, compute the total operating
hours and cycles and replace the rotating
components before they exceed the service
life limits. Use 2.A. through 2.K. and
Component Service Life Limits Table 1 of
Accomplishment Instructions of Honeywell
International Inc. SB No. T53-L-703-0020,
Revision 2, dated November 25, 2002.

(n) For T53-L~703 turboshaft engines that
have one or more rotating components that
have exceeded the limits in Component
Service Life Limits Table 1 of Honeywell
International Inc. SB No. T53-L-703-0020,
Revision 2, dated November 25, 2002, replace
the components using the applicable
drawdown schedule in Table 1 of Honeywell
International Inc. SB No. T53-L-703-0125,
dated April 5, 2001.

Computing Compliance Intervals

(o) For the purposes of this AD, use the
effective date of this AD for computing
compliance intervals whenever the SBs refer
to the release date of the SB.

Prohibition of Removed Rotating
Components

(p) Do not reinstall any rotating component
that is replaced as specified in paragraphs (f)
through (n) of this AD, into any engine.

Alternative Methods of Compliance

(q) The Manager, Los Angeles Aircraft
Certification Office, has the authority to
approve alternative methods of compliance
for this AD if requested using the procedures
found in 14 CFR 39.19.

Material Incorporated by Reference
(r) None.

Related Information

(s) None.

Issued in Burlington, Massachusetts, on
June 3, 2004.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 04—13564 Filed 6—15—-04; 8:45 am)]
BILLING CODE 4910-13-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 2

[Docket No. 2003P-0029]

RIN 0910-AF18

Use of Ozone-Depleting Substances;

Removal of Essential-Use
Designations

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend its regulation on the use of
ozone-depleting substances (ODSs) in
self-pressurized containers to remove
the essential-use designations for
albuterol used in oral pressurized
metered-dose inhalers (MDIs). Under
the Clean Air Act, FDA, in consultation
with the Environmental Protection
Agency (EPA), is required to determine
whether an FDA-regulated product that
releases an ODS is an essential use of
the ODS. Two albuterol MDIs that do
not use an ODS are currently marketed.
FDA has tentatively determined that the
two non-ODS MDIs will be satisfactory
alternatives to albuterol MDIs
containing ODSs and are proposing to
remove the essential-use designation for
albuterol MDIs. If the essential-use
designation is removed, albuterol MDIs
containing an ODS could not be
marketed after a suitable transition
period.

DATES: Submit written or electronic
comments by August 16, 2004.
ADDRESSES: You may submit comments,
identified by [Docket No. 2003P-0029],
by any of the following methods:

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

¢ Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for
submitting comments on the agency
Web site.

¢ E-mail: fdadockets@oc.fda.gov.
Include [Docket No. 2003P-0029] in
the subject line of your e-mail
message.

e FAX: 301-827-6870.

¢ Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM
submissions]: Division of Dockets
Management, 5630 Fishers Lane,
rm. 1061, Rockville, MD 20852.

Instructions: All submissions received

must include the agency name and

Docket No. 2003P-0029 for this
rulemaking. All comments received will
be posted without change to http://
www.fda.gov/dockets/ecomments,
including any personal information
provided. For detailed instructions on
submitting comments and additional
information on the rulemaking process,
see the “Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.fda.gov/dockets/ecomments and/
or the Division of Dockets Management,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

FOR FURTHER INFORMATION CONTACT:
Wayne H. Mitchell, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.

SUPPLEMENTARY INFORMATION:
Table of Contents

L. Albuterol
II. CFCs
III. Regulation of ODSs
A. The 1978 Rules
B. The Montreal Protocol
C. The 1990 Amendments to the
Clean Air Act
D. EPA’s Implementing Regulations
E. FDA’s 2002 Regulation
F. The Stakeholder’s Petition
IV. Application of the Criteria to
Remove the Essential-Use Designation
for Albuterol CFC MDIs
A. Non-ODS Products Have the Same
Active Moiety With the Same Route
of Administration, for the Same
Indication, and With
Approximately the Same Level of
Convenience of Use
1. The Same Active Moiety
2. The Same Route of Administration
3. The Same Indications
4. Approximately the Same Level of
Convenience of Use
B. Supplies and Production Capacity
for the Non-ODS Products Will
Exist at Levels Sufficient to Meet
Patient Need
C. Adequate U.S. Postmarketing Use
Data Are Available for the Non-ODS
Products
D. Patients Are Adequately Served by
the Non-ODS Products
V. Potential Effective Dates
VI. Decision XV/5
VII. Environmental Impact
VIII. Analysis of Impacts
A. Introduction
B. Objective of the Proposed Rule
C. Current Conditions
1. CFCs and Stratospheric Ozone

2. Effects of the Montreal Protocol
3. Asthma
4. COPD
5. Current U.S. MDI Market
D. Benefits of Earlier Phaseout Dates
1. Controlled Transition to Non-CFC
MDIs
2. Value of Reduced ODS Emission
3. International Cooperation
4. Encouraging Innovation
E. Costs of Earlier Phaseout Dates
F. Insurance and Third Party Payers
G. Small Business Impact
1. Affected Sector and Nature of
Impacts
2. Alternatives
3. Outreach
H. Conclusion
IX. References
X. The Paperwork Reduction Act of
1995
XI. Federalism
XII. Request for Comments

1. Albuterol

Albuterol is a relatively selective
beta,—adrenergic agonist used in the
treatment of bronchospasm associated
with asthma and chronic obstructive
pulmonary disease (COPD). Albuterol
has the molecular formula C,3H,NOs.
Albuterol is the name established for the
drug by the U.S. Pharmacopeia and the
U.S. Adopted Names Council. FDA uses
the name albuterol, and it is the name
commonly used in the United States. In
most of the rest of the world, the drug
is called salbutamol, which is the
international nonproprietary name for
the drug (the name recommended by the
World Health Organization). Albuterol
is widely used in its sulfate salt form,
which has the molecular formula
(C|3H2]NO3)2H2804. We WIH use
“albuterol” to refer to both albuterol
base and albuterol sulfate, unless
otherwise indicated.

Albuterol is available in many dosage
forms for the treatment of asthma and
COPD. Syrups and tablets may be taken
by mouth to be absorbed into the blood
through the digestive tract. Albuterol
drug products are marketed in various
forms for inhalational use. Albuterol is
available in inhalation solutions for use
in nebulizers and was previously
marketed in the United States in a
compact dry-powder inhaler. Most
important for purposes of this
document, albuterol is marketed in
MDIs, which are small, pressurized
aerosol devices that deliver a measured
dose of an aerosol into a patient’s mouth
for inhalation into the lungs.

Albuterol MDIs were first approved
for use in the United States in 1981,
when the new drug applications (NDAs)
for VENTOLIN (NDA 18—473) and
PROVENTIL (NDA 17-559) albuterol
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MDIs were approved by FDA. The first
generic albuterol MDI was approved in
1995. Albuterol MDIs have historically
used the chlorofluorocarbons (CFCs)
trichlorofluoromethane (CFC-11) and
dichlorodifluoromethane (CFC-12) as
propellants.

Albuterol MDIs are among the most
widely used drug products for the
treatment of asthma and COPD. Because
of albuterol’s relatively rapid onset of
action, albuterol MDIs are frequently
used as “rescue” inhalers for treatment
of bronchospasm during acute episodes.
Albuterol MDIs can be considered
lifesaving for some patients at certain
times; they are very important for
controlling symptoms in many more
patients who suffer from asthma or
COPD. We recognize and take very
seriously our obligation to examine with
particular care any action that may
affect the availability of these important
drugs.

II. CFCs

CFCs are organic compounds that
contain carbon, chlorine, and fluorine
atoms. CFCs were first used
commercially in the early 1930s as a
replacement for hazardous materials
then used in refrigeration, such as sulfur
dioxide and ammonia. Subsequently,
CFCs were found to have a large number
of uses, including as solvents and as
propellants in self-pressurized aerosol
products, such as MDIs.

CFCs are very stable in the
troposphere, the lowest part of the
atmosphere. They move to the
stratosphere, a region that begins about
10 to 16 kilometers (km) (6 to 10 miles)
above Earth’s surface and extends up to
about 50 km (31 miles) altitude. Within
the stratosphere, there is a zone about
15 to 40 km (10 to 25 miles) above the
Earth’s surface in which ozone is
relatively highly concentrated. This
zone in the stratosphere is generally
called the ozone layer. Once in the
stratosphere, CFCs are gradually broken
down by strong ultraviolet light, where
they release chlorine atoms that then
deplete stratospheric ozone. Depletion
of stratospheric ozone by CFCs and
other ODSs allows more ultraviolet-B
(UV-B) radiation to reach the Earth’s
surface, where it increases skin cancers
and cataracts, and damages some marine
organisms, plants, and plastics.

IIL. Regulation of ODSs

The link between CFCs and the
depletion of stratospheric ozone was
discovered in the mid-1970s. Since
1978, the U.S. Government has pursued
a vigorous and consistent policy
through the enactment of laws and
regulations, of limiting the production,

use, and import of ODSs, including
CFGCs.

A. The 1978 Rules

In the Federal Register of March 17,
1978 (43 FR 11301 at 11318), FDA and
EPA published rules banning, with a
few exceptions, the use of CFCs as
propellants in aerosol containers. These
rules were issued under authority of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 321 et seq.) and the
Toxic Substances Control Act (15 U.S.C.
2601 et seq.) respectively. FDA’s rule
(the 1978 rule) was codified as §2.125
(21 CFR 2.125). The rules issued by FDA
and EPA had been preceded by rules
issued by FDA and the Consumer
Product Safety Commission requiring
products that contain CFC propellants
to bear warning statements on their
labeling (42 FR 22018, April 29, 1977;
42 FR 42780, August 24, 1977).

The 1978 rule prohibited the use of
CFCs as propellants in self-pressurized
containers in any food, drug, medical
device, or cosmetic. As originally
published, the rule listed five essential
uses that were exempt from the ban. The
third listed essential use was for
“[m]etered-dose adrenergic
bronchodilator human drugs for oral
inhalation.” This language describes
albuterol MDIs, so the list of essential
uses did not have to be amended in
1981 when VENTOLIN and PROVENTIL
albuterol MDIs were approved by FDA.

The 1978 rule provided criteria for
adding new essential uses, and several
uses were added to the list, the last one
in 1996. The 1978 rule did not provide
any mechanism for removing essential
uses from the list as alternative products
were developed or CFC-containing
products were removed from the
market. The absence of a removal
procedure came to be viewed as a
deficiency in the 1978 rule, and was
addressed in a later rulemaking,
discussed in section IILE of this
document.

B. The Montreal Protocol

On January 1, 1989, the United States
became a party to the Protocol on
Substances that Deplete the Ozone
Layer (Montreal Protocol) (September
16, 1987, 26 .L.M. 1541 (1987),
available at http://www.unep.org/ozone/
pdfs/Montreal-Protocol2000.pdf (FDA
has verified the Web site address, but
FDA is not responsible for any
subsequent changes to the Web site after
this document has published in the
Federal Register). The United Sates
played a leading role in the negotiations
of the Montreal Protocol, believing that
internationally coordinated control of
ozone-depleting substances would best

protect both the U.S. and global public
health and the environment from
potential adverse effects of depletion of
stratospheric ozone. Currently, there are
186 parties to this treaty.! When it
joined the treaty, the United States
committed to reducing production and
consumption of certain CFCs to 50
percent of 1986 levels by 1998 (Article
2(4) of the Montreal Protocol). It also
agreed to accept an “‘adjustment”
procedure, whereby, following
assessment of the existing control
measures, the parties could adjust the
scope, amount and timing of those
control measures for substances already
subject to the Montreal Protocol. As the
evidence regarding the impact of ODSs
on the ozone layer became stronger, the
parties utilized this adjustment
procedure to change the treaty’s
obligations and accelerate the phaseout
of ODSs. At the fourth meeting of the
parties to the Montreal Protocol, held at
Copenhagen in November 1992, the
parties adjusted Article 2 of the
Montreal Protocol to eliminate the
production and importation of CFCs in
parties that are developed countries by
January 1, 1996 (Decision IV/2).2 The
adjustment also indicated that it would
apply “save to the extent that the Parties
decide to permit the level of production
or consumption that is necessary to
satisfy uses agreed by them to be
essential” (Article 2A(4)). Under the
treaty’s rules of procedure, the parties
may make such an essential use
decision by a two-thirds majority vote,
although, to date, all such decisions
have been made by consensus.

To produce or import CFCs for an
essential use under the Montreal
Protocol, a party must request and
obtain approval for an exemption at a
meeting of the Parties. One of the most
important essential uses of CFCs under
the Montreal Protocol is their use in

1The summary descriptions of the Montreal
Protocol and decisions of parties to the Montreal
Protocol contained in this document are presented
here to help you understand the background of the
action we are proposing. These descriptions are not
intended to be formal statements of policy regarding
the Montreal Protocol. Decisions by the parties to
the Montreal Protocol are cited in this document in
the conventional format of “Decision IV/2,” which
refers to the second decision recorded in the Report
of the Fourth Meeting of the parties to the Montreal
Protocol on Substances That Deplete the Ozone
Layer. Reports of meetings of the parties to the
Montreal Protocol may be found on the United
Nations Environment Programme’s Web site at
http://www.unep.org/ozone/mop/mop-
reports.shtml. (FDA has verified the Web site
address, but FDA is not responsible for any
subsequent changes to the Web site after this
document publishes in the Federal Register.)

2Production of CFCs in economically less-
developed countries is being phased out and is
scheduled to end by January 1, 2010. See Article
2a of the Montreal Protocol.
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MDIs for the treatment of asthma and
COPD. The decision on whether the use
of CFCs in MDIs is “essential” for
purposes of the Montreal Protocol turns
on whether: ““(1) It is necessary for the
health, safety, or is critical for the
functioning of society (encompassing
cultural and intellectual aspects) and (2)
there are no available technically and
economically feasible alternatives or
substitutes that are acceptable from the
standpoint of environment and health”
(Decision IV/25). Each request and any
subsequent exemption is for only 1
year’s duration (Decision V/18). Since
1994 the United States and some other
parties to the Montreal Protocol have
annually requested, and been granted,
essential-use exemptions for the
production or importation of CFCs for
their use in MDIs for the treatment of
asthma and COPD (see, among others,
Decisions VI/9 and VII/28). The
exemptions have been consistent with
the criteria established by the Parties,
which make the grant of an exemption
contingent on a finding that the use for
which the exemption is being requested
is essential for health, safety, or the
functioning of society, and that there are
no available technically and
economically feasible alternatives or
substitutes that are acceptable from the
standpoint of health or the environment
(Decision IV/25).

Phasing out the use of CFCs in MDIs
for the treatment of asthma and COPD
has been an issue of particular interest
to the parties to the Montreal Protocol.
Several decisions of the parties have
dealt with the transition to CFC-free
MDIs, including the following
decisions:

e Decision VIII/10 required the parties
that are developed to take various
actions to promote industry’s
participation in a smooth and efficient
transition away from CFC-based MDIs
(San Jose, Costa Rica, 1996).

¢ Decision IX/19 required the parties
that are developed countries to present
an initial national or regional transition
strategy by January 31, 1999 (Montreal,
1997).

e Decision XII/2 elaborated on the
required content of national or regional
transition strategies required under
Decision IX/19 and indicated that any
MDI for the treatment of asthma or
COPD approved for marketing after 2000
would not be an “essential use” unless
it met the criteria laid out by the Parties
for essential uses. (Ouagadougou,
Burkina Faso, 1999).

e Decision XIV/5 requested that each
party report annually the quantities of
CFC and non-CFC MDIs and dry-powder
inhalers sold or distributed within the
party and the approval and marketing

status of non-CFC MDIs and dry-powder
inhalers. Decision XIV/5 also noted
“with concern the slow transition to
CFC-free metered-dose inhalers in some
Parties”. (Rome, 2002).

¢ Decision XV/5 required parties that
are developed countries to submit a
plan of action that includes a specific
date by which time the party will stop
seeking essential-use exemptions for
CFCs for albuterol MDIs (Nairobi, 2003).
Decision XV/5 is discussed in more
detail in section VI of this document.

On the basis of these decisions, many
Parties have made substantial progress
in phasing out CFCs from MDIs.

C. The 1990 Amendments to the Clean
Air Act

In 1990, Congress amended the Clean
Air Act to, among other things, better
protect stratospheric ozone (Public Law
101-549, November 15, 1990) (the 1990
amendments). The 1990 amendments
were drafted to complement and be
consistent with our obligations under
the Montreal Protocol (see section 614
of the Clean Air Act (42 U.S.C. 7671m)).
Section 614(b) of the Clean Air Act
provides that in the case of a conflict
between any provision of the Clean Air
Act and any provision of the Montreal
Protocol, the more stringent provision
will govern. Section 604 of the Clean
Air Act requires the phaseout of the
production of CFCs by 2000 (42 U.S.C.
7671c)3, while section 610 of the Clean
Air Act (42 U.S.C. 7671i) required EPA
to issue regulations banning the sale or
distribution in interstate commerce of
nonessential products containing CFCs.
Sections 604 and 610 provide
exceptions for “medical devices.”
Section 601(8) (42 U.S.C. 7671(8)) of the
Clean Air Act defines “medical device”
as

any device (as defined in the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321)),
diagnostic product, drug (as defined in the
Federal Food, Drug, and Cosmetic Act), or
drug delivery system-

(A) if such device, product, drug, or drug
delivery system utilizes a class I or class II
substance for which no safe and effective
alternative has been developed, and where
necessary, approved by the Commissioner [of
Food and Drugs]; and

(B) if such device, product, drug, or drug
delivery system, has, after notice and
opportunity for public comment, been
approved and determined to be essential by
the Commissioner [of Food and Drugs] in
consultation with the Administrator [of the
U.S. EPA].

3In conformance with Decision IV/2, EPA issued
regulations accelerating the complete phaseout of
CFCs, with exceptions for essential uses, to January
1, 1996 (58 FR 65018, December 10, 1993).

D. EPA’s Implementing Regulations

EPA regulations implementing the
Montreal Protocol and the stratospheric
ozone protection provisions of the 1990
amendments are codified in part 82 of
title 40 of the Code of Federal
Regulations (40 CFR part 82). (See 40
CFR 82.1 for a statement of intent.) Like
the 1990 amendments, EPA’s
implementing regulations contain two
separate prohibitions, one on the
production and transfer of CFCs
(subpart A of 40 CFR part 82) and the
other on the sale or distribution of
products containing CFCs (40 CFR
82.66).

The prohibition on production and
transfer of CFCs contains an exception
for essential uses and, more specifically,
for essential MDIs. The definition of
essential MDI at 40 CFR 82.3 requires
that the MDI be intended for the
treatment of asthma or COPD, be
essential under the Montreal Protocol,
and if the MDI is for sale in the United
States, be approved by FDA and listed
as essential in FDA’s regulations at
§2.125.

The prohibition on the sale of
products containing CFCs includes a
specific prohibition on aerosol products
or other pressurized dispensers. The
aerosol product ban contains an
exception for medical devices listed in
§2.125(e). The term “medical device” is
used with the same meaning it was
given in the 1990 amendments and
includes drugs as well as medical
devices.

E. FDA’s 2002 Regulation

In the 1990s, we decided that §2.125
required revision to better reflect our
obligations under the Montreal Protocol,
the 1990 amendments, and EPA’s
regulations, and to encourage the
development of ozone-friendly
alternatives to medical products
containing CFCs. In particular, as
acceptable alternatives that did not
contain CFCs or other ODSs came on the
market, there was a need to provide a
mechanism to remove essential uses
from the list in § 2.125(e). In the Federal
Register of March 6, 1997 (62 FR
10242), we published an advance notice
of proposed rulemaking (ANPRM) in
which we outlined our then-current
thinking on the content of an
appropriate rule regarding ODSs in
products FDA regulates. We received
almost 10,000 comments on the
ANPRM. In response to the comments,
we revised our approach and drafted a
proposed rule published in the Federal
Register of September 1, 1999 (64 FR
47719) (the 1999 proposed rule). We
received 22 comments on the proposed
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rule. After minor revisions in response
to these comments, we published a final
rule in the Federal Register of July 24,
2002 (67 FR 48370) (the 2002 rule)
(corrected in 67 FR 49396, July 30, 2002,
and 67 FR 58678, September 17, 2002).

Among other changes, the 2002 rule,
in revised § 2.125(g)(3), set standards
that FDA would use for determining
whether the use of an ODS in a medical
product is no longer essential. The 2002
rule provided that to remove an
essential-use designation, FDA must
find that:

¢ At least one non-ODS product with
the same active moiety is marketed with
the same route of administration, for the
same indication, and with
approximately the same level of
convenience of use as the ODS product
containing that active moiety;

e Supplies and production capacity
for the non-ODS product(s) exist or will
exist at levels sufficient to meet patient
need;

¢ Adequate U.S. postmarketing use
data is available for the non-ODS
product(s); and

¢ Patients who medically required the
ODS product are adequately served by
the non-ODS product(s) containing that
active moiety and other available
products.

To remove the essential-use
designation of an active moiety
marketed in an ODS product
represented by one NDA, there must be
at least one acceptable alternative, while
for an active moiety marketed in ODS
products and represented by two or
more NDAs, there must be at least two
acceptable alternatives.

Because there are multiple NDAs for
albuterol MDIs containing an ODS, the
rule requires that there must be at least
two acceptable alternatives available for
us to remove the essential-use
designation for albuterol. We have
tentatively concluded that there are two
acceptable alternatives for albuterol
MDIs containing an ODS.

FDA approved the NDA for
PROVENTIL HFA, albuterol sulfate
MDI, on August 15, 1996 (NDA 20-503),
and the product was introduced into the
U.S. market later that year. VENTOLIN
HFA, albuterol sulfate MDI, was
approved on April 19, 2001 (NDA 20—
983), and it was introduced into the U.S.
market in February 2002. Both of these
products use the hydrofluoroalkane
HFA-134a as a replacement for ODSs.
HFA-134a does not affect stratospheric
ozone. We will use the phrase HFA
MDIs to refer to both of these products
as we discuss in section IV of this
document how these products meet the
criteria for being alternatives to
albuterol CFC MDIs.

There is a separate essential-use
designation for metered-dose
ipratropium bromide and albuterol
sulfate, in combination, administered by
oral inhalation for human use
§2.125(e)(2)(viii). This essential use was
added to the list of essential uses
(§2.125(e)) even though albuterol and
ipratropium bromide were already
separately included in the list of
essential uses. (See 60 FR 53725,
October 17, 1995, and 61 FR 15699,
April 9, 1996.) The only drug product
marketed under the essential use
designation for metered-dose
ipratropium bromide and albuterol
sulfate, in combination, is Boehringer
Ingelheim Phamaceuticals’ product
Combivent. Because Combivent has two
active ingredients, it is not subject to
Decision XV/5 (discussed in section VI
of this document), which concerns MDIs
with albuterol as the sole active
ingredient. This rulemaking will not
affect the essential use status of
Combivent.

F. The Stakeholders Petition

Fran Du Melle, Executive Vice
President of the American Lung
Association, submitted a citizen petition
on behalf of the U.S. Stakeholders
Group on MDI Transition on January 29,
2003 (Docket No. 2003P-0029/CP1)(the
Stakeholders’ petition). The petition
requested that we initiate rulemaking to
remove the essential-use designation of
albuterol MDIs. In addition to
manyother issues discussed in the
petition, the petitioners expressed
concerns about the possibility that the
parties to the Montreal Protocol could
refuse to allocate CFCs for use in
albuterol CFC MDIs adversely affecting
a smooth transition that ensured
adequate supplies of both albuterol CFC
MDIs and albuterol HFA MDIs
(Stakeholder’s petition at 3-4). Another
concern expressed in the petition was
the possibility that supplies of
pharmaceutical grade CFCs could be
interrupted by actions of other
countries. These issues are discussed in
section IV.D of this document.

Many comments were submitted to
the docket for this petition. Commenters
included GlaxoSmithKline (GSK),
Honeywell Chemicals (Honeywell),
National Economic Research Associates,
Inc., patient advocacy groups, a drug
industry association, and a law firm.
Comments on the Stakeholder’s petition
may be seen in the Division of Dockets
Management (see ADDRESSES) between 9
a.m. and 4 p.m., Monday through
Friday.

While we found the citizen petition
and comments on the petition
informative and relied on some of the

information provided by the petition
and comments in preparing this
document, this proposed rule is not
being issued in response to the petition.
Section 2.125(g) requires that a petition
present “compelling evidence”
demonstrating that the criteria for
removing an essential use are met. We
concluded that the petition, though
informative, did not provide the level of
evidence needed for us to initiate
rulemaking. This proposed rule is being
issued on our own initiative in
accordance with the Clean Air Act and
the Montreal Protocol.

IV. Application of the Criteria to
Remove the Essential-Use Designation
for Albuterol CFC MDIs

A. Non-ODS Products Have the Same
Active Moiety With the Same Route of
Administration, for the Same
Indication, and With Approximately the
Same Level of Convenience of Use

Section 2.125(g)(4)(i) provides that
alternatives must ‘“contain the same
active moiety * * * with the same route
of administration, for the same
indication, and with approximately the
same level of convenience of use as the
ODS products.” We will examine how
each component of this criterion applies
to the albuterol HFA MDIs.

1. The Same Active Moiety

Active moiety is defined in
§314.108(a) (21 CFR 314.108(a)) as

the molecule or ion, excluding those
appended portions of the molecule that cause
the drug to be an ester, salt (including a salt
with hydrogen or coordination bonds), or
other noncovalent derivative (such as a
complex, chelate, or clathrate) of the
molecule, responsible for the physiological or
pharmacological action of the drug
substance.

The active ingredient in the albuterol
CFC MDIs is the albuterol base,
albuterol, while the active ingredient in
albuterol HFA MDIs is the sulfate salt of
albuterol, albuterol sulfate. The active
moiety of both is albuterol; therefore,
both the albuterol CFC MDIs and
albuterol HFA MDIs have the same
active moiety.

2. The Same Route of Administration

Both the albuterol CFC MDIs and
albuterol HFA MDIs are MDIs used for
oral inhalation. They both have the
same route of administration.

3. The Same Indications

We have provided, for comparison,
the labeled indications for albuterol CFC
MDIs and albuterol HFA MDIs in table
1 of this document.
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TABLE 1.—INDICATIONS FOR ALBUTEROL MDIs
Products Indications

PROVENTIL (ODS)’

spasm.

PROVENTIL Inhalation Aerosol is indicated in patients 12 years of age and older, for the prevention and relief of bron-
chospasm in patients with reversible obstructive airway disease, and for the prevention of exercise-induced broncho-

PROVENTIL HFA

bronchospasm.

PROVENTIL HFA Inhalation Aerosol is indicated in adults and children 4 years of age and older for the treatment or
prevention of bronchospasm with reversible obstructive airway disease and for the prevention of exercise-induced

VENTOLIN (ODS)2

VENTOLIN Inhalation Aerosol is indicated for the prevention and relief of bronchospasm in patients 4 years of age
and older with reversible obstructive airway disease and for the prevention of exercise-induced bronchospasm in pa-
tients 4 years of age and older.

VENTOLIN HFA

VENTOLIN HFA is indicated for the treatment or prevention of bronchospasm in adults and children 4 years of age
and older with reversible obstructive airway disease and for the prevention of exercise-induced bronchospasm in pa-
tients 4 years of age and older.

1The labeled indications for Warrick brand albuterol metered-dose inhalers (MDIs) are identical to those of PROVENTIL ozone-depleting sub-

stance (ODS). Warrick MDlIs contain ODSs.

2The labeled indications for generic albuterol MDIs manufactured by Armstrong Pharmaceuticals and PLIVA are identical to those of
VENTOLIN (ODS). Generic albuterol MDlIs contain ODSs.

The labeled indications for albuterol
HFA MDIs are essentially identical to
those for VENTOLIN(ODS) MDIs and
somewhat broader than the indications
for PROVENTIL (ODS) MDIs (‘““adults
and children 4 years of age and older”
for albuterol HFA MDIs as opposed to
“‘patients 12 years of age and older” for
PROVENTIL (ODS)).

We have also looked at significant
uses of albuterol CFC MDIs that may not
be included in the labeled uses. We are
unaware of any off-label use of albuterol
CFC MDIs for which albuterol HFA
MDIs would not be a satisfactory
alternative.

4. Approximately the Same Level of
Convenience of Use

In the preamble to the 2002 rule, we
stated that in evaluating whether an
alternative has approximately the same
level of convenience of use compared to
the ODS product containing the same
active moiety, FDA will consider
whether:

¢ The product has approximately the
same or better portability,

e The product requires approximately
the same amount of or less preparation
before use, and

¢ The product does not require
significantly greater physical effort or
dexterity (67 FR 48370 at 48377).

Albuterol HFA MDIs are
approximately the same small size and
light weight as the albuterol CFC MDIs
and are, therefore, equally portable.

The only noteworthy difference in
amount of preparation between the
albuterol CFC MDIs and albuterol HFA
MDIs is that patients using albuterol
HFA MDIs may need to more closely
follow the labeling instructions on
cleaning the mouthpiece, even though
cleaning instructions are included in the

patient labeling for both albuterol CFC
MDIs and albuterol HFA MDIs. We do
not consider 30 seconds spent cleaning
the mouthpiece once a week to prevent
clogging (see approved labeling for
PROVENTIL HFA and VENTOLIN HFA)
to be a significant difference in amount
of preparation.

The method of operation of the
albuterol CFC MDIs and albuterol HFA
MDIs is the same, and although the
albuterol CFC MDIs and albuterol HFA
MDIs use different valves, the MDIs do
not differ significantly in the amount of
strength needed to operate them. We
have tentatively concluded that
albuterol HFA MDIs have approximately
the same level of convenience as
albuterol CFC MDIs.

B. Supplies and Production Capacity for
the Non-ODS Products Will Exist at
Levels Sufficient to Meet Patient Need

In many ways, this is the most
difficult criterion to apply. Industry is
understandably reluctant to allocate the
resources necessary to establish new
manufacturing facilities to ensure
adequate supplies and production of
albuterol HFA MDIs without assurance
that albuterol CFC MDIs will be phased
out. At the same time, we cannot
eliminate the essential use of ODSs for
albuterol MDIs until we are assured of
adequate supplies and production of
alternative products. We have carefully
considered GSK’s comment on the
Stakeholders’ petition (Docket No.
2003P-0029/C2) (GSK comment). In
their comment, GSK projected that they
could have capacity to produce
adequate supplies of VENTOLIN HFA
within 12 to 18 months of the start of
their production scale-up (GSK
comment at 7). The production scale-up
would presumably start when we

publish the final rule eliminating the
essential use of ODSs in albuterol MDIs.
GSK did not describe the circumstances
that were presumed for their projection.
GSK did not explain what they meant
by “adequate supplies and production
capacity”” (GSK comment at 7). The
manufacturer of PROVENTIL HFA, 3M
Co. (3M), has not submitted any
comments on the Stakeholders’ petition
and we have no information about their
plans regarding future supplies and
production capacity. With the relatively
minimal amount of information on
production capacity that we currently
have, we have tentatively concluded
that capacity to produce adequate
supplies of non-ODS albuterol MDIs
could be in place no sooner than 12
months after date of publication in the
Federal Register of any final rule based
on this proposed rule. We welcome the
submission of additional information on
the production and supply of alternative
products, and the time it may take to
put in place any additional production
capacity that may be needed to meet
projected U.S. needs.

In the 2002 rule, we stated that we
“generally will expect the non-ODS
product to be manufactured at multiple
manufacturing sites if the ODS product
was manufactured at multiple
manufacturing sites” (67 FR 48370 at
48374). We do not require that
replacement products be manufactured
at multiple sites; the only requirement
is that supplies and production capacity
for the non-ODS product exist at levels
sufficient to meet patient need.
However, we did note in the 2002 rule
that multiple manufacturing sites
increase the likelihood that a
manufacturer will be able to supply the
replacement drug in the event of an
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unforeseen circumstance that shuts
down one site. (See 67 FR 48370 at
48377.) We do not believe that this issue
is a concern in this proposed
rulemaking. GSK and 3M will be
making albuterol HFA MDIs at separate
facilities. As an additional assurance in
this regard, GSK said that the three
European supply sites that manufacture
albuterol HFA MDIs for non-U.S.
markets could be used as an alternative
in an emergency (GSK comment at 8).

C. Adequate U.S. Postmarketing Use
Data Are Available for the Non-ODS
Products

PROVENTIL HFA has been on the
market 7 years, and VENTOLIN HFA
has been on the market for more than 2
years. As with all new drug products,
we have periodically examined reports
made to our MedWatch system* and
reports made to FDA by and for the
sponsors of the NDAs for PROVENTIL
HFA and VENTOLIN HFA. These
reports do not reveal any unexpected
adverse events, nor do they reveal any
unanticipated problems with the safety,
effectiveness, tolerability, and patient
acceptance of albuterol HFA MDIs when
the products are properly used.

We have read with interest a report of
a study conducted in the United
Kingdom of patients using VENTOLIN
EVOHALER, a product substantially
similar to VENTOLIN HFA.5 This report
supports our conclusion that albuterol
HFA MDIs are well tolerated and
accepted by patients.

While additional information is
always welcome, we have tentatively
determined that we do not need the
results of additional studies to make a
valid scientific assessment of the safety,
effectiveness, tolerability, and patient
acceptance of albuterol HFA MDIs. As
we stated in the 1999 proposed rule, we
will not require a postmarketing study
if available data, including more
traditional postmarketing surveillance
data, are sufficient to support a finding
that the CFC product is no longer
essential (64 FR 47719 at 47730).

D. Patients Are Adequately Served by
the Non-ODS Products

PROVENTIL HFA and VENTOLIN
HFA were demonstrated to be safe and

4MedWatch is FDA’s safety information and
adverse event reporting program that allows health
care professionals and consumers to report serious
problems they suspect are associated with the drugs
and medical devices they prescribe, dispense, or
use.

5 Craig-McFeely, P.M., L.V. Wilton, J.B. Soriano,
et al., “Prospective Observational Cohort Safety
Study to Monitor the Introduction of a Non-CFC
Formulation of Salbutamol with HFA134a in
England,” International Journal of Clinical
Pharmacology and Therapeutics, 41:67-76, 2003.

effective during the review of their
NDAs. Data submitted with the NDAs
showed that PROVENTIL HFA and
VENTOLIN HFA are similarly tolerated
compared to albuterol CFC MDIs, and
patient compliance rates in the studies
were comparable. All of the information
available to us currently indicates that
PROVENTIL HFA and VENTOLIN HFA
will adequately serve all patient
populations currently using albuterol
CFC MDIs.

Albuterol CFC MDIs are only
available in one strength, 0.09
milligrams per inhalation. PROVENTIL
HFA and VENTOLIN HFA are available
in strengths equivalent to 0.09
milligrams of albuterol base per
inhalation. Because albuterol CFC MDIs
are only available in one strength,
alternative products need not be
available in more than one strength to
adequately serve patients. (See the 2002
rule (67 FR 48370 at 48374).)

In the preamble to the 2002 rule, we
said we will “consider whether a high-
priced non-ODS product is effectively
unavailable to a portion of the patient
population because they cannot afford
to buy the product” (67 FR 48370 at
48374). As explained in section VIII.C.5
of this document, current retail prices of
PROVENTIL HFA and VENTOLIN HFA
are in excess of $20 more than the prices
of generic albuterol CFC MDIs. This
price difference is undesirable in that
some patients whose drug expenditures
are not covered by third parties may
choose not to buy these MDIs that may
be important to their health. However,
FDA lacks adequate evidence to
estimate precisely the number of MDIs
that might not be bought as the result of
this price increase or what the public
health consequences of such decisions
would be. The best evidence available to
us indicates that the demand for
prescription drugs is generally quite
inelastic with respect to price changes,
so even this relatively large price
increase is likely to cause changes in the
consumption of MDIs that are quite
small relative to the market. When
generic albuterol CFC MDIs first came
on the market in 1995 and 1996, we did
not see any clear indication that
underserved patients who had not been
purchasing the more expensive
VENTOLIN ODS or PROVENTIL ODS
began to purchase the lower-priced
generics. Increases in total sales of
albuterol MDIs around that time have
been attributed to the continuing rising
incidence of asthma and COPD. Still,
given the number of albuterol canisters
sold yearly in the United States, even a
minor change could amount to as many
as a million MDI canisters not
purchased each year. Section VIII of this

document describes the analysis we
used in reaching this tentative
conclusion.

Private and public health insurance
should ameliorate some of the
anticipated adverse impacts of price
increases, though differences in co-
payments between generics and branded
products may make these inhalers more
expensive for even insured patients.
Programs run, or supported, by the
pharmaceutical industry to provide low-
cost or free drugs to less-affluent
patients should also reduce the effect of
price increases. Information on such
programs has been submitted to FDA by
GSK describing their “Bridges to
Access,” “‘Orange Card,” “Together Rx
Card,” and “Promise” Programs, as well
as their commitment to provide 2
million free HFA canisters per year
beginning at the time of the effective
date of a final rule removing the
essential-use designation of albuterol
MDIs (see GSK comment at p. 15, and
GSK’s supplementary comment dated
August 5, 2003 (Docket No. 2003P-0029/
SUP 1).) At this time, FDA believes that
the information provided by GSK is
insufficient to fully evaluate the extent
that these programs would assist low-
income uninsured patients and seeks
further details on how they would
specifically address this issue. We seek
comments from manufacturers and
other interested persons on any similar
efforts indicating how these programs
might alleviate concerns over patient
access for low-income, uninsured
patients after the effective date.

We are particularly interested in
receiving comments that provide more
data on how the expected price
increases for albuterol MDIs will affect
the public health.

As described in section V of this
document, the effects of any price
increases on the availability of non-ODS
products, and any potential resulting
impacts on public health associated
with such price increases, can, in
theory, be reduced by adjusting the
effective date of the rule to be closer to
the time when low-cost generic copies
of PROVENTIL HFA and VENTOLIN
HFA will be available, which could be
in either 2010 or 2015, depending on
which patents control the availability of
generic alternatives. We say “in theory”
because such an outcome rests on the
assumption that the United States can
continue to successfully petition the
Parties to the Montreal Protocol to grant
the United States an essential use
exemption for CFCs for use in albuterol
MDIs for a time period up to 2010 or
2015. At present, the United States has
received approval for an essential use
exemption for 2005, and a request for an
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exemption for 2006 is pending for
consideration by the Parties to the
Montreal Protocol in November 2004.
The Parties will not approve U.S.
essential use exemption requests
indefinitely. Therefore the projected
impacts in tables 2 and 3 of this
document, may overestimate actual
impacts because the analysis assumes
approval of essential use exemptions
through 2015. In fact, the Montreal
Protocol’s technical review group and
many parties already have informally
discussed a target date of 2005 for
discontinuing exemptions for albuterol
CFC MDIs. They may believe this target
date is warranted because, for some time
now, there have been at least two
alternatives to albuterol CFC MDIs in
the United States and other developed
countries that appear to meet the
medical needs of patients. However, in
many countries, the price differential
between the albuterol CFC MDIs and
albuterol HFA MDIs is less than that in
the United States, and medication
reimbursement is handled differently in
these countries. By virtue of having
albuterol HFA alternatives available,
many other developed countries have
achieved a phaseout of albuterol CFC
MDIs already and virtually all will do so
earlier than 2010 or 2015. Therefore,
these Parties to the Montreal Protocol
have already questioned, and are likely
to continue to question, why the United
States has not made similar progress.
This questioning on the part of other
developed countries could affect future
U.S. nominations for essential-use CFCs.

Another issue that should be
considered in determining an
appropriate effective date is the
availability of pharmaceutical grade
CFGs for use in MDIs. We have received
a comment on the Stakeholder’s petition
from Honeywell (Docket No. 2003P-
0029/C9). The comment states that
Honeywell has been informed by the
government of the Netherlands that
production of CFCs will not be
permitted at Honeywell’s Weert,
Netherlands plant past the end of 2005.
The Weert plant is currently the only
source of pharmaceutical grade CFCs
used in the United States. Honeywell
also said that they planned to renew
production of certain pharmaceutical-
grade CFCs this year at a plant in Baton
Rouge, Louisiana that previously
produced these CFCs and that they
would be able to ship the
pharmaceutical grade CFCs to customers
this year also. We have no reason to
disbelieve Honeywell’s statements that
they will have the capacity to supply
the domestic demand for
pharmaceutical grade CFCs from their

Baton Rouge plant. However it is worth
noting that Honeywell has not produced
pharmaceutical grade CFC-11 or CFC-12
at Baton Rouge since 1995, and we
cannot be certain that Honeywell will
meet their goals.

Accordingly, the decision on what
timeframe to use for removing the
domestic essential-use status of
albuterol must take into account several
factors. On the one hand, it must
consider the potential but uncertain
health benefit that may result from
ensuring a stable price for albuterol
MDIs for a long period of time.
Conversely, it must take into account
several significant possibilities: that the
United States will not be able to procure
a long-term exemption for albuterol; that
a unilateral U.S. action permitting use of
albuterol CFC MDIs for up to a decade
longer than other developed nations is
likely to lead the parties to the Montreal
Protocol to impose a more abrupt
reduction in the exemption granted the
United States; and that, in the near term,
it is possible there may be a disruption
in supply of pharmaceutical-grade
CFCs. Based on our preliminary
analysis, we have tentatively concluded
that patients will be adequately served
by albuterol HFA MDIs within the
timeframes discussed in this document;
therefore we are initiating rulemaking at
this time. We hope that comments
received on this proposed rule will
further establish the adequacy of the
HFA products to meet patients’ needs
(including issues of cost and access), as
well as the potential risks to patients of
misjudging the degree to which CFCs
may continue to be available for
albuterol MDIs, to help us establish an
optimal effective date for albuterol CFCs
no longer to be designated essential.

V. Potential Effective Dates

Setting an appropriate effective date
for the elimination of the essential use
designation for albuterol MDIs is one of
the key aspects of this proposed
rulemaking. No albuterol CFC MDIs can
be legally marketed in the United States
after the effective date of the final rule
based on this proposal. We are
particularly interested in receiving
comments on what would be an
appropriate effective date for this
rulemaking.

As we discussed in section IV.B of
this document, we have tentatively
concluded that capacity to produce
adequate supplies of non-ODS albuterol
MDIs could be in place no sooner than
12 months after date of publication in
the Federal Register of any final rule
based on this proposed rule. An
effective date that does not allow the
creation of adequate production

capacity would not be appropriate, and
persons submitting comments on an
effective date should keep this
consideration in mind.

Section 505(b)(1) of the act (21 U.S.C.
355(b)(1)) requires that persons
submitting NDAs to FDA include
information about all patents that claim
the drug for which the NDA is
submitted. We publish that information
in Approved Drug Products With
Therapeutic Equivalence Evaluations
(the Orange Book). We note that the last
listed patent for an albuterol HFA MDI
expires in 2015. Another listed patent
expires in 2010. Thus, lower priced
generic versions of albuterol HFA MDIs
can be expected to be marketed as early
as 2010, or as late as 2015 depending on
the validity of the patents involved.
While we do not have the expertise to
evaluate the validity of the patents, it
seems at least possible that key patents
could be successfully challenged well
before 2015 or perhaps even 2010,
allowing generic drugs to enter the
market much earlier than anticipated.
We welcome comments from interested
parties on when patents may cease to
bar the marketing of generic albuterol
HFA MDIs. In addition we seek
comments on the feasibility of generic
manufacturers obtaining rights to use
patented technology before the
expiration of the patents. While the
availability of lower-priced generic
albuterol HFA MDIs should remove any
concerns that patients might not be
adequately served by alternatives to
albuterol CFC MDIs due to the higher
prices of albuterol HFA MDIs, the future
availability of generics may not be
relevant to the ability of the United
States to continue to receive exemptions
for albuterol CFC MDIs (see section IV.D
of this document).

The year 2010, in addition to its
potential significance for patents on
albuterol HFA MDIs, will be a major
milestone in the regulation of ODSs
under the Montreal Protocol. Beginning
January 1, 2010, production and
importation of new CFCs would be
generally banned in all parties that are
countries that are parties to the
Montreal Protocol, both economically
developed and less-developed countries
(See paragraphs 4 and 8 of Article 2A
of the Montreal Protocol (as amended)).
There is an exception to this general ban
for essential uses, but as we discussed
in section IV.D of this document, the
parties to the Montreal Protocol will be
more reluctant to allocate CFCs for
essential uses as time passes. We believe
that the United States should take all
appropriate action to support the global
phaseout of CFCs, and eliminating the
essential use for albuterol CFC MDIs,
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before January 1, 2010, may be such an
appropriate action.

Having weighed the public health,
economic, and environmental impacts
associated with this determination, we
have tentatively concluded that
currently no date after December 31,
2009, appears to be a practical effective
date for this rulemaking, just as no date
earlier than 12 months after publication
of a final rule would appear to be a
practical effective date. In any case, our
current intention is to establish the
earliest effective date that will
adequately protect the public health of
the United States. We invite comments
on an appropriate effective date for the
final rulemaking. Persons submitting
comments on an appropriate effective
date may wish to discuss how suggested
effective dates would affect supplies
and production capacity of non-ODS
albuterol products and how different
dates would affect the degree to which
patients are adequately served by the
non-ODS products. Interested persons
may wish to comment on effective dates
that are later than 2009 or earlier than
12 months after publication of the final
rule.

VI. Decision XV/5

The parties to the Montreal Protocol
held their 15th meeting at Nairobi,
Kenya on November 10 through 14,
2003. The parties agreed to Decision
XV/5, which states that no essential
uses of CFCs will be authorized for
parties that are developed countries at
the 17th meeting of the parties (Autumn
2005), or thereafter, unless the party
requesting the essential-use allocation
has submitted an action plan. Among
other items, the action plan is required
to include a specific date by which the
party will cease requesting essential-use
allocations of CFCs for albuterol MDIs to
be sold or distributed in developed
countries. The action plan must be
submitted before the 25th meeting of the
Open-Ended Working Group ¢ (Summer
2005).

In addition to fulfilling our
obligations under the Clean Air Act and
other provisions of the Montreal
Protocol, this proposed rulemaking is
intended to provide the specific date
after which the United States will not
request essential-use allocations of CFCs
for albuterol MDIs. We realize that some

6 The Open-Ended Working Group (OEWG) was
established in 1989 at the first meeting of the
parties to the Montreal Protocol held in Helsinki.
The OEWG, among other duties, considers
proposals for amendments and adjustments to the
Montreal Protocol and prepares consolidated
reports based on the reports of various scientific,
technical, and economic panels. These proposals
and reports may then be subsequently acted on by
a meeting of the parties to the Montreal Protocol.

comments received in response to this
notice of proposed rulemaking may state
that it is impractical to set a specific
date for this purpose. However, based
on the information we currently have,
we believe that it will be both practical
and desirable to establish a specific
phaseout date for albuterol CFC MDIs.

VII. Environmental Impact

We have carefully considered the
potential environmental effects of this
action. We have tentatively concluded
that the action will not have a
significant adverse impact on the
human environment, and that an
environmental impact statement is not
required. Our initial finding of no
significant impact and the evidence
supporting that finding, contained in a
draft environmental assessment, may be
seen in the Division of Dockets
Management (see ADDRESSES) between 9
a.m. and 4 p.m., Monday through
Friday. We invite comments on the draft
environmental assessment. Comments
on the draft environmental assessment
may be submitted in the same way as
comments on this document (see
DATES).

VIII. Analysis of Impacts
A. Introduction

We have examined the proposed rule
under Executive Order 12866 and the
Regulatory Flexibility Act (5 U.S.C.
601-612) and the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4)
(UMRA), and the Congressional Review
Act. 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). This
proposed regulation is considered an
economically significant regulatory
action under Executive Order 12866.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing ‘‘any rule that
includes any Federal mandate that may
result in expenditure by State, local, and
tribal governments, in the aggregate, or
by the private sector, of $100,000,000 or
more (adjusted annually for inflation) in
any one year.” Currently, such a
statement is required if costs exceed

about $110 million for any one year.
The Congressional Review Act requires
that regulations determined to be major
must be submitted to Congress before
taking effect.

The removal of the essential-use
designation for ODS propellants used in
albuterol MDIs will result in the
elimination of low-priced generic
versions of these products until
protective patents for the HFA product
expire. Assuming that the generics have
otherwise received FDA approval, low-
priced generic albuterol HFA MDIs can
be expected to be marketed as soon as
legally permissible, i.e., when the
relevant patents for albuterol HFA MDIs
expire or are successfully challenged.
Currently, two versions of albuterol
MDIs are available using an ozone-safe
propellant, but at a price close to the
higher prices of branded products using
ODSs. Thus, we project that removal of
the essential-use designation for
albuterol MDIs before the albuterol HFA
MDIs patents expire will result in higher
consumer prices for this important
medication for asthma and COPD unless
and until generic versions of albuterol
HFA MDIs become available. During
this period, despite the relatively
inelastic demand for medicines
generally, the higher prices will
discourage some patients from buying
albuterol. Nonetheless, early removal of
the essential-use designation for ODSs
used in albuterol MDIs provide some
marginal environmental and health
gains related to reduced risk of skin
cancers and cataracts and increase
expected returns to research and
development of new environmentally
preferable technologies.

We note that the parties to the
Montreal Protocol may decide to cease
providing the United States and all
other countries with exemptions for
CFGs for albuterol prior to the time
when the U.S. patents will expire (see
discussion in section IV.D of this
document). This decision may occur
based on the simple availability of
alternatives. In addition, a decision by
the United States not to phase out
promptly the use of CFCs in albuterol
MDIs may be seen as discouraging
greater efforts by other countries to
comply with the Montreal Protocol.

Any economic analysis of prospective
government actions needs to begin with
a baseline from which to assess those
actions. Standard practice is to use as a
baseline the state of the world absent
the rulemaking in question, or, where
this implements a legislative
requirement, the world absent the
statute. In this world, generic albuterol
MDIs containing CFCs might remain on
the market indefinitely. To the extent
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that consumers perceive generic
albuterol HFA MDIs after they are
introduced to be perfect substitutes to
generic albuterol CFC MDIs, and generic
producers also see the choice of
propellant as immaterial, we can take a
world with generic HFA MDIs as
equivalent to the world where albuterol
CFC MDIs are marketed indefinitely.
Because the specific date by which
generic albuterol HFA MDIs will be
approved and marketed is uncertain, we
have conducted our analyses using the
dates of expiration of both the first
(2010) and the last (2015) patents
currently listed in the Orange Book for
albuterol HFA MDIs as the likely dates
for the reintroduction of generic
competition. The choice of baseline for
this analysis is in large part academic.
The baseline does not affect the
incremental costs and benefits of one
phaseout date relative to another.
Instead it affects only the
characterization of the total benefits and
costs associated with the choice of
phaseout date.

Tables 2 and 3 of this document
illustrate major quantifiable effects of
alternative dates for removing the
essential-use designation for the use of
ODSs in albuterol MDIs. Table 2 of this
document presents the effects assuming
that generics do not enter the market
until 2015, while table 3 of this
document presents the same effects with
an assumption that generics enter the
market in 2010. In the second column
of both tables 2 and 3 of this document,
we present our estimates of the
cumulative number of generic albuterol
MDIs that would be marketed between
the year the essential use is eliminated
and 2015 or 2010. For example, in the
2015 scenario, elimination of the
essential-use designation in the year
beginning July 2006 would affect a total
of 388 million generic MDIs of albuterol
that would otherwise be sold between
2007 and 2015. Similarly in that
scenario, elimination of the essential-
use designation in July 2010 would
affect 218.6 million generic MDIs of
albuterol sales. In comparison, table 3 of
this document shows that an estimated
169.4 million MDIs of generic albuterol
would be affected by elimination of
essential-use designation in 2006 and
only 42.8 million in 2009. These
estimates are adjusted for increases in
current uses derived from projections of
increased asthma prevalence based on
age-adjusted population projections and
stable incidence rates for the period.
The estimates apply age-specific asthma
incidence rates published by the Centers
for Disease Control and Prevention
(CDC) (Ref. 1) to mid-range population

projections from the Bureau of Census.
The resulting estimates of future
increases in asthma prevalence were
applied to the current quantity and
market share of MDIs to result in
projected increases in demand. The
third and fourth columns in tables 2 and
3 of this document show the increased
consumer expenditures associated with
the purchase of branded, albuterol HFA
MDIs rather than generic albuterol CFC
MDIs for each year. We note that these
expenditures represent primarily
transfers from consumers and third-
party payers to branded pharmaceutical
manufacturers and are not societal costs.
Since these estimates are based on
average retail prices they include
additional spending on parties other
than the innovative drug manufacturers,
including pharmaceutical distributors
and the retail sector. These estimates are
based on a current retail price difference
of approximately $23 between branded
and generic albuterol CFC MDIs derived
below using data from the IMS National
Prescription Audit Plus™; 1st Quarter
2004 (extracted April 2004). As we do
not have a single “best” estimate of U.S.
retail prices we discuss different data
suggesting larger and smaller price
differences. Future expenditures are
discounted to 2006 using both 7 percent
and 3 percent annual discount rates in
accordance with Office of Management
and Budget Circular A—4. For example,
the present value of increased consumer
expenditures in table 2 of this document
is expected to be about $6.9 billion if
essential-use designations are removed
in 2006 (at 7 percent), but are $5.9
billion if 2007 is the date at which the
essential use is ended. The present
value of these expenditures (transfers)
in table 3 of this document for a 2006
removal is $3.5 billion (at 7 percent),
and $2.6 billion if 2007 is the decision
year. As discussed in the following
paragraphs, we expect that between 10
and 15 percent of these expenditures are
out-of-pocket payments from patients,
between 65 and 70 percent represent
payments from private third-party
payers, and the remainder (15 to 20
percent) represent increased
government spending.

The fifth column in tables 2 and 3 of
this document illustrates a potential
reduction in therapies that may occur
due to the price increase associated with
the loss of cheaper generic competition.
We estimate in the following paragraphs
that the price increase could potentially
reduce purchases and use of MDIs by
several hundreds of thousands or more
MDIs though there is substantial
uncertainty about these estimates. We
focus on a range from 400,000 to 1

million MDIs per year. The potential
effect of the loss of medication on health
outcomes is even more uncertain, and
we have not attempted to quantify it. A
recent article in the Journal of the
American Medical Association has
found, however, that increases in
copayments for insured consumers can
reduce utilization, and may thereby
adversely attect health (Ref. 2). If it is
assumed that generics cannot enter into
the market until 2015, removal of
essential-use designations in 2006 may
result in between 3.9 and 9.7 million
fewer MDIs sold over the entire period.
This estimate assumes no price increase
to branded HFA products for the entire
period. If lower priced generic products
are reintroduced in 2010, removal of
essential-use designations in 2006 may
result in between 1.6 and 4.0 million
fewer MDIs being sold. Our estimates of
reductions in canisters are based
primarily on a response among the
uninsured, although insured consumers
may also reduce utilization in response
to higher co-pays on the branded HFA
albuterol MDIs (see Goldman et al., 2004
(Ref. 2)).

These estimates are based on very
uncertain market responses to price
changes and do not account for
potential actions that may ameliorate
this effect. For example, private
programs such as GSK’s “Bridges to
Access’ as well as its commitment to
provide 2 million MDIs of HFA
albuterol each year to physicians for
distribution to patients are not explicitly
accounted for in these estimates. We are
unable to include the commitment to
distribute free MDIs into our
quantitative analysis because of
uncertainty about the recipients. If the
MDIs went exclusively to low income
uninsured patients these estimates
would likely be a large overstatement of
expected effects. If the free MDIs went
primarily to insured patients, the
preceding estimates would remain
valid.

The sixth column in tables 2 and 3 of
this document illustrates the cumulative
reduction in CFC emissions expected
between each decision year and 2010.
The cumulative reductions in CFC
emissions are based on the 2004
allocation of approximately 1,400 metric
tons of CFCs for albuterol MDIs that
would no longer be available. If
emissions were to be reduced by this
amount, the levels of ozone in the
stratosphere would be marginally
higher, providing more protection from
harmful UV-B radiation and resulting in
reduced risks of skin cancers and
cataracts because ozone reduces human
exposure to UV-B radiation.
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The final two columns of the tables
present a measure of how the decision
to remove essential-use designations
would affect returns to the innovators of
non-ODS albuterol MDI technology. We
present the ratio of the value of U.S.
sales discounted to 2006, relative to the
value of U.S. sales if the phaseout were
in 2006. This ratio also measures how
returns to research and development
(R&D) would be affected, as the R&D
costs are independent of the phaseout
date, so that their value is immaterial
when the returns to R&D for one
possible phaseout year are expressed
relative to the returns if the phaseout
were in a different year. This measure
is expressed as a percent of the total
returns in net gains investors would
make given phaseout at the fastest
possible rate, i.e., by March 2006. The
numbers show the percent of that total
return that investors would receive for
each year’s decision on essential uses.

To estimate the returns to innovative
technology, we started our calculations
using two manufacturers’ total stated
costs to research and develop non-ODS
MDI technology worldwide and for all
products. These expenditures were

divided into the two manufacturers’
share of the increased U.S. consumer
expenditures for their branded products.
(The National Association of Chain Drug
Stores has estimated that manufacturers
receive approximately 75 percent of
branded prescription drug prices.) Thus,
the innovating firms are expected to
capture approximately 75 percent of the
total annual expenditures for albuterol
after the removal of the essential-use
designation. The difference between this
amount and their current estimated
return was estimated for each year until
generic competition is expected to
return (2015 in table 2 of this document
or 2010 in table 3 of this document).
The present values of the increased
streams of revenue are discounted
(using both a 7-percent and a 3-percent
annual discount rate) to 2006, then
normalized to the present value of the
increased revenues expected if 2006 is
the decision year. For example, if
generic competition is not expected
until 2015 (table 2 of this document), a
phaseout in 2007 would reduce the
expected return on investment in this
technology by 13 percent (using 7-
percent discount rate) or 11 percent

(using 3-percent discount rate). If
generic competition returns in 2010, a
phaseout in 2007 would reduce the
expected return on investment by 27
percent (using 7-percent discount rate)
or 26 percent (using 3-percent).

Returns on investment are very
sensitive to the current market prices in
the United States. The pharmaceutical
markets of other parties to the Montreal
Protocol operate with implicit or
explicit price controls. These pricing
agreements have depressed the potential
returns to technological innovation. For
example, we examined the relative
prices of generic albuterol CFC MDIs
and branded albuterol HFA MDIs in
three European markets (United
Kingdom, France, and Germany). The
price difference ranged between $0.30
and $0.85 per MDI. These differences
are much less than the U.S. price
difference. The U.S. decision to
eliminate albuterol CFC products is
complicated, not only because the U.S.
price difference is so large that the
phaseout may limit some consumers’
access to albuterol, but also because the
U.S. decision has a disproportionately
large effect on the returns to R&D.

TABLE 2.—MAJOR QUANTIFIABLE EFFECTS OF ALTERNATIVE DATES FOR ENDING THE ESSENTIAL-USE DESIGNATION FOR
CFCs' FOR ALBUTEROL MDIs WITH GENERIC COMPETITION IN 2015

Increased Expenditures on Discounted Innovators’
albuterol. Present Value in Revenue from U.S. Sales,
Number of 2006; (billions) Relative to Discounted
Year of Removal of Affected Possible Regltzjgegnﬁggirsgste Revegﬁgs\/ggUtZOOG
Essential-Use Canisters of Reduction in MDIs :
Designation Albuterol (millions) Relative to a Phaseout
9 (millions) 7-percent 3-percent in 2015 (metric tons)
discount rate | discount rate 7-percent 3-percent
discount discount
rate rate

2006 388.0 $6.9 $7.9 3.91t09.7 12,600 100 100
2007 346.1 $5.9 $7.0 3.5t08.7 11,200 87 89
2008 303.9 $5.0 $6.0 3.0t0 7.6 9,800 75 78
2009 261.4 $4.2 $5.1 2.6 t0 6.5 8,400 63 68
2010 218.6 $3.4 $4.2 20to 5.5 7,000 53 57
2011 175.5 $2.6 $3.3 1.8t04.4 5,600 42 47
2012 132.1 $1.9 $2.5 1.3103.3 4,200 33 37
2013 88.4 $1.2 $1.6 0.9to 22 2,800 24 28
2014 44.4 $0.6 $0.8 0.4to1.1 1,400 15 18
2015 None None None None None None None

1 CFC means chlorofluorocarbons.
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TABLE 3.—MAJOR QUANTIFIABLE EFFECTS OF ALTERNATIVE DATES FOR ENDING THE ESSENTIAL USE DESIGNATION FOR
CFCs FOR ALBUTEROL MDIs WITH GENERIC COMPETITION IN 2010

Increased Expenditures on Discounted Innovators’
albuterol. Present Value in Revenue from U.S. Sales,
Number of 2006; (billions) Reduced Aggregate Relative to Discounted
Year of Removal of Affected : : CFC Emissions Revenue With 2006
Essential-Use MDIs of Possible Reduction Relative t Ph t Ph t
Designation So in MDIs (millions) ielative 1o a Fhaseou aseou
Albuterol 7-percent 3-percent in 2015 (metric tons)
(millions) discount rate | discount rate 7-percent 3-percent
discount discount
rate rate
2006 169.4 $3.5 $3.7 1.6t0 4 5,600 100 100
2007 127.5 $2.6 $2.8 12103 4,200 73 74
2008 85.3 $1.7 $1.8 0.8to02 2,800 47 49
2009 42.8 $0.8 $0.9 0.4 to 1 1,400 23 24
2010 None None None None None None None

B. Objective of the Proposed Rule

The objective of the proposed rule is
to reduce emissions of ODSs,
specifically CFCs. CFCs and other ODSs
deplete the stratospheric ozone that
protects the Earth from ultraviolet solar
radiation. FDA is proposing to end the
essential-use designation for ODSs to be
used in albuterol MDIs, given that two
ODS-free albuterol MDIs have been
successfully marketed in the United
States for more than 2 years, and these
MDIs may provide patients with
adequate access to these medications.
Under this proposal, albuterol CFC
MDIs would no longer qualify for an
essential use, so the essential use
designation will cease when the rule
goes into effect.

C. Current Conditions

1. CFCs and Stratospheric Ozone

During the 1970s, scientists became
aware of a relationship between the
level of stratospheric ozone and
industrial use of CFCs. Ozone (O3),
which causes respiratory problems
when it occurs in elevated
concentrations near the ground, shields
the Earth from potentially harmful solar
radiation when in the stratosphere.
Excessive exposure to solar radiation is
associated with adverse health effects
such as skin cancer and cataracts, as
well as adverse environmental effects.
Emissions of CFCs and other ODSs
reduce stratospheric ozone
concentrations through a catalytic
reaction, thereby allowing more solar
radiation to reach the Earth. As a result,
environmental scientists advocated
ending the use of these chemicals. An
effort to craft a coordinated
international response to this global
environmental problem culminated in
the historic 1987 Montreal Protocol.

This Protocol now has been ratified by
186 parties. The current procedures to
nominate essential uses and allocation
of CFCs under the Montreal Protocol are
described in section III.B of this
document. At the November 2003
meeting, the parties to the Protocol
decided that all parties must announce
prior to the Open-Ended Working Group
meeting in summer 2005, a date by
which they would no longer seek an
essential-use designation for CFCs for
albuterol MDIs.

2. Effects of the Montreal Protocol

Since the Montreal Protocol has been
in place, overall usage of CFCs has been
dramatically reduced. In 1986, global
consumption of CFCs totaled 1,078,634
metric tons. By 2000, global
consumption had fallen to 96,058 metric
tons (Ref. 3). This decline amounts to
about a 90-percent drop and is a key
measure of the success of the Protocol.
Within the United States, emissions of
CFCs have also fallen sharply—about 80
percent from 1990 to 2000 when
measured as the sum of CFC-11 and
CFC-12.7

EPA has generated a series of
estimates of the public health benefits of
the Montreal Protocol (see The Benefits
and Costs of the Clean Air Act: 1990—
2010, http://www.epa.gov/air/sect812/
1990-2010/fullrept.pdf (Benefits and
Costs) (FDA has verified the Web site
address, but FDA is not responsible for
any subsequent changes to the Web site
after this document has published in the
Federal Register)). These include
hundreds of millions of nonfatal

7 This sum is valid, as their ozone depleting
potentials are equal. See http://www.epa.gov/ozone/
ods.html. (FDA has verified the Web site address,
but FDA is not responsible for any subsequent
changes to the Web site after this document has
published in the Federal Register.)

avoided skin cancers, 6 million fatal
avoided skin cancers, and 27.5 million
avoided cataracts, all between the years
1990 and 2165 (see Benefits and Costs,
Table G—4). In dollar terms EPA
estimated these and related benefits to
sum to $4.3 trillion in present value
when discounted at 2 percent over the
period of 175 years (see Benefits and
Costs, Table G=7). This amount is
equivalent to $6 trillion after adjusting
for inflation between 1990 and 2003.
These estimates include all the benefits
of total worldwide emission reductions
expected from the Montreal Protocol,
and are based on reductions from a
baseline that assumes future increases
in emissions of CFC and all other ozone
depleting substances in the absence of
the protocol (see Benefits and Costs,
page G—13). EPA does not report,
however, any information about the
magnitude of the emissions reductions
associated with its benefits estimates.
Thus, these estimates are of little help
in evaluating the economic impacts of
this rulemaking.

We believe that a reduction in
emissions of CFCs from MDIs would
result in public health gains in the
United States, and that these gains
could be magnified if other countries
follow suit and further reduce
emissions.

3. Asthma

Asthma is a chronic respiratory
disease characterized by episodes or
attacks of bronchospasm on top of
chronic airway inflammation. These
attacks can vary from mild to life-
threatening and involve shortness of
breath, wheezing, cough, or a
combination of symptoms. Many
factors, including allergens, exercise,
viral infections, and others, may trigger
an asthma attack.
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According to the National Health
Interview Survey (NHIS), 31.3 million
people in the United States have been
diagnosed with asthma during their
lifetime, and 20.3 million of them are
currently being treated for asthma
(National Center for Health Statistics,
2003). The prevalence of current asthma
decreases with age, with the prevalence
being 87 per 1,000 children ages 0-17
years (6.3 million children) compared to
69 per 1,000 adults 18 years and over
(14 million adults).

Asthma attack prevalence, or the
number of people who had at least one
asthma attack during the previous year,
is considered by CDC to be a crude
indicator of how many people have
uncontrolled asthma and are at risk for
a poor outcome from asthma, such as
hospitalization. In 2001, 12 million
people (about 60 percent of the people
who had asthma) reported experiencing
an asthma attack in the previous year.
Asthma attack prevalence tends to
decrease with age; 57 per 1,000 children
ages 0-17 years (4.2 million children)
had an asthma attack during the
previous year compared to 38 per 1,000
adults (7.8 million adults).

NHIS reported there were 10.4 million
outpatient asthma visits to physician
offices and hospital clinics during 2000.
In addition, there were 1.8 million
emergency room visits; 465,000 hospital
admissions; and 4,487 mortalities
associated with asthma. The estimated
direct medical cost of asthma (hospital
services, physician care, and
medications) was $10.4 billion (Ref. 4).

While the prevalence of asthma, or
the proportion of the U.S. population
with asthma, has been increasing, the
incidence of asthma, the rate of new
diagnoses of asthma, has remained fairly
constant since 1997, according to CDC
(Ref. 1). Non-Hispanic blacks, children
under 17 years, and females have higher
incidence rates than the general
population and also have higher asthma
attack prevalence. CDC notes that
although a numeric increase has
occurred in the numbers and rates of
physician office visits, hospital
outpatient, and emergency room visits,
these increases are accounted for by the
increase in prevalence. This
phenomenon might indicate early
successes by asthma intervention
programs that include access to
medications.

4. COPD

COPD has been defined as the
physiologic finding of non-reversible
impairment of lung function. While
there is some overlap between asthma
patients and COPD patients, COPD
encompasses a group of diseases

characterized by relatively fixed airway
obstruction associated with breathing-
related symptoms (e.g., chronic
coughing, expectoration, and wheezing).
COPD is generally associated with
cigarette smoking and is extremely rare
in persons younger than 25 years of age.

According to CDC, an estimated 10
million adults were diagnosed with
COPD during 2000 (Ref. 5). Because
such diagnoses have usually been based
on patient-reported symptoms, the NHIS
suggests that as many as 24 million
Americans are actually affected by the
disease. Between 1980 and 2000, the
rate of COPD in females increased
relative to males. However, the
proportion of the U.S. population with
mild or moderate COPD has declined
over the last quarter century, suggesting
increases seen in recent decades may
not continue indefinitely. The most
effective intervention in modifying the
course of COPD is smoking cessation.
However, symptoms, such as coughing,
wheezing, and sputum production are
treated with medications.

5. Current U.S. MDI Market

Patients in the United States currently
use MDIs with 12 approved
medications—active ingredients—for
treatment of asthma and COPD.
According to updated data originally
presented in 64 FR 47719,
approximately 120 million prescription
MDIs are sold per year. Albuterol is the
only ingredient available in both CFC
and HFA MDIs and is also the only
prescription MDI available from generic
manufacturers, although patents have
expired for 9 of the 12 medications (Ref.
6).

Branded, private-label branded, and
generic versions of albuterol MDIs
account for about 40 percent of all MDI
prescriptions, or about 50 million per
year. During 2002, about 40 million
prescriptions were for private label
branded and generic versions of the
product.

Two versions of albuterol MDIs are
now available with HFA as a propellant.
The first patent for albuterol HFA MDI
technology will expire on July 6, 2010.
Additional patents expire through June
16, 2015. We are not currently aware of
any other marketing exclusivities.

We use price data from several
sources because we lack comprehensive
detailed data that are representative of
prices faced by consumers whose
behavior is most likely to be affected by
this rule—uninsured and underinsured
asthma and COPD patients of low to
modest incomes. A key source is a
private company, IMS Health, which
provides marketing data on drug
products. A recent FDA analysis of the

average national retail price of drugs in
“brick-and-mortar” pharmacies (i.e.,
chain, independent, and foodstore
pharmacies, excluding Internet, mail
order and long-term care pharmacies)
found that median prices for generic
albuterol MDIs are about 48 percent of
the brand price for VENTOLIN (ODS),
when prices are measured using the
average pharmacies’ revenues from
uninsured customers, insured
customers, and Medicaid beneficiaries
alike. See http://www.fda.gov/cder/
consumerinfo/
savingsfromgenericdrugs.htm. We have
analyzed the same IMS data set,
National Prescription Audit Plus™; 1st
Quarter 2004 (extracted April 2004), and
find that the median price per MDI for
generic albuterol MDIs is $19.70, and
that the price per MDI for albuterol HFA
MDIS is $43.00.8 These prices imply a
price difference of $23.00 and should be
seen as approximate in part, because
they change over time. Over the
preceding year HF A MDI prices rose by
almost 8 percent. Therefore, these prices
are not necessarily comparable to prices
for cash-paying customers because they
reflect the average price for all payer
types.

Manufacturers also report price data
in the form of average wholesale prices
(AWP) per prescription as noted in the
Red Book (Ref. 7). For generic albuterol
MDIs, the AWP reported from this
reference was about $25 in 2002.
However, according to utilization data
from the Medicaid drug rebate program,
the average Medicaid reimbursement for
generic albuterol MDIs during 2002 was
$27.29.9 The AWP for branded albuterol
CFC MDIs was approximately $35 per
MBDI during 2003. The reported AWP for
albuterol HFA MDIs is also
approximately $35. These prices have
remained fairly constant since 2000.

The federal supply schedule (FSS)
established by the Department of
Veterans Affairs (http://
www.vapbm.org/PBM/prices.htm)
provides yet another source of
information on prices (FDA has verified
the Web site address, but FDA is not
responsible for any subsequent changes
to the Web site after this document has
published in the Federal Register). It
indicates that the HFA MDI with the
larger market share is priced

8 We calculate the HFA price as follows: Retail
revenues for PROVENTIL HFA and for VENTOLIN
HFA for the quarter ending in March 2004, divided
by total canisters dispensed. We calculate the
number of canisters dispensed as the number of
grams of active ingredient times the grams per
canister (6.7 grams for PROVENTIL HFA, and 18 for
VENTOLIN HFA).

9 Utilization Data from the Medicaid Drug Rebate
Program, Centers for Medicare and Medicaid
Services. July 28, 2003.
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significantly lower than the other HFA
MDI: $14.30 versus $26.50 per MDI. The
other FSS prices are all lower than the
IMS prices by various amounts. Ten
products, however, have no FSS price,
so that broader generalizations about
these prices are very problematic.

Alternative medications for the
treatment of asthma and COPD available
in MDIs have reported average
wholesale prices between $30 and $50
per prescription (Ref. 7).

Finally, we have conducted an
informal assessment of retail MDI prices
that offers evidence of price differences
at the retail level for uninsured
customers. A March 24, 2004,
examination of http://
www.drugstore.com’s (FDA has verified
the Web site address, but FDA is not
responsible for any subsequent changes
to the Web site after this document has
published in the Federal Register)
prices revealed that a generic albuterol
MDI was 60 percent less expensive than
branded PROVENTIL (ODS) or
VENTOLIN (ODS) MDIs ($13.99 versus
$38.10 and $35.99, respectively).
PROVENTIL HFA and VENTOLIN HFA
were priced at a small premium of 4 to
8 percent over the branded CFC
equivalents (e.g., one MDI of
PROVENTIL HFA was $39.60 and one
MDI of VENTOLIN HFA was $38.99).

For our analysis we use a range of
price differences for the ratio of the
branded HFA MDI price to the generic
MDI price. As a lower bound we use 1.2,
reflecting the price difference based on
IMS data and as an upper bound we use
1.8, reflecting the price differences
reported using Internet price data. Note
that the first estimate reflects all retail
prices in all brick and mortar
pharmacies, including uninsured and
insured patients. The second estimate
reflects only prices for cash-paying
customers on the Internet.

D. Benefits of Earlier Phaseout Dates

There are four categories of benefits of
earlier dates to eliminate the essential-
use designation for ODSs in albuterol
MDIs: controlled transition from CFC
MDIs to HFA MDIs that avoids any
ambiguity in the authorization of the
parties to produce and market CFCs and
MDIs containing CFCs, the
environmental and human health
benefits of ODS emissions reductions by
the United States, the environmental
and human health benefits of continued
compliance by other countries with the
phaseout targets of the Montreal
Protocol, and perceived improvements
in incentives to research and develop
new and better technologies to solve
environmental problems. We address
these items in turn.

1. Controlled Transition to Non-CFC
MDIs

Under the Montreal Protocol,
manufacture of CFCs is allowed only for
export to economically less-developed
countries and for purposes designated
as “essential,” including MDIs. As
discussed in section IV. D of this
document, one manufacturer of
pharmaceutical grade CFCs has
announced plans to cease production at
the current site in the Netherlands in
2005. We do not have information that
conclusively shows that the Baton
Rouge facility can produce adequate
quantities of pharmaceutical grade CFC-
11 and CFC-12. Consequently, a benefit
of a 2006 phaseout date is that it would
avoid a possibility of a shortfall in MDI
production due to the unavailability of
CFCs after the plant in the Netherlands
ceases production in 2005.

2. Value of Reduced ODS Emissions

In an evaluation of its program to
administer the Clean Air Act, EPA has
estimated that the benefits of controlling
ODSs under the Montreal Protocol are
$6.0 trillion.1° However, EPA’s report
provides no information about the tons
of emissions reduced or the value of
reducing CFC emissions by one more
ton. Moreover, EPA’s reports provide no
information about the total emissions
reductions associated with its benefits
estimates. Therefore we cannot use
those reports as a basis for estimating
benefits of reducing ODS emissions
from MDIs. As a share of total global
emissions, a few years’ of CFC
emissions from MDIs in the United
States would represent only a small
fraction of a percent. In fact, the current
U.S. allocation of CFCs for albuterol
MDIs accounts for about 0.1 percent of
the total 1986 global consumption of
CFCs.1! Furthermore, current U.S. CFC
emissions from MDIs represent a much
smaller but unknown share of the total
emissions reduction associated with
EPA’s estimate of $6 trillion in benefits
from the Montreal Protocol, because that
estimate reflects avoided growth in
emissions over many decades. FDA
solicits comment on how to analyze
further the benefits of CFC and other
ODS emission reductions. We believe
that the direct benefits of this proposed
regulation are small relative to the
overall benefits of the Montreal
Protocol. More importantly, however,

10 See http://www.epa.gov/air/sect812/1990-2010/
ch_apg.pdf. (FDA has verified the Web site address,
but FDA is not responsible for any subsequent
changes to the Web site after this document has
published in the Federal Register.)

11 See United Nations Environmental Programme;
“Production and Consumption of Ozone Depleting
Substances: 1986—2000"; 2003 (Ref. 1).

we have been unable to assess how
these reduced UV-B radiation related
health effects would compare to the
possible negative public health impacts
associated with more years of reduced
access to inexpensive generic albuterol.

3. International Cooperation

The Montreal Protocol, like most
international environmental treaties,
relies primarily on a system of national
self-enforcement. However, it does
include significant trade sanctions for
noncompliance. Moreover, execution of
its directives is in many respects subject
to differences in national
implementation procedures.
Economically less-developed nations,
which have a more protracted phaseout
schedule, have emphasized in previous
meetings of the parties the importance
to their own national programs of
continued progress by developed
nations (such as the United States) in
eliminating CFC production. As noted
previously, if the United States adopts
a relatively later phaseout date, other
parties to the Montreal Protocol may
decide to alter their own adoption of
control measures. Conversely, parties
that have already achieved an early
phaseout of albuterol CFC MDIs by
conversion to the same alternatives
currently available in the United States
may promote a decision to phase out
albuterol CFC MDIs in all developed
countries by a specified date in the near
future, which could prevent an orderly
transition away from CFC MDIs and
could also raise compliance issues for
the United States under the Montreal
Protocol. Thus, the advantages of
selecting a date that maintains
international cooperation in
implementing the remaining measures
required by the Montreal Protocol are
potentially substantial. Selection of a
date seen to be unsuitable could have
adverse environmental and human
health consequences (e.g., if all
countries interpret U.S. action as a
license to consume 1,400 additional
tons of CFCs per year).

4. Encouraging Innovation

Earlier phaseout dates not only
reward the developers of the HFA
technology, but also would serve as a
signal to potential developers of other
environmentally benign technologies. In
particular, earlier phaseout dates would
promote the perception that the
incentives to research and develop such
technologies are relatively high.

Newly developed technologies to
reduce ODS emissions have resulted in
more environmentally “friendly” air
conditioners, refrigerants, solvents, and
propellants. Several manufacturers have
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claimed development costs that total
between $250 and $400 million to
develop HFA MDIs and new propellant
free devices for the global market (Ref.
8).
These investments have resulted in
several innovative products in addition
to albuterol HFA MDIs. For example,
breath-activated delivery systems, dose
counters, dry-product inhalers, and
mini-nebulizers have also been
successfully marketed. This technology
could also affect other medications used
for the treatment of asthma and COPD
because of the likelihood that all CFC
allocations may be revoked at some
future date. However, currently only
two albuterol HFA MDIs are marketed
in the United States, accounting for less
than 5 percent of albuterol MDI
prescriptions.

Earlier removal of the essential-use
designation for albuterol MDIs will
increase the overall returns on these
investments, thereby serving to
encourage future research in related
areas.

The expected revenue increases for
HFA MDIs that would follow the
removal of the essential-use designation
for ODSs in albuterol MDIs in the
United States would be large. With an
estimated $43 per MDI cost for albuterol
HFA MDIs, manufacturers of branded
HFA MDIs would increase revenues by
about $850 million per year, based on
historical returns to manufacturers of
branded products. These revenue gains
are based on innovating firms capturing
the current generic market for albuterol
and receiving 75 percent of the retail
price of the HFA product with the
remainder kept by distributors and
retailers. Innovating firms have claimed
total costs of R&D for non-ODS MDIs
globally and for all products to be
between $250 and $400 million per
firm. No other market provides the
potential for such significant returns on
investment because of the low
difference between generic and branded
prices. European prices have typically
shown differences of less than $1.00,
which limit the potential gains on
investment from these markets.

E. Costs of Earlier Phaseout Dates

The key cost of earlier dates to
discontinue use of albuterol CFC MDIs
is the potential decline in consumption
of such MDIs that may result from the
price increase that would accompany
loss of generic products. Patients
respond to price increases of medicines
for chronic conditions in a way that may
adversely affect their health. A recent
paper by Goldman et al. reported that:

* * *copayment increases led to increased
use of emergency department visits and

hospital days for the sentinel conditions of
diabetes, asthma and gastric acid disorder:
predicted annual emergency department
visits increased by 17 percent and hospital
days by 10 percent when copayments
doubled* * *,

though they characterize these results as
“not definitive” (Ref. 2). These data
suggest that increased prices for
albuterol medication may lead to some
adverse public health effects in the
United States among populations who
would pay increased prices. This
evidence is insufficient, however, to
permit us to quantify the adverse effects
of an albuterol price increase on public
health. We adopt two complementary
approaches to estimate the potential
change in MDI use that may result from
the expected increase in market price of
albuterol MDIs when albuterol CFC
MDIs are taken off the market. In both
instances, we focus on aggregate MDI
use because it provides an overall
measure of whether patients are
adequately served, that is, whether high-
priced non-ODS products may be
effectively unavailable to a portion of
the patient population because the high
price discourages them from buying
MDIs.

Our first approach simply assumes
that the only effect of an elimination of
albuterol CFC MDIs from the market
would be an increase in the average
price of albuterol MDIs. We ignore any
changes in the price of albuterol HFA
MDIs that removal of the essential use
designation for albuterol may cause.
Given the projected price increase and
existing estimates of the market
response to the price increase, we
project how the quantity of albuterol
MDIs consumed may decline.

Our second approach assumes that
the effects of removing albuterol CFC
MDIs from the market can be inferred
from the effects of the introduction of
generic products. We describe these two
approaches in turn.

To apply the first approach, we need
to start with estimates of market price.
As previously discussed, the Internet
prices and the IMS retail prices suggest
that delisting albuterol as an essential
use would imply price increases of 180
and 120 percent, respectively.

We have no information about how
consumers react to increases in the price
of MDIs per se, and the price of
“rescue” type MDIs such as albuterol
bronchodilators in particular, which are
used in more emergency cases.
Economists have written many articles
about the response of consumers to
higher insurance copayments for drugs
generally, however, and these appear to
be concentrated in the range of -.1 to -.2,
meaning that a 10 percent increase in

insurance copayments appears to lead to
a reduction in the number of
prescriptions of between 1 and 2
percent (Ref. 9). One recent paper
suggests a somewhat larger estimate for
antiasthmatic medications. Based on an
analysis of nearly 530,000 people
enrolled in 52 health plans over 4 years,
Goldman et al., 2004, report that as the
average copayment for antiasthmatics
doubles, the average number of days of
treatment supplied fell by more than 30
percent. Albuterol was one of the most
common antiasthmatic drugs in their
sample (Ref. 10). Given that a doubling
of the copayment amounts to a 100
percent increase in the effective (out of
pocket) price, this results suggests an
elasticity for antiasthmatics of -.3. The
authors also report, however, that the
effect of price of consumption falls as
fewer substitutes are available. For
drugs with no over the counter
substitutes—a set that presumably
includes albuterol—the effect is only
0.15, while for drugs with close
substitutes available over the counter
the effect rises to 0.32. A doubling of the
average copayment of $12.85 is a
slightly smaller price increase in both
absolute and relative terms than might
be expected from the delisting of
albuterol, as explained in the following
paragraphs.

We assume that elasticity estimates
derived from increases in copayments
are applicable to forecasting the demand
response among uninsured patients.
Assuming that 15 percent of the 40
million generic albuterol MDIs now
marketed annually are sold to uninsured
patients, and a price elasticity of
demand of 0.05, a 120 increase in price
would lead to a reduction in demand in
this population of about 360,000 MDIs
per year (40 million x 15 percent x .05
price elasticity x 120 percent price
increase). Given the obvious uncertainty
we round this estimate to 400,000 MDIs
per year. A similar calculation using the
price difference observed on the Internet
and assuming that demand is more
sensitive to price would yield a higher
estimate. In particular the sale of
albuterol MDIs would drop by slightly
more than a million MDIs annually
given a price difference of 1.8 and a
price elasticity of demand of 0.1. The
elasticity consistent with the Goldman
paper for products without substitutes
available OTC—0.15-would imply a
market effect of 1.6 million MDIs not
sold.

These forecasts require several
caveats. First, they apply estimates of
consumer behavior developed from very
small price changes to a large price
change. This application may not be
warranted. Second, these forecasts
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assume that the elimination of albuterol
CFC MDIs from the market would not
affect other factors, such as advertising.
Finally, and most importantly, these
estimates ignore the GSK plan to
distribute 2 million free MDIs per year.
Clearly, GSK’s plan could substantially
reduce the projected loss in
consumption of MDIs if its 2 million
free MDIs were distributed to the
patients whose consumption of MDIs is
most sensitive to price. Given the
limitations in the data, we cannot
develop an estimate free from these
caveats.

In an effort to corroborate this
estimate, we tried to develop a
completely independent approach
borrowing from the experience of
markets when generics are first
introduced. Estimates of the market
response to the introduction of a generic
product should provide information
about how markets respond when a
generic product is eliminated. One
study (Ref. 10) examined the effects of
generic competition on pharmaceutical
markets, and offers suggestive, but not
definitive, evidence. It estimates how
the prices and quantity of drugs sold
vary with the number of generic
competitors. The authors note that the
total quantity of drugs sold after generic
competition began initially increased
and then decreased. The authors note
that the variable response reflects both
the impact of lower prices and the
decline in advertising by the
manufacturer of the branded product.
The largest identified response, a 3-
percent increase in the quantity of drugs
sold, occurs after four to five generic
products have been introduced. With
further entry, consumption falls relative
to the level it had with no generics
because the effect of greater competition
on increasing consumption is more than
offset by the effect of diminished
advertising.

This research suggests that any effect
on consumption by the removal of
generic albuterol MDIs may be quite
small. However, there are several
limitations. First, the peak response in
terms of the increase in the number of
prescriptions (3 percent) is dependent
on a statistically insignificant response.
Second, the number of generic albuterol
CFC MDIs currently marketed exceeds
the four to five entries associated with
the peak quantity response relative to
the no-generics scenario.

These analyses suggest that a
reasonable range of estimates for the
potential reduction in the quantity of
albuterol MDIs sold could range from
about 400,000 per year to more than 1
million per year. We derive the estimate
of 400,000 fewer MDIs as a reduction of

1 percent of the 40 million generic
albuterol MDIs currently sold each year.
We present 1 million as a reasonable
upper bound but note that the research
allows the possibility that the true
response will be greater.

We also note that the assumption that
prices of HFA MDIs would remain
constant may be inappropriate. Many
economic models suggest that reducing
the number of products that compete in
a market will tend to raise prices, other
things remaining equal. However, since
one manufacturer (GSK) has announced
a voluntary price freeze on its albuterol
HFA MDIs (i.e., it voluntarily agreed to
not change its price), we have assumed
stable prices for this analysis.

The withdrawal of ODSs as
propellants for albuterol MDIs may
affect pricing of the 15 active moieties
available for treatment of asthma and
COPD, including albuterol HFA MDIs.
However, generic albuterol HFA MDIs
will not be available until current
patents no longer bar generic
competition. We believe the albuterol
market is attractive to potential generic
marketers and competition will reenter
this market as soon as possible. Until
generic albuterol HFA MDIs enter the
market, however, the average price for
albuterol MDIs in the event that
albuterol CFC MDIs are discontinued
will be significantly higher than the
current price. The availability of other
therapies for the treatment of asthma
and COPD (such as dry powder
inhalers) may provide sufficient
competition to avoid any additional
price effects.

GSK has stated that sufficient
supplies of albuterol HFA MDIs would
be available within 12 to 18 months of
notification of removal of the essential-
use designation. Therefore, we do not
believe inadequate supplies of these
products would occur after the removal
of essential-use designations through
notice-and-comment rulemaking.

F. Insurance and Third Party Payers

According to the Department of
Census, about 85 percent of the
population has some health insurance
coverage (Ref. 11), while according to
the National Council of Prescription
Drug Plans (NCPDP), about 80 percent
of all health plans offer drug coverage
(Ref. 12). Together, these imply that
about 35 percent of the population has
no prescription drug coverage and must
pay for medications out of pocket.
However, the recent Medicare
Prescription Drug Improvement and
Modernization Act increased the
proportion of the population covered by
a prescription drug insurance plan.
Overall, based on discussions with

NCPDP, we expect that the patient
population will consist of
approximately 15 percent uninsured, 20
percent insured by public sources
(Medicare, Medicaid, Department of
Veterans Affairs, etc.), and 65 percent
insured privately. (These estimates are
for analysis purposes and are rounded
for ease of estimation. They are not
meant to be precise estimates of
coverage.) The uninsured sector of the
population may be particularly affected
by the expected increase in price with
the loss of generic competition.

This effect has been noted by the
innovating manufacturers. GSK has
pledged to supply up to 2 million
albuterol HFA MDIs to physicians for
free distribution to low income patients.
They also have long provided private
programs, such as “Bridges to Access”
and others to provide access to needed
medications. We believe that any
potential access problems may be
ameliorated by programs such as these
and specifically request comment on
them in order to better analyze their
potential impact on maximizing patient
access to therapies.

Patients who use more MDIs than
average may incur greater than average
costs as a result of the expected price
increase. Extrapolating data from one
long-term Canadian study that tracked
asthma patients over many years, and
included information on the number of
MDIs used by asthmatics who had
received at least 3 prescriptions for
asthma during any one period from
1975 to 1991 (Ref. 13), about 1 million
patients may use 6 or more MDIs of
medication a year. Assuming that 15
percent of these are uninsured, and face
a conservative out-of-pocket price
increase of $23 per MDI, then about
150,000 patients would pay $138 or
more per year for their medications.
Higher differences in prices, such as the
$25 difference in Internet prices
reported above would lead to
proportionately much greater increases
in spending.

The loss of generic products may also
affect co-payment rates in that most
carriers require a higher per prescription
copayment for branded rather than
generic products. For example, a patient
may pay $22 per prescription for a
branded drug, but only $10 for a generic
substitute. However, if there is no
generic substitute, most plans provide
the lower copayment (Ref. 12). Patients
in plans that offer co-insurance rates for
prescription coverage would face higher
out-of-pocket costs because of the loss of
generic products.

To assess the population of users of
albuterol we asked the Agency for
Healthcare Research and Quality
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(AHRQ) to use the Medical Expenditure
Panel Survey (MEPS) for 2000 and 2001
to estimate how many low- or moderate-
income people without health insurance
or with inadequate used albuterol MDIs.
The results of that assessment suggest
the following.

e There are about 620,000 low and
moderate income users of albuterol
MDIs that have no health insurance or
that have no group health insurance.
The 95 percent confidence interval for
this estimate is approximately 470,000
to 770,000 users. Low and moderate
income in this context means belonging
to a family whose income is less than
400 percent of the Federal poverty line.

e The prescriptions per user per year
among low- and moderate-income users
who have no insurance or no group
insurance are about 3.8, somewhat
greater than the 2.9 prescriptions among
all users irrespective of income or
insurance status.

¢ The average price per prescription
for users of albuterol MDIs who were
low or moderate income and either
uninsured or without group health
insurance, was $25.40, but only $22 if
they bought generic. AHRQ did not
report the price of branded products, or
the price of the HFA MDIs, however, so
no comparison between generic and
branded prices is possible.

¢ Of all users of albuterol MDIs,
approximately 88 percent use generics,
while for the low and moderate income
patients with non-group insurance or no
insurance, only 80 percent use generics.

The average expenditures on albuterol
MDIs for the low or moderate income
user without group health insurance or
any insurance were $97 per year. An
increase in price of $23 per MDI would
mean additional out of pocket health
care costs of about $43 million per year
for this group.

G. Small Business Impact

We believe the proposed rule is likely
to have a significant impact on a
substantial number of small entities.
Current HHS guidance suggests that 3 to
5 percent impact of small entity’s
revenues could constitute a significant
regulatory impact (Guidance on Proper
Consideration of Small Entities in
Rulemakings of the U.S. Department of
Health and Human Services; May 2003).
Because of this, we have prepared an
initial Regulatory Flexibility Analysis
(IRFA) and invite comment from any
affected entities. In addition, the
proposed rule is considered a significant
rule under UMRA, and alternatives are
examined and briefly discussed here.

1. Affected Sector and Nature of Impacts

The affected industry sector includes
manufacturers of pharmaceutical
products (NAICS 32514). We obtained
data on this industry from the 1997
Economic Census and estimated
revenues per establishment. Although
other economic measures, such as
profitability, may provide preferable
alternatives to revenues as a basis for
estimating the significance of regulatory
impacts, we do not believe it would
change the results of this analysis.

The impact of this proposed rule on
generic manufacturers is the lost
revenues generated by sales of generic
albuterol CFC MDIs. While “lost
revenues’’ are an imperfect measure,
because production resources could be
shifted to alternative markets, they
provide a measure that suggests the
magnitude of the impact.

SBA has defined as small any entity
in this industry with fewer than 750
employees. According to Census data,
84 percent of the industry is considered
small. The average annual revenue for a
small entity is $26.6 million per entity.
Of the 40 million generic or relabeled
prescriptions for albuterol, about 30
million were dispensed by a large
innovative firm under a different label
(Warrick). According to IMS, the
remaining 10 million dispensed generic
or relabeled prescriptions were
marketed by eight different companies.
Each company sold an average of about
1.25 million MDIs. According to data
collected by the Congressional Budget
Office (Ref. 14), the value of shipments
from manufacturers of generic drug
products accounts for approximately 35
percent of the retail price of the product.
If so, revenues from 1.25 million MDIs
would approximate $10 million per
year, or about 40 percent of annual
revenues for a small entity. We believe
this constitutes a significant impact on
a substantial number of small entities.

2. Alternatives

We are considering the effect of
removing the essential-use designation
for ODSs in albuterol MDIs for each year
between 12 months after issuance of a
final rule on this subject and December
31, 2009. There is no difference in the
expected annual effect on small entities
in any of the examined years. However,
if generic competition with HFA
albuterol was available prior to the
removal of the essential-use designation
any impact on small entities would be
eliminated. But this alternative is not
being considered at this time because it
would not meet the objective of meeting
the requirements of the Montreal
Protocol.

3. Outreach

The Montreal Protocol and Clean Air
Act have been in place for more than a
decade. Manufacturers of albuterol CFC
MDIs have long known that CFCs would
eventually lose their essential-use
designations for this purpose. However,
we will specifically solicit comments
from small entities on ways the
proposed rule may affect their
businesses.

H. Conclusion

The proposed rule could result in
increased health care expenditures of
about a billion dollars for each year
between the reintroduction of generic
competition in this market and the
selected year for removing the essential-
use designation.

We project that higher prices may
reduce the MDIs sold by between
400,000 and 1 million per year for each
year without generic competition,
though this estimate ignores GSK’s offer
to distribute free MDIs because we are
unable to quantify how many of these
MDIs would go the people who would
otherwise reduce MDI purchases
because of the higher prices. In
addition, each earlier year after
removing the essential-use designation
will avoid about 1,400 metric tons of
CFC emissions and provide increased
investment returns for innovators of
ODS-free technology. Removing the
essential-use designation will also meet
requirements of international
agreements and avoid the potential
disruption of complete withdrawal of
CFC allocation. Finally, we believe the
removal of the essential-use designation
for this purpose will result in a
significant impact on a substantial
number of small entities, but this impact
can be ameliorated by adjusting the
effective date of the rule.
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