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

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

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0264; Directorate
Identifier 2009-NM—-244-AD; Amendment
39-16837; AD 2011-21-14]

RIN 2120-AA64

Airworthiness Directives; Airbus
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD)
that applies to certain Model A300 B4—
600, B4—600R, and F4—600R series
airplanes, and Model C4—605R Variant F
airplanes (collectively called A300-600
series airplanes). This AD results from
mandatory continuing airworthiness
information (MCAI) originated by an
aviation authority of another country to
identify and correct an unsafe condition
on an aviation product. The MCAI
describes the unsafe condition as:

[T]he FAA has published SFAR 88 (Special
Federal Aviation Regulation 88).* * *

Under this regulation, all holders of type
certificates for passenger transport aeroplanes
* * * are required to conduct a design
review against explosion risks. The
replacement of some types of P-clips and
improvement of the electrical bonding of the
equipment in the fuel tanks [were] are
rendered mandatory. * * *

* * * * *

Subsequently, an internal review * * * led
* * *to* * * ap additional check [for blue
coat] of the bonding points in the centre tank.
More recently, another internal review
[introduced] additional work [installing
bonding points] for aeroplanes under
Configuration 03 * * * and additional work
[bonding the fuel jettison system—blanking

plates] on the wing tanks for aeroplanes
under Configuration 07. * * *

The unsafe condition is damage to
wiring in the wing, center, and trim fuel
tanks, due to failed P-clips used for
retaining the wiring and pipes, which
could result in a possible fuel ignition
source in the wing, center, or trim fuel
tanks. We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain other publications as of March
6, 2008 (73 FR 5731, January 31, 2008).

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2125; fax (425) 227—-1149.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on April 6, 2011 (76 FR 18960),
and proposed to supersede AD 2008—
03-04, Amendment 39-15353 (73 FR
5731, January 31, 2008). That NPRM (76
FR 18960, April 6, 2011) proposed to
correct an unsafe condition for the
specified products. The MCALI states:

[TThe FAA has published SFAR 88 (Special
Federal Aviation Regulation 88). In their
letters referenced 04/00/02/07/01-L296,
dated 04 March 2002, and 04/00/02/07/03—
L024, dated 03 February 2003, the JAA
recommended the application of a similar
regulation to the National Aviation
Authorities (NAA).

Under this regulation, all holders of type
certificates for passenger transport aeroplanes
with either a passenger capacity of 30 or

more, or a payload capacity of 3,402 kg
(7,500 1bs) or more which have received their
certification since 01 January 1958, are
required to conduct a design review against
explosion risks. The replacement of some
types of P-clips and improvement of the
electrical bonding of the equipment in the
fuel tasks are rendered mandatory by this
AD.

Initially, EASA AD 2006-0325, which
addressed the same unsafe condition, also
applied to A300-600 aeroplanes. Airbus
subsequently introduced additional work at
Revision 1 of SB A300-28-6064 [dated April
3, 2007] applicable to A300-600 aeroplanes.
As aresult, EASA AD 2006-0325 was revised
to remove A300-600 aeroplanes from the
applicability, and concurrently EASA AD
2007-0233 was issued, applicable to A300—
600 aeroplanes. Unfortunately, the
‘Applicability’ section of EASA AD 2007—
0233 was not correctly defined, erroneously
deleting one modification in the combination
that would exclude aeroplanes from having
to comply. Consequently, the AD 2007-0283
was issued, requiring the same actions as AD
2007-0233, which was superseded, but
expanded the group of aeroplanes to which
AD 2007-0283 applied [FAA AD 2008-03-04
(73 FR 5731, January 31, 2008) corresponds
with EASA AD 2007-0283].

Subsequently, an internal review of Airbus
SB A300-28-6064 led the manufacturer to
correct the figures of the SB. In particular, an
additional check [for blue coat] of the
bonding points in the centre tank was
introduced in Revision 03 of Airbus SB
A300-28-6064 [dated December 15, 2008],
prompting EASA to issue AD 2009-0143.

More recently, another internal review of
Airbus SB A300-28-6064 again resulted in
corrected figures in the SB. Additional work
on the center tank [installing bonding points]
for aeroplanes under Configuration 03 (as
defined in the SB [Service Bulletin A300-28—
6064, Revision 04, dated August 24, 2009])
and additional work [bonding the fuel
jettison system—blanking plates] on the wing
tanks for aeroplanes under Configuration 07
have been introduced in Revision 04 of
Airbus SB A300-28-6064 [dated August 24,
2009].

For the reason described above, this new
AD retains the requirements of EASA AD
2009-0143, which is superseded, and
requires the additional work introduced in
Revision 04 of Airbus SB A300-28-6064
[dated August 24, 2009].

The unsafe condition is damage to
wiring in the wing, center, and trim fuel
tanks, due to failed P-clips used for
retaining the wiring and pipes, which
could result in a possible fuel ignition
source in the wing, center, or trim fuel
tanks. The required actions also include
checking the electrical bonding points
of certain equipment in the center fuel
tank for the presence of a blue coat and
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doing related investigative and
corrective actions if necessary. The
related investigative action is to
measure the electrical resistance
between the equipment and structure, if
a blue coat is not present. The corrective
action is to electrically bond the
equipment, if the measured resistance is
greater than 10 milliohms. You may
obtain further information by examining
the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request for Extension of Compliance
Time

UPS and FedEx requested an
extension to the 8-month compliance
time specified in the NPRM (76 FR
18960, dated April 6, 2011) in order to
accomplish the additional actions.
FedEx requested that the compliance
time for the additional actions be at the
latest of the 40-month compliance time
specified in AD 2008-03-04,
Amendment 39-15353 (73 FR 5731,
January 31, 2008), any alternative
methods of compliance that extend that
compliance time or within 12 months
after the effective date of the new AD.
UPS requested that the compliance time
be extended to 60 months. UPS stated
that the two additional bonding points
specified in the NPRM are no more
unsafe than the original 264 bonding
points required in AD 2008-03—-04. UPS
noted that it schedules tank entry
checks at 60 months and that the
original issue of the service information
allowed for a 60-month compliance
time.

We agree with extending the
compliance time and have determined
that extending the compliance time to
30 months is appropriate. In developing
an appropriate compliance time for this
action, we considered the safety
implications, parts availability, and
normal maintenance schedules for the
timely accomplishment of the
modification. In consideration of these
items, we have determined that a 30-
month compliance time will ensure an
acceptable level of safety and allow the
modifications to be done during
scheduled maintenance intervals for
most affected operators. We have also
coordinated with European Aviation
Safety Agency (EASA) on this issue. We
have changed the compliance time in
paragraph (h) of this AD to “within 30
months after the effective date of this
AD.”

Request for Change to Cost of
Compliance Work-Hours

FedEx stated that they averaged 800
work-hours versus the 632 work-hours
listed in the NPRM (76 FR 18960, dated
April 6, 2011) to accomplish the
existing modifications. FedEx also
stated that 9 work-hours, as specified for
the additional actions, may be adequate
if done in conjunction with the other
modifications; however, additional
work-hours will be required for
airplanes that have been previously
been modified.

We infer that FedEx is requesting that
we increase the work-hours estimate to
accomplish the existing and new
modifications. We do not agree to revise
the work-hours. Work-hours may vary
among operators. Our estimate is based
on the information provided in the
relevant service information. We have
not changed this AD in this regard.

Request for Material Substitutions

FedEx requested that we add wording
to the NPRM (76 FR 18960, dated April
6, 2011) that material substitutions
supplied by Airbus are approved for use
and do not require an alternative
method of compliance (AMOC). FedEx
stated that the kits specified in Airbus
Service Bulletins A300-28-6064,
Revision 01, dated April 3, 2007; A300-
28-6068, dated July 20, 2005; and
A300-28-6077, Revision 01, dated
October 26, 2006; might contain parts
that are not listed in the kit description
specified in the service information.

We do not agree with the request to
revise the AD to include wording that
material substitutions are approved for
use. Airbus Service Bulletins A300-28—
6064, Revision 01, dated April 3, 2007;
A300-28-6068, dated July 20, 2005; and
A300-28-6077, Revision 01, dated
October 26, 2006; contain language in
the “Standard Practices” section of
paragraph 3.A. “General” of the
Accomplishment Instructions that
specifies which alternative materials are
allowed. We have not changed this AD
in this regard.

Request To Update Service Information
to Latest Revision

FedEx stated that Airbus has issued
Mandatory Service Bulletin A300-28—
6064, Revision 05, dated September 27,
2010, and requested that we update our
references in the NPRM (76 FR 18960,
dated April 6, 2011).

We agree with the request and have
updated the references in paragraphs
(c)(1), (g)(4), and (h) of this AD to
include Airbus Mandatory Service
Bulletin A300-28-6064, Revision 05,
dated September 27, 2010. Airbus

Mandatory Service Bulletin A300-28-
6064, Revision 05, dated September 27,
2010, provides clarifications of the
actions and materials but contains no
substantive changes.

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCAI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 125 products of U.S. registry.

The actions that are required by AD
2008-03-04 Amendment 39-15353 (73
FR 5731, January 31, 2008) and retained
in this AD take about 632 work-hours
per product, at an average labor rate of
$85 per work-hour. Required parts cost
about $6,870 per product. Based on
these figures, the estimated cost of the
currently required actions is $60,590 per
product.

We estimate that it will take about 9
work-hours per product to comply with
the new basic requirements of this AD.
The average labor rate is $85 per work-
hour. Required parts will cost about
$100 per product. Where the service
information lists required parts costs
that are covered under warranty, we
have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of
this AD to the U.S. operators to be
$108,125, or $865 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, 1
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 18960, dated
April 6, 2011), the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Amendment 39-15353 (73 FR
5731, January 31, 2008) and adding the
following new AD:

2011-21-14 Airbus: Amendment 39-16837.
Docket No. FAA-2011-0264; Directorate
Identifier 2009-NM-244—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) This AD supersedes AD 2008—03-04,
Amendment 39-15353 (73 FR 5731, January
31, 2008).

Applicability

(c) This AD applies to the airplanes
identified in paragraphs (c)(1) and (c)(2) of
this AD.

(1) Airbus Model A300 B4-601, B4-603,
B4-620, and B4-622 airplanes (without trim
tank), all serial numbers, certificated in any
category, except airplanes on which Airbus
Modifications 12226, 12365, 12490, and
12308 have been incorporated in production,
or on which the service bulletins listed in
paragraphs (c)(1)(i) and (c)(1)(ii) of this AD
have been performed in service.

(i) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 04, dated August
24, 2009; or Revision 05, dated September 27,
2010.

(i1) Airbus Service Bulletin A300-28-6068,
dated July 20, 2005.

(2) Airbus Model A300 B4-605R, B4—622R,
F4-605R, and F4-622R airplanes and A300
C4-605R Variant F airplanes (fitted with a
trim tank), all serial numbers, certificated in
any category, except airplanes on which
Airbus Modifications 12226, 12365, 12490,
12308, 12294, and 12476 have been
incorporated in production, or on which the
service bulletins listed in paragraphs (c)(2)(),
(c)(2)(ii), and (c)(2)(iii) of this AD have been
performed in service.

(i) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 03, dated December
15, 2008.

(i1) Airbus Service Bulletin A300-28-6068,
dated July 20, 2005.

(iii) Airbus Service Bulletin A300-28—
6077, dated July 25, 2005; or Revision 01,
dated October 26, 2006.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

[TThe FAA has published SFAR 88 (Special
Federal Aviation Regulation 88). * * *

Under this regulation, all holders of type
certificates for passenger transport aeroplanes
* * * are required to conduct a design
review against explosion risks. The
replacement of some types of P-clips and
improvement of the electrical bonding of the
equipment in the fuel tanks [were] are
rendered mandatory * * *.
* * * * *

Subsequently, an internal review * * * led
* % % g * * *apn additional check [for blue
coat] of the bonding points in the centre tank.
* * %

More recently, another internal review
[introduced] additional work [installing
bonding points] for aeroplanes under
Configuration 03 * * * and additional work
[bonding the fuel jettison system—blanking
plates] on the wing tanks for aeroplanes
under Configuration 07 * * *.

The unsafe condition is damage to wiring in
the wing, center, and trim fuel tanks, due to
failed P-clips used for retaining the wiring
and pipes, which could result in a possible
fuel ignition source in the wing, center, or
trim fuel tanks.

Compliance

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

Restatement of Requirements of AD 2008-
03-04, Amendment 39-15353 (73 FR 5731,
January 31, 2008) With Revised Service
Information

Actions and Compliance

(g) For airplanes identified in paragraphs
(g)(1) and (g)(2) of this AD: Within 40 months
after March 6, 2008 (the effective date of AD
2008-03-04, Amendment 39-15353 (73 FR
5731, January 31, 2008)), unless already
done, do the applicable actions required by
paragraphs (g)(3), (g)(4), and (g)(5) of this AD.

(1) Airbus Model A300 B4—600 series
airplanes (without trim tank), all serial
numbers, except airplanes on which Airbus
Modifications 12226, 12365, 12490, and
12308 have been incorporated in production,
or Airbus Service Bulletins A300-28-6064,
Revision 01, dated April 3, 2007; and A300—
28-6068, dated July 20, 2005; have been
performed in service.

(2) Airbus Model A300 B4-600R, A300 C4—
600R, and A300 F4—600R series airplanes
(fitted with a trim tank), all serial numbers,
except airplanes on which Airbus
Modifications 12226, 12365, 12490, 12308,
12294, and 12476 have been incorporated in
production, or on which the service bulletins
listed in paragraphs (g)(2)(i), (g)(2)(ii), and
(g)(2)(iii) of this AD have been performed in
service.

(i) Airbus Service Bulletin A300-28-6064,
Revision 01, dated April 3, 2007.

(ii) Airbus Service Bulletin A300-28-6068,
dated July 20, 2005.
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(iii) Airbus Service Bulletin A300-28—
6077, dated ]uly 25, 2005; or A300—-28-6077,
Revision 01, dated October 26, 2006.

(3) Remove NSA5516—XXND or NSA5516—
XXNJ type P-clips, used in the wing and
center fuel tanks to retain wiring and pipes,
and replace them by NSA5516—XXNF type P-
clips in accordance with the instructions of
Airbus Service Bulletin A300-28-6068,
dated July 20, 2005.

(4) Check the electrical bonding points in
the center tank and do all applicable related
investigative and corrective actions, and
install additional bonding leads and
electrical bonding points in the wing and
center fuel tanks in accordance with the
instructions of Airbus Service Bulletin A300—
28-6064, Revision 01, dated April 3, 2007;
Airbus Mandatory Service Bulletin A300-28—
6064, Revision 02, dated March 10, 2008;
Airbus Mandatory Service Bulletin A300-28—
6064, Revision 03, dated December 15, 2008;
Airbus Mandatory Service Bulletin A300-28—
6064, Revision 04, dated August 24, 2009; or
Airbus Mandatory Service Bulletin A300-28—
6064, Revision 05, dated September 27, 2010.
Do all applicable related investigative and
corrective actions before further flight. As of
the effective date of this AD, only use Airbus
Mandatory Service Bulletin A300-28-6064,
Revision 05, dated September 27, 2010.

(5) For airplanes fitted with a trim tank, in
addition to the actions defined in paragraphs
(g)(3) and (g)(4) of this AD, install bonding
leads and electrical bonding points in the
trim tanks, in accordance with the
instructions of Airbus Service Bulletin A300—
28—-6077, Revision 01, dated October 26,
2006.

(6) Actions done before March 6, 2008, in
accordance with Airbus Service Bulletin
A300-28-6064, dated ]uly 28, 2005, for
aircraft under configuration 05, as defined in
Airbus Service Bulletin A300-28-6064,
dated July 28, 2005, are considered
acceptable for compliance with the
requirements of paragraph (g)(4) of this AD.

(7) Actions done before March 6, 2008, in
accordance with Airbus Service Bulletin
A300-28-6077, dated ]uly 25, 2005, for
aircraft under configuration 05, as defined in
Airbus Service Bulletin A300-28—-6077,
dated July 25, 2005, are considered
acceptable for compliance with the
requirements of paragraph (g)(5) of this AD.

New Requirments of This AD

Additional Actions

(h) Within 30 months after the effective
date of this AD, do the applicable actions
required by paragraphs (h)(1), (h)(2), and
(h)(3) of this AD.

(1) For airplanes that have been modified
before the effective date of this AD in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A300—
28-6064, dated July 28, 2005, or Revision 01,
dated April 3, 2007; or Airbus Mandatory
Service Bulletin A300-28—-6064, Revision 02,
dated March 10, 2008: Do the additional
work on the center tank specified in Airbus
Mandatory Service Bulletin A300-28-6064,
Revision 03, dated December 15, 2008 (i.e.,

a check for blue coat at additional bonding
points and all applicable related investigative
and corrective actions), in accordance with

the Accomplishment Instructions of Airbus
Mandatory Service Bulletin A300-28-6064,
Revision 03, dated December 15, 2008;
Revision 04, dated August 24, 2009; or
Revision 05, dated September 27, 2010. Do
all applicable related investigative and
corrective actions before further flight.

(2) For configuration 03 airplanes, as
defined in Airbus Mandatory Service
Bulletin A300-28-6064, Revision 04, dated
August 24, 2009; or Revision 05, dated
September 27, 2010; that have been modified
before the effective date of this AD in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A300—
28-6064, Revision 01, dated April 3, 2007; or
Airbus Mandatory Service Bulletin A300-28—
6064, Revision 02, dated March 10, 2008, or
Revision 03, dated December 15, 2008: Do
the additional work on the center tank (i.e.,
install bonding points), in accordance with
the Accomplishment Instructions of Airbus
Mandatory Service Bulletin A300-28-6064,
Revision 04, dated August 24, 2009; or
Revision 05, dated September 27, 2010.

(3) For configuration 07 airplanes, as
defined in Airbus Mandatory Service
Bulletin A300-28-6064, Revision 04, dated
August 24, 2009; or Revision 05, dated
September 27, 2010; that have been modified
before the effective date of this AD in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A300—
28-6064, dated July 28, 2005; or Revision 01,
dated April 3, 2007; or Airbus Mandatory
Service Bulletin A300-28-6064, Revision 02,
dated March 10, 2008, or Revision 03, dated
December 15, 2008: Do the additional work
on the wing tanks (i.e., bond the fuel jettison
system—blanking plates), in accordance with
the Accomplishment Instructions of Airbus
Mandatory Service Bulletin A300-28-6064,
Revision 04, dated August 24, 2009; or
Revision 05, dated September 27, 2010.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: The
MCAI provides a compliance time of 8
months to do the actions specified in
paragraph (h) of this AD. This AD requires
that the actions specified in paragraph (h) of
this AD be done within 30 months.

Other FAA AD Provisions

(i) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Dan Rodina,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
227-2125; fax (425) 227-1149. Before using
any approved AMOGC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOC approval letter
must specifically reference this AD. AMOCs
approved previously in accordance with AD
2008-03—-04, Amendment 39-15353 (73 FR

5731, January 31, 2008), are approved as
AMOC:s for the corresponding provisions of
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(j) Refer to MCAI EASA Airworthiness
Directive 2010-0074, dated April 16, 2010,
and the following service information, for
related information.

(1) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 03, dated December
15, 2008.

(2) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 04, dated August
24, 2009.

(3) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 05, dated
September 27, 2010.

(4) Airbus Service Bulletin A300-28—-6068,
dated July 20, 2005.

(5) Airbus Service Bulletin A300-28-6077,
Revision 01, dated October 26, 2006.

Material Incorporated by Reference

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

(1) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 03, dated December
15, 2008, approved for IBR November 23,
2011.

(2) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 04, dated August
24, 2009, approved for IBR November 23,
2011.

(3) Airbus Mandatory Service Bulletin
A300-28-6064, Revision 05, dated
September 27, 2010, approved for IBR
November 23, 2011.

(4) Airbus Service Bulletin A300-28—-6068,
dated July 20, 2005, approved for IBR on
March 6, 2008 (73 FR 5731, January 31,
2008).

(5) Airbus Service Bulletin A300-28-6077,
Revision 01, dated October 26, 2006,
approved for IBR on March 6, 2008 (73 FR
5731, January 31, 2008).

(6) For service information identified in
this AD, contact Airbus SAS—EAW
(Airworthiness Office), 1 Rond Point Maurice
Bellonte, 31707 Blagnac Cedex, France;
telephone +33 5 61 93 36 96; fax +33 5 61
93 44 51; e-mail: account.airworth-
eas@airbus.com; Internet http://
www.airbus.com.

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

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

ibr _locations.html.

Issued in Renton, Washington, on October
3, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26257 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39s

[Docket No. FAA-2011-0312; Directorate
Identifier 2010-NM-159-AD; Amendment
39-16838; AD 2011-21-15]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Model EMB-135ER, —135KE, —135KL,
and —135LR airplanes; and Model EMB—
145, —145ER, —145MR, —145LR,
—145MP, and —145EP airplanes. This AD
results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

This [Brazilian] AD results from reports of
cracking in the firewall of the auxiliary
power unit (APU). This AD is being issued
to detect and correct this cracking, which
could result in reduced structural integrity of
the fuselage and empennage in the event that
a fire penetrates through the firewall of the
APU.

* * * * *

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of November 23, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://

www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Todd Thompson, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1175; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on April 19, 2011 (76 FR
21822). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

This [Brazilian] AD results from reports of
cracking in the firewall of the auxiliary
power unit (APU). This AD is being issued
to detect and correct this cracking, which
could result in reduced structural integrity of
the fuselage and empennage in the event that
a fire penetrates through the firewall of the
APU.

* * * * *

The required actions include repetitive
detailed inspections for cracking of the
rearward and forward face of the APU
firewall, and repair if necessary. You
may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request To Reference Latest Revision of
Embraer Service Bulletin 145-53-0062

EMBRAER and ExpressJet Airlines
requested that we reference EMBRAER
Service Bulletin 145-53-0062, Revision
07, dated May 27, 2011, in the NPRM
(76 FR 21822, April 19, 2011) as it is the
most current.

We agree that the latest service
information should be referenced in this
AD. We have changed references in
paragraphs (h) and (1) of this AD to
include EMBRAER Service Bulletin
145-53—-0062, Revision 07, dated May
27, 2011. The effectivity of Revision 07
was changed to add serial numbers that
were inadvertently omitted in
EMBRAER Service Bulletin 145-53—
0062, Revision 06, dated August 11,
2010. (The applicability of this final rule
remains unchanged.) In addition, we
have added EMBRAER Service Bulletin

145-53-0062, Revision 06, dated
August 11, 2010, to “Table 1—Credit
Service Bulletins” of this AD.

Request To Remove Date and Revision
Level of the Airplane Maintenance
Manual (AMM) or Allow for Later
Revisions

American Eagle Airlines requested
that we remove the date and revision
level of the AMM specified in paragraph
(g) of the NPRM (76 FR 21822, April 19,
2011), or allow for future revisions to
the AMM. The commenter noted that if
either of the AMM sections is updated
by the manufacturer, the operators
would be required to accomplish an
obsolete task.

We disagree with removing the date
and revision level of the AMM because
all documents incorporated by reference
are required to have the date and
revision level in accordance with the
Office of the Federal Register
regulations for approval of materials
“incorporated by reference” in rules.
See 1 CFR 51.1(f). We also disagree with
allowing the use of “future” revisions to
the AMM. When referring to a specific
service document in an AD, using the
phrase, “or later FAA-approved
revisions,” violates Office of the Federal
Register regulations for approval of
materials “incorporated by reference” in
rules. See 1 CFR 51.1(f). In general
terms, we are required by these OFR
regulations to either publish the service
document contents as part of the actual
AD language; or submit the service
document to the OFR for approval as
“referenced” material, in which case we
may only refer to such material in the
text of an AD. The AD may refer to the
service document only if the OFR
approved it for “incorporation by
reference.” See 1 CFR part 51.

However, because a later revision of
the AMM has been issued since the
NPRM (76 FR 21822, April 19, 2011)
was published, we have revised
paragraphs (g) and (1), and Note 2 of this
AD to refer to EMBRAER EMB145
Aircraft Maintenance Manual, Part II,
AMM-145/1124, Revision 54, dated
April 28, 2011. We have also added new
paragraph (i) (and re-identified
subsequent paragraphs accordingly) to
this AD to give credit for EMBRAER
EMB145 Aircraft Maintenance Manual,
Part II, AMM-145/1124, Revision 53,
dated October 28, 2010, which was
referenced as the appropriate source of
service information for certain actions
specified in the NPRM. However,
operators may request approval of an
AMOC to use later revisions of this
AMM under the provisions of paragraph
(k) of this AD. No changes have been
made to the AD in this regard.
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Request To Change the Initial
Compliance Time

ExpressJet Airlines requested that we
change the initial compliance time from
3,300 flight hours to 5,000 flight hours
or at the next heavy maintenance visit.”
The commenter stated that its
experience with repairing and replacing
APU firewalls can be a very time
consuming process which would be
better suited for a heavy check.

We disagree with the commenter’s
request to extend the compliance time.
In developing an appropriate
compliance time for this action, we
considered the safety implications, parts
availability, and normal maintenance
schedules for the timely
accomplishment of the inspection. In
consideration of these items, as well as
the reports of cracking in the firewall of
the APU, we have determined that the
initial compliance time of 3,300 flight
hours will ensure an acceptable level of
safety. However, operators may request
approval of an AMOC under the
provisions of paragraph (k) of this AD.
No changes have been made to the AD
in this regard.

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCAI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
668 products of U.S. registry. We also
estimate that it will take about 2 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the

cost of this AD to the U.S. operators to
be $113,560, or $170 per product.

In addition, we estimate that any
necessary follow-on actions would take
about 10 work-hours and require parts
costing $10,060 for a cost of $10,910 per
product. We have no way of
determining the number of products
that may need these actions.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, 1
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 21822, April

19, 2011), the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-21-15 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-16838. Docket No.
FAA—-2011-0312; Directorate Identifier
2010-NM-159-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Empresa Brasileira
de Aeronautica S.A. (EMBRAER) Model
EMB-135ER, —135KE, —135KL, and —135LR
airplanes; and Model EMB-145, —145ER,
—145MR, —145LR, —145MP, and —145EP
airplanes; certificated in any category;
equipped with titanium auxiliary power unit
(APU) firewall part number (P/N) 145—
47494-401, 145-26850—401, 145-26850-601,
or 145-47494—403.

Subject

(d) Air Transport Association (ATA) of
America Code 53: Fuselage.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

This [Brazilian] AD results from reports of
cracking in the firewall of the auxiliary
power unit (APU). This AD is being issued
to detect and correct this cracking, which
could result in reduced structural integrity of
the fuselage and empennage in the event that
a fire penetrates through the firewall of the
APU.

* * * * *

Compliance

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

Actions

(g) Within 3,300 flight hours after the
effective date of this AD, do a detailed
inspection for cracking of the rearward and
forward face of the APU firewall, including
its attachment to the fuselage, removing
neither the structural reinforcements nor the
dampers, in accordance with Task 05-20-47—
200-801-A, Rear Fuselage II—Aft of Rear
Pressure Bulkhead—Internal General Visual
Inspection, of Subject 5-20—47, Rear Fuselage
II—Aft of Rear Pressure Bulkhead—Internal,
and Task 05-20-57-200-801—A, Rear
Fuselage II—Tail Cone Fairing—Internal
General Visual Inspection, of Subject 5—20—
57, Rear Fuselage II—Tail Cone Fairing—
Internal, of Chapter 5, Time Limits
Maintenance Checks, of EMBRAER EMB145
Aircraft Maintenance Manual, Part II, AMM-—
145/1124, Revision 54, dated April 28, 2011.

(1) If no cracking is found during any
inspection required by paragraph (g) of this
AD, repeat the inspection thereafter at
intervals not to exceed 6,600 flight hours,
until the terminating action specified in
paragraph (h) of this AD has been
accomplished.

(2) If any cracking is found during any
inspection required by paragraph (g) of this

AD, before further flight, repair in accordance
with Subject 53—-32-13, Rear Fuselage II—
APU Firewall, of Chapter 53, Fuselage, of the
EMBRAER EMB135, ERJ140, EMB145,
Structural Repair Manual, SRM-145/1142,
Revision 43, dated December 1, 2010; or in
accordance with a method approved by the
International Branch, ANM-116, Transport
Airplane Directorate, FAA; or Agéncia
Nacional de Aviagdo Civil (ANAC) (or its
delegated agent). Within 6,600 flight hours
after doing the repair, do the inspection
required by paragraph (g) of this AD and
repeat the inspection thereafter at intervals
not to exceed 6,600 flight hours, until the
terminating action specified in paragraph (h)
of this AD has been accomplished.

Note 1: For the purpose of this AD, a
detailed inspection is: “An intensive
examination of a specific item, installation or
assembly to detect damage, failure or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at an intensity deemed appropriate.
Inspection aids such as mirrors, magnifying
lenses, etc., may be necessary. Surface
cleaning and elaborate access procedures
may be required.”

Optional Terminating Action

(h) Replacing the APU firewall having
P/N 145-47494-401, 145-26850-401, 145—

TABLE 1—CREDIT SERVICE BULLETINS

26850—-601, or 145—47494—403, with a new
APU firewall having P/N 145-47494-607, in
accordance with the Accomplishment
Instructions of EMBRAER Service Bulletin
145-53—-0062, Revision 07, dated May 27,
2011, terminates the repetitive inspections
required by paragraphs (g)(1) and (g)(2) of
this AD.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(i) Actions done before the effective date of
this AD, in accordance with Task 05-20—-47—
200-801-A, Rear Fuselage II—Aft of Rear
Pressure Bulkhead—Internal General Visual
Inspection, of Subject 5-20—47, Rear Fuselage
II—ATft of Rear Pressure Bulkhead—Internal,
of Chapter 5, Time Limits Maintenance
Checks, of EMBRAER EMB145 Aircraft
Maintenance Manual, Part II, AMM-145/
1124, Revision 53, dated October 28, 2010,
are acceptable for compliance with the
requirements of paragraph (g) of this AD.

(j) Actions done before the effective date of
this AD, in accordance with the applicable
service bulletin specified in table 1 of this
AD, are acceptable for compliance with the
requirements of paragraph (h) of this AD.

EMBRAER Service Bulletin— Revision— Dated—

145-53-0062 06 | August 11, 2010.
145-53-0062 ... 05 | May 20, 2008.
145-53-0062 ... 04 | November 23, 2007.
145-53-0062 ... 03 | September 21, 2007.
145-53-0062 ... 02 | January 25, 2006.
145-53-0062 ... 01 | October 28, 2005.
TAB=B30062 ......ooieiiiieiie e e e e e st e e e e s e e sneenne | eaeeessesanaee e aas July 29, 2005.

FAA AD Differences specify an internal general visual inspection, approval letter must specifically reference

Note 2: This AD differs from the MCAI
and/or service information as follows:

(1) The MCAI AD does not specify how to
do the inspection for cracking. This AD
requires doing a detailed inspection of the
rearward and forward face of the APU
firewall, including its attachment to the
fuselage, in accordance with Task 05-20-47—
200-801-A, Rear Fuselage II—Aft of Rear
Pressure Bulkhead—Internal General Visual
Inspection, of Subject 5-20—47, Rear Fuselage
II—ATft of Rear Pressure Bulkhead—Internal,
and Task 05-20-57—-200-801—-A, Rear
Fuselage II—Tail Cone Fairing—Internal
General Visual Inspection, of Subject 5-20—
57, Rear Fuselage [I—Tail Cone Fairing—
Internal, of Chapter 5, Time Limits
Maintenance Checks, of EMBRAER EMB145
Aircraft Maintenance Manual, Part II, AMM-—
145/1124, Revision 54, dated April 28, 2011.

(2) Where Subjects 5—20—47, Rear Fuselage
II—ATft of Rear Pressure Bulkhead—Internal,
and 5-20-57, Rear Fuselage II—Tail Cone
Fairing—Internal, of Chapter 5, Time Limits
Maintenance Checks, of EMBRAER EMB145
Aircraft Maintenance Manual, Part II, AMM-
145/1124, Revision 54, dated April 28, 2011,

this AD requires a detailed inspection.

Other FAA AD Provisions

(k) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOCs for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Todd Thompson, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; telephone (425) 227-1175; fax (425)
227-1149. Information may be e-mailed to: 9-
ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify
your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC

this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(1) Refer to MCAI ANAC Airworthiness
Directive 2010-06—03R1, dated September
20, 2010; EMBRAER Service Bulletin 145—
53-0062, Revision 07, dated May 27, 2011;
Task 05-20-47-200—-801—-A, Rear Fuselage
II—Aft of Rear Pressure Bulkhead—Internal
General Visual Inspection, of Subject 5—20—
47, Rear Fuselage II—Aft of Rear Pressure
Bulkhead—Internal, and Task 05—20-57—
200-801-A, Rear Fuselage II—Tail Cone
Fairing—Internal General Visual Inspection,
of Subject 5-20-57, Rear Fuselage II—Tail
Cone Fairing—Internal, of Chapter 5, Time
Limits Maintenance Checks, of EMBRAER
EMB145 Aircraft Maintenance Manual, Part
1I, AMM-145/1124, Revision 54, dated April
28, 2011; and Subject 53—32-13, Rear
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Fuselage II—APU Firewall, of Chapter 53,
Fuselage, of the EMBRAER EMB135, ERJ140,
EMB145, Structural Repair Manual, SRM—
145/1142, Revision 43, dated December 1,
2010; for related information.

Material Incorporated by Reference

(m) You must use Task 05—20-47-200—
801-A, Rear Fuselage II—Aft of Rear Pressure
Bulkhead—Internal General Visual
Inspection, of Subject 5-20-47, Rear Fuselage
II—ATft of Rear Pressure Bulkhead—Internal,
and Task 05-20-57-200-801—A, Rear
Fuselage II—Tail Cone Fairing—Internal
General Visual Inspection, of Subject 5-20-
57, Rear Fuselage II—Tail Cone Fairing—
Internal, of Chapter 5, Time Limits
Maintenance Checks, of EMBRAER EMB145
Aircraft Maintenance Manual, Part II, AMM-—
145/1124, Revision 54, dated April 28, 2011;
and Subject 53—32-13, Rear Fuselage II—
APU Firewall, of Chapter 53, Fuselage, of the
EMBRAER EMB135, ERJ140, EMB145,
Structural Repair Manual, SRM-145/1142,
Revision 43, dated December 1, 2010; to do
the actions required by this AD, unless the
AD specifies otherwise. If you accomplish
the optional terminating action specified in
this AD, you must use EMBRAER Service
Bulletin 145-53—-0062, Revision 07, dated
May 27, 2011, to do those actions, unless the
AD specifies otherwise. The revision level of
the EMBRAER EMB145 Aircraft Maintenance
Manual AMM-145/1124 is specified on only
the title page and Chapter 5 List of Effective
Pages of this document; the Chapter 5 title
page of this document does not contain a
revision level or date. The revision level of
the EMBRAER EMB135, ERJ140, EMB145,
Structural Repair Manual SRM—-145/1142 is
specified on only the title page and Chapter
53 List of Effective pages of this document;
the Chapter 53 title page does not contain a
revision level or date.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de
Aeronautica S.A. (EMBRAER), Technical
Publications Section (PC 060), Av. Brigadeiro
Faria Lima, 2170—Putim—12227-901 Sao
Jose dos Campos—SP—BRASIL; telephone
+55 12 3927-5852 or +55 12 3309-0732; fax
+55 12 3927-7546; e-mail
distrib@embraer.com.br; Internet: http://
www.flyembraer.com.

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

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

Issued in Renton, Washington, on October
3, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26718 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2011-0306; Directorate
Identifier 2010-NM-176—-AD; Amendment
39-16829; AD 2011-21-06]

RIN 2120-AA64

Airworthiness Directives; BAE
SYSTEMS (Operations) Limited Model
4101 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD)

that applies to the products listed above.

This AD results from mandatory
continuing airworthiness information
(MCAI) originated by an aviation
authority of another country to identify
and correct an unsafe condition on an
aviation product. The MCAI describes
the unsafe condition as:

* * * BAE Systems (Operations) Ltd has
issued Revision 33 of the AMM [airplane
maintenance manual] to amend Chapter 05—
10-10 by adding one new Structurally
Significant Item (SSI) and increasing the
repeat inspection period on another SSI.
Failure to comply with this revision
constitutes an unsafe condition.

* * * * *

The unsafe condition is failure of
certain structurally significant items,
including the main landing gear and the
nose landing gear, which could result in
reduced structural integrity of the
airplane; and fuel vapor ignition
sources, which could result in a fuel
tank explosion and consequent loss of
the airplane. We are issuing this AD to
require actions to correct the unsafe
condition on these products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of November 23, 2011.

The Director of the Federal Register
previously approved the incorporation
by reference of certain other
publications listed in this AD as of June
11, 2009 (74 FR 21246, May 7, 2009).

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Todd Thompson, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1175; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on April 8, 2011 (76 FR 19716),
and proposed to supersede AD 2009—
10-02, Amendment 39-15897 (74 FR
21246, May 7, 2009). That NPRM
proposed to correct an unsafe condition
for the specified products. The MCAI
states:

The Jetstream J41 Aircraft Maintenance
Manual (AMM), includes the following
chapters:

—05-10-10 “Airworthiness Limitations”’,
—05-10-20 “Certification Maintenance

Requirements”, and,

—05-10-30 “Critical Design Configuration

Control Limitations (CDCCL)—Fuel

System.”

Compliance with these chapters has been
identified as mandatory actions for continued
airworthiness and EASA AD 2009-0052 was
issued to require operators to comply with
those instructions.

Since the issuance of that AD, BAE
Systems (Operations) Ltd has issued Revision
33 of the AMM to amend Chapter 05—-10-10
by adding one new Structurally Significant
Item (SSI) and increasing the repeat
inspection period on another SSI. Failure to
comply with this revision constitutes an
unsafe condition.

For the reasons described above, this
[EASA] AD, which supersedes EASA AD
2009-0052, requires the implementation of
the new or more restrictive maintenance
requirements and/or airworthiness
limitations as specified in the defined parts
of Chapter 05 of the AMM at Revision 33.

The unsafe condition is failure of
certain structurally significant items,
including the main landing gear and the
nose landing gear, which could result in
reduced structural integrity of the
airplane; and fuel vapor ignition
sources, which could result in a fuel
tank explosion and consequent loss of
the airplane. You may obtain further
information by examining the MCAI in
the AD docket.
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Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (76
FR 19716, April 8, 2011) or on the
determination of the cost to the public.

Revised Aircraft Maintenance Manual
(AMM)

Since issuance of the NPRM (76 FR
19716, April 8, 2011), we have reviewed
Subjects 05-10-10, “Airworthiness
Limitations’’; 05—10-20, “Certification
Maintenance Requirements”’; and 05—
10-30, “Critical Design Configuration
Control Limitations (CDCCL)—Fuel
System”; of Chapter 05, “Airworthiness
Limitations”, of the BAE Systems
(Operations) Limited Jetstream Series
4100 AMM, Revision 35, dated February
15, 2011. We have revised paragraph (i)
of this AD to reference this revision.

We have also added paragraph (j) to
this AD to give credit for Subjects 05—
10-10, “Airworthiness Limitations”;
05—10-20, “Certification Maintenance
Requirements”; and 05—-10-30, “Critical
Design Configuration Control
Limitations (CDCCL)—Fuel System”’; of
Chapter 05 “Airworthiness
Limitations,” of the BAE Systems
(Operations) Limited Jetstream Series
4100 AMM, Revision 33, dated February
15, 2010.

Conclusion

We reviewed the available data, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 3 products of U.S. registry.

The actions that are required by AD
2009-10-02 (74 FR 21246, May 7, 2009)

and retained in this AD take about 1
work-hour per product, at an average
labor rate of $85 per work-hour.
Required parts cost about $85 per
product. Based on these figures, the
estimated cost of the currently required
actions is $85 per product.

We estimate that it will take about 1
additional work-hour per product to
comply with the new basic
requirements of this AD. The average
labor rate is $85 per work-hour. Based
on these figures, we estimate the cost of
this AD to the U.S. operators to be $255,
or $85 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 19716, April
8, 2011), the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Amendment 39-15897 (74 FR
21246, May 7, 2009) and adding the
following new AD:

2011-21-06 BAE SYSTEMS (Operations)
Limited: Amendment 39—16829. Docket
No. FAA-2011-0306; Directorate
Identifier 2010-NM-176—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) This AD supersedes AD 2009-10-02,
Amendment 39-15897 (74 FR 21246, May 7,
2009).

Applicability

(c) This AD applies to all BAE SYSTEMS
(Operations) Limited Model 4101 airplanes,
certificated in any category.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g., inspections) and/
or Critical Design Configuration Control
Limitations (CDCCLs). Compliance with
these actions and/or CDCCLs is required by
14 CFR 91.403(c). For airplanes that have
been previously modified, altered, or
repaired in the areas addressed by this AD,
the operator may not be able to accomplish
the actions described in the revisions. In this
situation, to comply with 14 CFR 91.403(c),
the operator must request approval of an
alternative method of compliance (AMOC)
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according to paragraph (1) of this AD. The
request should include a description of
changes to the required actions that will
ensure the continued operational safety of
the airplane.

Subject

(d) Air Transport Association (ATA) of
America Code 05.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

* * * BAE Systems (Operations) Ltd has
issued Revision 33 of the AMM [airplane
maintenance manual] to amend Chapter 05—
10-10 by adding one new Structurally
Significant Item (SSI) and increasing the
repeat inspection period on another SSI.
Failure to comply with this revision
constitutes an unsafe condition.

* * * * *

The unsafe condition is failure of certain
structurally significant items, including the
main landing gear and the nose landing gear,
which could result in reduced structural
integrity of the airplane; and fuel vapor
ignition sources, which could result in a fuel
tank explosion and consequent loss of the
airplane.

Compliance

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

Restatement of Requirements of AD 2009-
10-02, Amendment 39-15897 (74 FR 21246,
May 7, 2009)

Revise Airworthiness Limitations Section
(AWL) of Instructions for Continued
Airworthiness

(g) Within 90 days after June 11, 2009 (the
effective date of AD 2009-10-02,
Amendment 39-15897 (74 FR 21246, May 7,
2009)): Revise the AWL section of the
Instructions for Continued Airworthiness by
incorporating the instructions of Subjects 05—
10-10, “Airworthiness Limitations,” 05—10—
20, “Certification Maintenance
Requirements,” and 05—-10-30, ““Critical
Design Configuration Control Limitations
(CDCCL)—Fuel System,” of Chapter 05,
“Airworthiness Limitations,” of the BAE
Systems (Operations) Limited Jetstream
Series 4100 Airplane Maintenance Manual
(AMM), Revision 31, dated February 15,
2009. Thereafter, except as provided in
paragraph (1) of this AD, no alternative
replacement times or inspection intervals
may be approved for any affected component.
Doing the actions required by paragraph (i)
of this AD terminates the requirements of this
paragraph.

(h) Where paragraph 2.A.(2) of Subject 05—
10-10, “Airworthiness Limitations,” of
Chapter 05, ““Airworthiness Limitations,” of
the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM, Revision 31,
dated February 15, 2009, specifies that
certain landing gear units “must be removed
before 31st March 2008,” this AD requires
compliance within 60 days after June 11,
2009.

New Requirements of This AD With Revised
Service Information

Maintenance Program Revision

(i) Within 90 days after the effective date
of this AD: Revise the maintenance program
by incorporating Subjects 05—10-10,
“Airworthiness Limitations’’; 05-10-20,
“Certification Maintenance Requirements”’;
and 05-10-30, “‘Critical Design Configuration
Control Limitations (CDCCL)—Fuel System”’;
of Chapter 05, “Airworthiness Limitations,”
of the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM, Revision 35,
dated February 15, 2011. Doing the actions
required by this paragraph terminates the
requirements of paragraph (g) of this AD. The
initial compliance times for the tasks are at
the applicable times specified in paragraphs
(1)(1), (1)(2), and (i)(3) of this AD.

(1) For replacement tasks of life limited
parts specified in Subject 05-10-10,
“Airworthiness Limitations,” of Chapter 05,
“Airworthiness Limitations,” of the BAE
Systems (Operations) Limited Jetstream
Series 4100 AMM, Revision 35, dated
February 15, 2011: Prior to the applicable
flight cycles (landings) or flight hours (flying
hours) on the part specified in the
“Mandatory Life Limits”” column in Subject
05—-10-10, or within 90 days after the
effective date of this AD, whichever occurs
later.

(2) For structurally significant item tasks
specified in Subject 05-10-10,
“Airworthiness Limitations,” of Chapter 05,
“Airworthiness Limitations,” of the BAE
Systems (Operations) Limited Jetstream
Series 4100 AMM, Revision 35, dated
February 15, 2011: Prior to the accumulation
of the applicable flight cycles specified in the
“Initial Inspection” column in Subject 05—
10-10, or within 90 days after the effective
date of this AD, whichever occurs later.

(3) For certification maintenance
requirements tasks specified in Subject 05—
10-20, ““Certification Maintenance
Requirements,” of Chapter 05,
“Airworthiness Limitations,” of the BAE
Systems (Operations) Limited Jetstream
Series 4100 AMM, Revision 35, dated
February 15, 2011: Prior to the accumulation
of the applicable flight hours specified in the
“Time Between Checks” column in Subject
05-10-20, or within 90 days after the
effective date of this AD, whichever occurs
later; except for tasks that specify “first flight
of the day” in the “Time Between Checks”
column in Subject 05-10-20, the initial
compliance time is the first flight of the next
day after doing the revision required by
paragraph (i) of this AD, or within 90 days
after the effective date of this AD, whichever
occurs later.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(j) Actions done before the effective date of
this AD in accordance with Subjects 05—10—
10, “Airworthiness Limitations’’; 05—-10-20,
“Certification Maintenance Requirements”;
and 05—-10-30, “Critical Design Configuration
Control Limitations (CDCCL)—Fuel System”;
of Chapter 05, “Airworthiness Limitations,”
of the BAE Systems (Operations) Limited

Jetstream Series 4100 AMM, Revision 33,
dated February 15, 2010; are acceptable for
compliance with the requirements of
paragraph (i) of this AD.

No Alternative Actions, Intervals, and/or
CDCCLs

(k) After accomplishing the revision
required by paragraph (i) of this AD, no
alternative actions (e.g., inspections),
intervals, and/or CDCCLs may be used unless
the actions, intervals, and/or CDCCLs are
approved as an alternative method of
compliance (AMOC) in accordance with the
procedures specified in paragraph (1) of this
AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows:
Although EASA Airworthiness Directive
2010-0098, dated May 27, 2010, specifies
both revising the maintenance program to
include limitations, and doing certain
repetitive actions (e.g., inspections) and/or
maintaining CDCCLs, this AD only requires
the revision. Requiring a revision of the
maintenance program, rather than requiring
individual repetitive actions and/or
maintaining CDCCLs, requires operators to
record AD compliance only at the time the
revision is made. Repetitive actions and/or
maintaining CDCCLs specified in the
airworthiness limitations must be complied
with in accordance with 14 CFR 91.403(c).

Other FAA AD Provisions

(1) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Todd Thompson, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; telephone (425) 227-1175; fax (425)
227-1149. Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(m) Refer to Mandatory Continuing
Airworthiness Information (MCAI) European
Aviation Safety Agency (EASA)
Airworthiness Directive 2010-0098, dated
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May 27, 2010; Subjects 05-10-10,
“Airworthiness Limitations’’; 05—10-20,
“Certification Maintenance Requirements”’;
and 05-10-30, “Critical Design Configuration
Control Limitations (CDCCL)—Fuel System”;
of Chapter 05, “Airworthiness Limitations,”
of the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM, Revision 31,
dated February 15, 2009; and Subjects 05—
10-10, “Airworthiness Limitations’’; 05—10—
20, “Certification Maintenance
Requirements”’; and 05—-10-30, “Critical
Design Configuration Control Limitations
(CDCCL)—Fuel System”; of Chapter 05,
“Airworthiness Limitations,” of the BAE
Systems (Operations) Limited Jetstream
Series 4100 AMM, Revision 35, dated
February 15, 2011; for related information.

Material Incorporated by Reference

(n) You must use the following service
information to do the applicable actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of Subjects 05—-10-10, ““Airworthiness
Limitations’’; 05—10-20, ““Certification
Maintenance Requirements”; and 05-10-30,
“Critical Design Configuration Control
Limitations (CDCCL)—Fuel System”; of
Chapter 05, ““Airworthiness Limitations,” of
the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM, Revision 35,
dated February 15, 2011; under 5 U.S.C.
552(a) and 1 CFR part 51 on November 23,
2011. Page 1 of the Publications Transmittal
of the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM is the only page
that shows the revision level of this
document.

(2) The Director of the Federal Register
previously approved the incorporation by
reference of Subjects 05-10-10,
“Airworthiness Limitations”’; 05—10-20,
“Certification Maintenance Requirements”’;
05-10-30, “Critical Design Configuration
Control Limitations (CDCCL)—Fuel System’’;
of Chapter 05, “Airworthiness Limitations,”
of the BAE Systems (Operations) Limited
Jetstream Series 4100 AMM, Revision 31,
dated February 15, 2009; on June 11, 2009
(74 FR 21246, May 7, 2009).

(3) For service information identified in
this AD, contact BAE SYSTEMS (Operations)
Limited, Customer Information Department,
Prestwick International Airport, Ayrshire,
KA9 2RW, Scotland, United Kingdom;
telephone +44 1292 675207; fax +44 1292
675704; e-mail
RApublications@baesystems.com; Internet
http://www.baesystems.com/Businesses/
RegionalAircraft/index.htm.

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

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

code of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on
September 23, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-25802 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0684; Directorate
Identifier 2010—-NE-27-AD; Amendment 39—
16842; AD 2011-22-01]

RIN 2120-AA64
Airworthiness Directives; Rolls-Royce

Deutschland Ltd & Co KG (RRD)
BR700-710 Series Turbofan Engines

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

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

Analysis of service data carried out by
Rolls-Royce Deutschland has shown that the
effect of touch-and-go and overshoot on life
cycle counting is higher than anticipated.
Therefore, the life cycle counting method for
touch-and-go and overshoot as defined by the
Time Limits Manual needs to be changed to
reflect this higher effect on life.

We are issuing this AD to prevent
failure of high-energy, life-limited parts,
uncontained engine failure, and damage
to the airplane.

DATES: This AD becomes effective
November 23, 2011.

ADDRESSES: The Docket Operations
office is located at Docket Management
Facility, U.S. Department of
Transportation, 1200 New Jersey
Avenue, SE., West Building Ground
Floor, Room W12-140, Washington, DC
20590-0001.

FOR FURTHER INFORMATION CONTACT:
Mark Riley, Aerospace Engineer, Engine
Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
e-mail: mark.riley@faa.gov; phone: 781—
238-7758; fax: 781-238-7199.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on July 5, 2011 (76 FR 39033).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states that:

Analysis of service data carried out by
Rolls-Royce Deutschland has shown that the
effect of touch-and-go and overshoot on life
cycle counting is higher than anticipated.
Therefore, the life cycle counting method for
touch-and-go and overshoot as defined by the
Time Limits Manual needs to be changed to
reflect this higher effect on life.

This AD requires a change of the life cycle
counting method for touch-and-go and
overshoot for all critical parts and the Low
Pressure (LP) compressor blades as specified
in the Rolls-Royce Deutschland Alert NMSB—
BR700-72—A900504 Revision 1. The chapter
05-00-01 and 05—-00-02 of the applicable
Time Limits Manuals will be revised
accordingly.

You may obtain further information

by examining the MCAI in the AD
docket.

Comments

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

Conclusion

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

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
described in a separate paragraph of the
AD, and take precedence over the
actions copied from the MCAL

Costs of Compliance

Based on the service information, we
estimate that this AD would affect about
1,052 products of U.S. registry. We also
estimate that it would take about 1
work-hour per product to comply with
this AD. The average labor rate is $85
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per work-hour. Based on these figures,
we estimate the cost of the AD on U.S.
operators to be $89,420.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

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

available in the AD docket shortly after
receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-22-01 Rolls-Royce Deutschland Ltd &
Co KG (Formerly Rolls-Royce
Deutschland GmbH, formerly BMW
Rolls-Royce GmbH)]: Amendment 39—
16842; Docket No. FAA-2011-0684;
Directorate Identifier 2011-NE-27-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to all Rolls-Royce
Deutschland BR700-710A1-10 and BR700—
710A2-20 turbofan engines, all BR700-
710C4-11 model engines that have hardware
configuration standard 710C4-11 engraved
on the engine data plate (Service Bulletin
SB-BR700-72-101466 standard not
incorporated), and all BR700-710C4-11
model engines that have hardware
configuration standard 710C4-11/10
engraved on the engine data plate (Service
Bulletin SB-BR700-72—-101466 standard
incorporated). These engines are installed on,
but not limited to, Bombardier BD—-700-1A10
and BD-700-1A11 airplanes and Gulfstream
GV (G500) and GV-SP (G550) airplanes.

Reason

(d) This AD results from:

Analysis of service data carried out by
Rolls-Royce Deutschland has shown that the
effect of touch-and-go and overshoot on life
cycle counting is higher than anticipated.
Therefore, the life cycle counting method for
touch-and-go and overshoot as defined by the
Time Limits Manual needs to be changed to
reflect this higher effect on life.

We are issuing this AD to prevent failure of
high-energy, life-limited parts, uncontained
engine failure, and damage to the airplane.

Actions and Compliance

(e) Unless already done, do the following
actions.

(1) Within 30 days after the effective date
of this AD, revise the airworthiness
limitations section (ALS) of the operators’
approved maintenance program (reference
the Time Limits Manual (TLM), chapters 05—
00-01 and 05—00-02 of the applicable engine
manuals (EMs)) to remove the requirement to
record each touch-and-go or overshoot as s
of a flight cycle (FC) on an engine installed
on an airplane used for Pilot Training.

(2) Within 30 days after the effective date
of this AD, revise the ALS of the operators’
approved maintenance program (reference
the TLM, chapters 05-00-01 and 05—00-02 of
the applicable EMs) to add a requirement to
record each touch-and-go or overshoot as 1
FC to the life of all critical parts and the fan
blades.

(3) Within 120 days after the effective date
of this AD, determine the number of touch-
and-go’s and overshoots that each individual
critical part except the fan shaft and LP
turbine rotor shaft has experienced since
entry into service for Pilot Training.

(i) If the number of touch-and-go’s and
overshoots on an individual critical part is
less than one percent of the total number of
FCs on the critical part, no further action is
required by this AD.

(ii) If the number of touch-and-go’s and
overshoots on an individual critical part is
one percent or more of the total number of
FCs on the critical part, disregard the
previous calculations of life on that
individual critical part and retrospectively
re-calculate the accumulated FCs of that
individual critical part by the addition of one
FC for every touch-and-go and overshoot to
the total number of FCs.

Definitions

(f) A touch-and-go is a phase of a flight
where a landing approach of an airplane is
continued to the touch-down point and the
airplane immediately takes off again without
stopping.

(g) An overshoot is a phase of a flight
where a landing approach of an airplane is
not continued to the touch-down point. This
includes missed approaches due to safety
reasons, weather minimums, airplane engine
configurations, runway incursions, and any
other undetermined causes.

FAA AD Differences

(h) This AD differs from the Mandatory
Continuing Airworthiness Information
(MCALI) and/or service information as
follows:

(1) This AD requires within 30 days after
the effective date of this AD, revising the ALS
of the operators’ approved maintenance
program (reference the TLM chapters 05—00—
01 and 05-00-02 of the applicable EMs) to
remove the requirement to record each touch-
and-go or overshoot as 5 of a FC on an
engine installed on an airplane used for Pilot
Training, and adding a requirement to record
each touch-and-go or overshoot as 1 FC to the
life of all critical parts and the fan blades.
The MCAI requires that the revised method
of life counting for each touch-and-go and
overshoot be accomplished within 4 months.

(2) The MCAI requires determining the
total number of touch-and-go’s and
overshoots that each individual critical part
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(except the fan shaft and LP turbine rotor
shaft) has experienced since entry into
service. This AD only requires determining
those numbers for touch-and-go’s and
overshoots that had occurred during Pilot
Training.

Alternative Methods of Compliance
(AMOCs)

(i) The Manager, Engine Certification
Office, FAA, has the authority to approve
AMOC:s for this AD, if requested using the
procedures found in 14 CFR 39.19.

Related Information

(j) Refer to MCAI European Aviation Safety
Agency Airworthiness Directive 2010-0077,
dated April 20, 2010, and Rolls-Royce
Deutschland Ltd & Co KG Alert Service
Bulletin SB-BR700-72—-A900504, Revision 1,
dated February 19, 2010, for related
information. Contact Rolls-Royce
Deutschland Ltd & Co KG, Eschenweg 11,
Dahlewitz, 15827 Blankenfelde-Mahlow,
Germany; phone: 49 0 33—-7086—1883; fax: 49
0 33-7086-3276, for a copy of this service
information.

(k) Contact Mark Riley, Aerospace
Engineer, Engine Certification Office, FAA,
Engine & Propeller Directorate, 12 New
England Executive Park, Burlington, MA
01803; e-mail: mark.riley@faa.gov; phone:
781-238-7758; fax: 781-238-7199, for more
information about this AD.

Material Incorporated by Reference
(1) None.

Issued in Burlington, Massachusetts, on
October 7, 2011.

Peter A. White,

Manager, Engine & Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26885 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—2011-0811; Directorate
Identifier 2011-CE-026—AD; Amendment
39-16839; AD 2011-21-16]

RIN 2120-AA64

Airworthiness Directives; Diamond
Aircraft Industries Powered Sailplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for
Diamond Aircraft Industries Model H-
36 “DIMONA” powered sailplanes. This
AD results from mandatory continuing
airworthiness information (MCAI)
issued by an aviation authority of
another country to identify and correct

an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

A report has been received of a failed air
brake control system torsion tube on a
Diamond (formerly Hoffman) H 36 powered
sailplane. The results of the subsequent
investigation show that the failure was due
to corrosion damage.

This condition, if not detected and
corrected, may lead to failure of the air brake
control system in flight, resulting in reduced
control of the aeroplane.

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD is effective November
23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of November 23, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at
Document Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue, SE., Washington,
DC 20590.

For service information identified in
this AD, contact Diamond Aircraft
Industries GmbH, N.A. Otto-Strafe 5,
A—-2700 Wiener Neustadt, Austria,
telephone: +43 2622 26700; fax: +43
2622 26780; e-mail: office@diamond-
air.at; Internet: http://www.diamond-
air.at. You may review copies of the
referenced service information at the
FAA, Small Airplane Directorate, 901
Locust, Kansas City, Missouri 64106.
For information on the availability of
this material at the FAA, call (816) 329—
4148.

FOR FURTHER INFORMATION CONTACT: Jim
Rutherford, Aerospace Engineer, FAA,
Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329—4165; fax: (816)
329-4090; e-mail:
jim.rutherford@faa.gov.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on August 8, 2011 (76 FR
48047). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

A report has been received of a failed air
brake control system torsion tube on a
Diamond (formerly Hoffman) H 36 powered
sailplane. The results of the subsequent

investigation show that the failure was due
to corrosion damage.

This condition, if not detected and
corrected, may lead to failure of the air brake
control system in flight, resulting in reduced
control of the aeroplane.

To address this unsafe condition, Diamond
published Mandatory Service Bulletin (MSB)
36—105, containing instructions to test and
inspect the air brake control system torsion
tube for corrosion damage and, depending on
findings, the application of anticorrosive
agent to the inside of the torsion tube, or
replacement of the torsion tube with a
serviceable part.

For the reasons described above, this new
AD requires repetitive tests and inspections
of the air brake control system torsion tube
and applicable corrective actions, depending
on findings.

You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM (76
FR 48047, August 8, 2011) or on the
determination of the cost to the public.

Conclusion

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

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCAI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect 9
products of U.S. registry. We also
estimate that it will take about 4.5 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Required parts will about $172 per
product.

Based on these figures, we estimate
the cost of this AD on U.S. operators to
be $4,990.50, or $554.50 per product.

In addition, we estimate that any
necessary follow-on actions will take
about 5 work-hours and require parts
costing $275, for a cost of $700 per
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product. We have no way of
determining the number of products
that may need these actions.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify this AD:

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

(2) Is not a “significant rule”” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD Docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains the NPRM (76 FR
48047, August 8, 2011), the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Office (telephone (800) 647—
5527) is in the ADDRESSES section.

Comments will be available in the AD
docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-21-16 Diamond Aircraft Industries:
Amendment 39-16839; Docket No. FAA-
2011-0811; Directorate Identifier 2011—
CE-026-AD.

(a) Effective Date

This airworthiness directive (AD) becomes
effective November 23, 2011.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Diamond Aircraft
Industries Model H-36 “DIMONA” powered

sailplanes, all serial numbers, certificated in
any category.

(d) Subject

Air Transport Association of America
(ATA) Code 27: Flight Controls.

(e) Reason

The mandatory continuing airworthiness
information (MCAI) states:

A report has been received of a failed air
brake control system torsion tube on a
Diamond (formerly Hoffman) H 36 powered
sailplane. The results of the subsequent
investigation show that the failure was due
to corrosion damage.

This condition, if not detected and
corrected, may lead to failure of the air brake
control system in flight, resulting in reduced
control of the aeroplane.

To address this unsafe condition, Diamond
published Mandatory Service Bulletin (MSB)
36-105, containing instructions to test and
inspect the air brake control system torsion
tube for corrosion damage and, depending on
findings, the application of anticorrosive
agent to the inside of the torsion tube, or
replacement of the torsion tube with a
serviceable part.

For the reasons described above, this new
AD requires repetitive tests and inspections
of the air brake control system torsion tube
and applicable corrective actions, depending
on findings.

(f) Actions and Compliance

Unless already done, do the following
actions:

(1) Within the next 6 months after
November 23, 2011 (the effective date of this
AD), remove, test, and inspect the air brake
control system torsion tube for corrosion
damage following Diamond Aircraft
Industries GmbH Work Instruction WI-MSB
36-105, dated April 21, 2011, as specified in
Diamond Aircraft Industries GmbH Service
Bulletin No. MSB 36-105/1, dated May 2,
2011.

(2) If corrosion damage is found during the
inspection required in paragraph (f)(1) of this
AD or during any repetitive inspection
required in paragraphs (f)(2) and (f)(3) of this
AD, before further flight after the inspection
in which corrosion damage is found, replace
the affected torsion tube with a serviceable
part. Before installation, apply an
anticorrosive agent to the inside of the
torsion tube. Do these required actions
following Diamond Aircraft Industries GmbH
Work Instruction WI-MSB 36-105, dated
April 21, 2011, as specified in Diamond
Aircraft Industries GmbH Service Bulletin
No. MSB 36-105/1, dated May 2, 2011. After
replacement, repetitively thereafter at
intervals not to exceed 60 months, remove,
test, and inspect the newly installed air brake
control system torsion tube for corrosion
damage following the procedures specified in
paragraph (f)(1) of this AD.

(3) If no corrosion damage is found during
the inspection required in paragraph (f)(1) of
this AD or during any repetitive inspection
required in paragraphs (f)(2) and (f)(3) of this
AD, before reinstalling the torsion tube,
apply an anticorrosive agent to the inside of
the torsion tube. Do these required actions
following Diamond Aircraft Industries GmbH
Work Instruction WI-MSB 36-105, dated
April 21, 2011, as specified in Diamond
Aircraft Industries GmbH Service Bulletin
No. MSB 36-105/1, dated May 2, 2011.
Repetitively thereafter at intervals not to
exceed 60 months, remove, test, and inspect
the air brake control system torsion tube for
corrosion damage following the procedures
specified in paragraph (f)(1) of this AD.

(4) As of November 23, 2011 (the effective
date of this AD), do not install an air brake
control system torsion tube on an affected
sailplane unless it has been inspected
following the procedures specified in
paragraph (f)(1) of this AD, is found to be
corrosion free, and an anticorrosive agent has
been applied to the inside of the tube as
specified in Diamond Aircraft Industries
GmbH Work Instruction WI-MSB 36-105,
dated April 21, 2011, as specified in
Diamond Aircraft Industries GmbH Service
Bulletin No. MSB 36-105/1, dated May 2,
2011.

Note 1: Credit will be given for the initial
test and inspection required in paragraph
(£)(1) of this AD and the corrective actions
required in paragraphs (f)(2) and (f)(3) of this
AD if already done before November 23, 2011
(the effective date of this AD) following
Diamond Aircraft Industries GmbH Service
Bulletin No. MSB 36105, original issue.
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(g) FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

(h) Other FAA AD Provisions

The following provisions also apply to this
AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Jim Rutherford, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4165; fax: (816) 329—
4090; email: jim.rutherford@faa.gov. Before
using any approved AMOC on any sailplane
to which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, a federal
agency may not conduct or sponsor, and a
person is not required to respond to, nor
shall a person be subject to a 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 current
valid OMB Control Number. The OMB
Control Number for this information
collection is 2120-0056. Public reporting for
this collection of information is estimated to
be approximately 5 minutes per response,
including the time for reviewing instructions,
completing and reviewing the collection of
information. All responses to this collection
of information are mandatory. Comments
concerning the accuracy of this burden and
suggestions for reducing the burden should
be directed to the FAA at: 800 Independence
Ave., SW., Washington, DC 20591, Attn:
Information Collection Clearance Officer,
AES-200.

(i) Related Information

Refer to MCAI European Aviation Safety
Agency (EASA) AD No. 2011-0110, dated
June 16, 2011; Diamond Aircraft Industries
GmbH Service Bulletin No. MSB 36-105/1,
dated May 2, 2011; and Diamond Aircraft
Industries GmbH Work Instruction WI-MSB
36-105, dated April 21, 2011, for related
information.

(j) Material Incorporated by Reference

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

(2) Diamond Aircraft Industries GmbH
Service Bulletin No. MSB 36-105/1, dated
May 2, 2011; and Diamond Aircraft
Industries GmbH Work Instruction WI-MSB
36-105, dated April 21, 2011, approved for
IBR on November 23, 2011.

(3) For service information identified in
this AD, contact Diamond Aircraft Industries
GmbH, N.A. Otto-StraBe 5, A—2700 Wiener
Neustadt, Austria, telephone: +43 2622
26700; fax: +43 2622 26780; E-mail:
office@diamond-air.at; Internet: http://
www.diamond-air.at.

(4) You may review copies of the service
information at the FAA, Small Airplane
Directorate, 901 Locust, Kansas City,
Missouri 64106. For information on the
availability of this material at the FAA, call
(816) 329-4148.

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

Issued in Kansas City, Missouri, on
October 5, 2011.
Earl Lawrence,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 2011-26300 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration
14 CFR Part 39

[Docket No. FAA-2010-0040; Directorate
Identifier 2008—NM-203-AD; Amendment
39-16831; AD 2011-21-08]

RIN 2120-AA64

Airworthiness Directives; Sicma Aero
Seat Passenger Seat Assemblies
Installed on Various Transport
Category Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for Sicma
Aero Seat 88xx, 89xx, 90xx, 91xxX, 92xXX,
93xx, 95xx, and 96xx series passenger
seat assemblies, installed on various
transport category airplanes. This AD
results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

Cracks have been found on seats [with]
backrest links P/N (part number) 90-000200—
104—1 and 90-000200—-104-2. These cracks
can significantly affect the structural integrity
of seat backrests.

Failure of the backrest links could result
in injury to an occupant during
emergency landing conditions. We are
issuing this AD to require actions to
correct the unsafe condition on these
products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of November 23, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Jeffrey Lee, Aerospace Engineer, Boston
Aircraft Certification Office, FAA,
Engine & Propeller Directorate, 12 New
England Executive Park, Burlington,
Massachusetts 01803; telephone (781)
238-7161; fax (781) 238-7170.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a supplemental notice of
proposed rulemaking (NPRM) to amend
14 CFR part 39 to include an AD that
would apply to the specified products.
That supplemental NPRM was
published in the Federal Register on
April 25, 2011 (76 FR 22830). That
supplemental NPRM proposed to
correct an unsafe condition for the
specified products. The MCALI states:

Cracks have been found on seats [with]
backrest links P/N (part number) 90-000200—
104-1 and 90-000200-104—2. These cracks
can significantly affect the structural integrity
of seat backrests.

Failure of the backrest links could result
in injury to an occupant during
emergency landing conditions. The
required actions include a general visual
inspection for cracking of backrest links;
replacement with new, improved links
if cracking is found; and eventual
replacement of all links with new,
improved links. You may obtain further
information by examining the MCAI in
the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.
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Support for the Supplemental NPRM
(76 FR 22830, April 25, 2011)

Boeing concurs with content of the
supplemental NPRM (76 FR 22830,
April 25, 2011).

Request to Remove Airplanes From the
Proposed Applicability

Airbus stated that the Model A330-
200 and —300 series airplanes that were
included in table 1 of the supplemental
NPRM (76 FR 22830, April 25, 2011)
were delivered with 16G-rated seats, not
the 9G-rated seats affected by the
proposed AD. Airbus requested that
Model A330-200 and —300 series
airplanes be removed from the
supplemental NPRM applicability.

We agree with the comment because
it correctly updates table 1 of this AD
by removing airplanes that do not have
the affected seats. We have changed
table 1 of this AD accordingly.

Clarification of Service Bulletin
Citation

We have corrected the issue number
and date for Annex 1 of Sicma Aero Seat
Service Bulletin 90-25-013, Issue 3,
dated December 19, 2001, to be Annex
1, Issue 1, dated June 26, 2001
(referenced in paragraph (f)(6) of this
AD).

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 611 seats on 4 products of U.S.

registry. We also estimate that it will
take about 1 work-hour per seat to
comply with the basic requirements of
this AD. The average labor rate is $85
per work-hour. Required parts will cost
about $0 per seat. Where the service
information lists required parts costs
that are covered under warranty, we
have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of
this AD to the U.S. operators to be
$51,935, or $85 per seat.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (75 FR 2826,
January 19, 2010), the supplemental
NPRM (76 FR 22830, April 25, 2011),
the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-21-08 SICMA AERO SEAT:
Amendment 39-16831. Docket No.
FAA—-2010-0040; Directorate Identifier
2008—-NM-203—-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Sicma Aero Seat
88xx, 89xx, 90xx, 91xx, 92xX, 93xxX, 95XX,
and 96xx series passenger seat assemblies
identified in Annex 1, Issue 2, dated March
19, 2004, of Sicma Aero Seat Service Bulletin
90-25-013, Issue 4, dated March 19, 2004,
that have backrest links having part numbers
(P/Ns) 90-000200-104—1 and 90-000200—
104-2; and that are installed on, but not
limited to, the airplanes identified in table 1
of this AD, certificated in any category. This
AD does not apply to Sicma Aero Seat series
9140, 9166, 9173, 9174, 9184, 9188, 9196,
91B7, 91B8, 91C0, 91C2, 91C4, 91C5, 9301,
and 9501 passenger seat assemblies.
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TABLE 1—CERTAIN AFFECTED AIRPLANE MODELS

Manufacturer

Model

ATR—GIE Avions de Transport Régional
ATR—GIE Avions de Transport Régional
The Boeing Company
The Boeing Company

The Boeing Company .......ccccceveereeenieesineeneennnes
The Boeing Company
The Boeing Company
Bombardier, Inc

Bombardier, Inc
Bombardier, Inc
Bombardier, Inc
Bombardier, Inc ....
Bombardier, Inc
Fokker Services B.V

Fokker Services B.V

The Boeing Company

The Boeing Company

The Boeing Company ........cccceceereeevieencrneneennne.

The Boeing Company

A300 airplanes.

A310, A318, A319, A320, A321 series airplanes.

ATR42-200, —300, —320, and —500 airplanes.

ATR72-101, —201, —102, —202, —211, —212, and —212A airplanes.

727, 727C, 727-100, 727-100C, 727-200, and 727—200F series airplanes.

737-100, —200, —200C, —300, —400, 500, —600, —700, —700C, —800, —900, and —900ER se-
ries airplanes.

747-100, 747-100B, 747-100B SUD, 747-200B, 747-200C, 747—-200F, 747-300, 747-400,
747-400D, 747-400F, 747SR, and 747SP series airplanes.

757-200, —200PF, —200CB, and —300 series airplanes.

767-200, —300, —300F, and —400ER series airplanes.

CL-600-1A11 (CL-600), CL-600-2A12 (CL-601), and CL-600-2B16 (CL-601-3A, CL-601—
3R, and CL-604) airplanes.

CL-600-2B19 (Regional Jet Series 100 & 440) airplanes.

CL-600-2C10 (Regional Jet Series 700, 701, & 702) airplanes.

CL-600-2D15 (Regional Jet Series 705) airplanes.

CL-600-2D24 (Regional Jet Series 900) airplanes.

DHC-8-100, DHC-8-200, DHC—-8-300, and DHC—-8-400 airplanes.

F.27 Mark 050, 100, 200, 300, 400, 500, 600, and 700 airplanes.

F.28 Mark 0070, 0100, 1000, 2000, 3000, and 4000 airplanes.

DCc-8-11, bC-8-12, bC-8-21, bC-8-31, bC-8-32, DC-8-33, DC-8-41, DC-8-42, DC-8-
43, bC-8-51, bC-8-52, DC-8-53, DC-8-55, DC-8F-54, DC-8F-55, DC-8-61, DC-8-62,
DC-8-63, bC-8-61F, bC-8-62F, DC-8-63F, DC-8-71, DC-8-72, DC-8-73, DC-8-71F,
DC-8-72F, and DC-8-73F airplanes.

DC-9-11, DC-9-12, DC-9-13, DC-9-14, DC-9-15, DC-9-15F, DC-9-21, DC-9-31, DC-9-
32, DC-9-32 (VC-9C), bC-9-32F, DC—-9-33F, DC-9-34, DC-9-34F, DC-9-32F (C-9A,
C-9B), bC-9-41, DC-9-51, DC-9-81 (MD-81), DC-9-82 (MD-82), DC-9-83 (MD-83),
and DC-9-87 (MD-87) airplanes.

DC-10-10, DC-10-10F, DC-10-15, DC-10-30, DC-10-30F (KC—-10A and KDC-10), DC-

10-40, and DC—10-40F airplanes.
MD-11 and MD—11F airplanes.

Note 1: This AD applies to Sicma Aero Seat
passenger seat assemblies as installed on any
airplane, regardless of whether the airplane
has been otherwise 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 according to paragraph (g)(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.

Subject

(d) Air Transport Association (ATA) of
America Code 25: Equipment/Furnishings.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

Cracks have been found on seats [with]
backrest links P/N (part number) 90-000200—
104-1 and 90-000200-104-2. These cracks
can significantly affect the structural integrity
of seat backrests.

Failure of the backrest links could result in
injury to an occupant during emergency
landing conditions. The required actions
include a general visual inspection for
cracking of the backrest links; replacement
with new, improved links if cracking is

found; and eventual replacement of all links
with new, improved links.

Actions and Compliance

(f) Unless already done, do the following
actions.

(1) At the later of the compliance times
specified in paragraphs (f)(1)(i) and (£)(1)(ii)
of this AD, do a general visual inspection of
the backrest links having P/Ns 90-000200—
104—1 and 90-000200-104—2, in accordance
with Part One of Sicma Aero Seat Service
Bulletin 90-25-013, Issue 4, dated March 19,
2004, including Annex 1, Issue 2, dated
March 19, 2004:

(i) Before 6,000 flight hours on the backrest
link since new.

(ii) Within 900 flight hours or 5 months
after the effective date of this AD, whichever
occurs later.

(2) If, during the inspection required by
paragraph (f)(1) of this AD, cracking is found
between the side of the backrest link and the
lock-out pin hole but the cracking does not
pass this lock-out pin hole (refer to Figure 2
of Sicma Aero Seat Service Bulletin 90—25—
013, Issue 4, dated March 19, 2004, including
Annex 1, Issue 2, dated March 19, 2004):
Within 600 flight hours or 3 months after
doing the inspection, whichever occurs first,
replace both backrest links of the affected
seat with new, improved backrest links
having P/Ns 90-100200-104—1 and 90—
100200-104—2, in accordance with Part Two
of Sicma Aero Seat Service Bulletin 90—25—
013, Issue 4, dated March 19, 2004, including
Annex 1, Issue 2, dated March 19, 2004.

(3) If, during the inspection required by
paragraph (f)(1) of this AD, cracking is found
that passes beyond the lock-out pin hole
(refer to Figure 2 of Sicma Aero Seat Service
Bulletin 90-25-013, Issue 4, dated March 19,
2004, including Annex 1, Issue 2, dated
March 19, 2004): Before further flight, replace
both backrest links of the affected seat with
new, improved backrest links having P/Ns
90-100200-104-1 and 90-100200-104-2, in
accordance with Part Two of Sicma Aero Seat
Service Bulletin 90-25-013, Issue 4, dated
March 19, 2004, including Annex 1, Issue 2,
dated March 19, 2004.

(4) If no cracking is found during the
inspection required by paragraph (f)(1) of this
AD: Do the replacement required by
paragraph (f)(5) of this AD at the compliance
time specified in paragraph (f)(5) of this AD.

(5) At the later of the compliance times
specified in paragraphs (f)(5)(i) and (f)(5)(ii)
of this AD, replace the links, P/Ns 90—
000200-104—1 and 90—-000200-104-2, with
new improved links, P/Ns 90-100200-104-1
and 90-100200-104—-2, in accordance with
Part Two of Sicma Aero Seat Service Bulletin
90-25-013, Issue 4, dated March 19, 2004,
including Annex 1, Issue 2, dated March 19,
2004. Doing this replacement for an affected
passenger seat assembly terminates the
inspection requirements of paragraph (f)(1) of
this AD for that passenger seat assembly.

(i) Before 12,000 flight hours on the
backrest links, P/Ns 90-000200-104—1 and
90-000200-104-2, since new.

(ii) Within 900 flight hours or 5 months
after the effective date of this AD, whichever
occurs later.
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Credit for Actions Done in Accordance With
Previous Service Information

(6) Actions done before the effective date
of this AD in accordance with Sicma Aero
Seat Service Bulletin 90-25-013, Issue 3,
dated December 19, 2001, including Annex 1,
Issue 1, dated June 26, 2001, are acceptable
for compliance with the corresponding
actions of this AD.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: The
MCALI specifies doing repetitive inspections
for cracking of links having over 12,000 flight
hours since new until the replacement of the
link is done. This AD does not include those
repetitive inspections because we have
reduced the compliance time for replacing
those links. This AD requires replacing the
link before 12,000 flight hours since new or
within 900 flight hours or 5 months of the
effective date of this AD, whichever occurs
later.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Boston Aircraft
Certification Office, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the ACO, send it to ATTN: Jeffrey Lee,
Aerospace Engineer, Boston Aircraft
Certification Office, FAA, Engine & Propeller
Directorate, 12 New England Executive Park,
Burlington, Massachusetts 01803; telephone
(781) 238-7161; fax (781) 238—7170. Before
using any approved AMOG, notify your
appropriate principal inspector, or lacking a
principal inspector, the manager of the local
flight standards district office/certificate
holding district office. The AMOC approval
letter must specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(h) Refer to MCAI French Airworthiness
Directive 2001-613(AB), dated December 12,
2001; and Sicma Aero Seat Service Bulletin
90-25-013, Issue 4, dated March 19, 2004,
including Annex 1, Issue 2, dated March 19,
2004; for related information.

Material Incorporated by Reference

(i) You must use Sicma Aero Seat Service
Bulletin 90-25-013, Issue 4, dated March 19,
2004, including Annex 1, Issue 2, dated
March 19, 2004, to do the actions required by
this AD, unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Sicma Aero Seat, 7 Rue
Lucien Coupet, 36100 ISSOUDUN, France,
telephone: +33 (0) 2 54 03 39 39; fax: +33 (0)
2 54 03 39 00; e-mail: customerservices.sas@
zodiacaerospace.com; Internet: http://
www.sicma.zodiacaerospace.com/en/.

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

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

Issued in Renton, Washington, on
September 28, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26083 Filed 10-18—11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2011-0478; Directorate
Identifier 2010-NM-138-AD; Amendment
39-16832; AD 2011-21-09]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A300 B4-103, B4-203, and B4-2C
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD)
that applies to the products listed above.
This AD results from mandatory
continuing airworthiness information
(MCAI) originated by an aviation
authority of another country to identify
and correct an unsafe condition on an
aviation product. The MCAI describes
the unsafe condition as:

One operator reported a failure of the MLG
[main landing gear] retraction actuator
sliding rod. This incident occurred at a
number of operating flight cycles lower than
the limit value imposed by the MLG
manufacturer.

This condition, if not detected and
corrected, results in undampened extension
of the MLG, leading to higher than usual
loads on the MLG attachment. Higher loads

affect the structural integrity of the MLG and
could lead to MLG failure.

* * * * *

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of November 23, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone
(425) 227-2125; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on June 8, 2011 (76 FR 33176),
and proposed to supersede AD 2007—
25-15, Amendment 39-15297 (72 FR
69601, December 10, 2007). That NPRM
proposed to correct an unsafe condition
for the specified products. The MCAI
states:

One operator reported a failure of the MLG
[main landing gear] retraction actuator
sliding rod. This incident occurred at a
number of operating flight cycles lower than
the limit value imposed by the MLG
manufacturer.

This condition, if not detected and
corrected, results in undampened extension
of the MLG, leading to higher than usual
loads on the MLG attachment. Higher loads
affect the structural integrity of the MLG and
could lead to MLG failure.

To address and correct this unsafe
condition, EASA issued AD 2006—-0075 (now
at Revision 2) [which corresponds to FAA
AD 2007-25-15 (72 FR 69601, December 10,
2007)] to require repetitive inspections of the
retraction actuator sliding rod as installed on
A300, A300-600 and A300—600ST
aeroplanes and, depending on findings,
repair or replacement of the affected parts.

Since this event, studies have been
performed by Airbus, the consequences of
which are that for A300 aeroplanes, a new
inspection program (new threshold and
interval) has been established.

For the reason described above, this new
[EASA] AD retains the requirements of AD
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2006—-0075R2, which is superseded and
requires the accomplishment of the repetitive
inspections and associated corrective actions
at the new intervals. In addition, the Airbus
A300 Aircraft Maintenance Manual (AMM)
Chapter 12—-22-32 (associated to
Maintenance Planning Document (MPD) task
321112-0505-1) has been revised to
introduce a greasing action at the level of the
pick-up jack fitting. Consequently, this AD
also requires the repetitive lubrication task.

For A300-600 and A300-600ST
aeroplanes, the analyses have shown that,
due to design differences, the loads induced
on the MLG attachments are within
acceptable margins. For that reason, this AD
does not apply to those aeroplanes which
were previously included in the applicability
of EASA AD 2006-0075R2.

You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comment received.

Request To Change Proposed
Compliance Time

The Air Line Pilots Association,
International (ALPA) stated it supports
the intent and language of the subject
NPRM (76 FR 33176, June 8, 2011), but
requested the compliance time be
changed in paragraph (g) of the NPRM
to “not to exceed 1000 flight hours or
12 months, whichever occurs first,
under any circumstances.”

We disagree with this request because
the unsafe condition is flight-cycle
dependent, and the commenter did not
provide any supporting data to justify a
change in the compliance time. We have
not changed the AD in this regard.

Conclusion

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

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect 3
products of U.S. registry. We also
estimate that it will take about 6 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $1,530, or $510 per product.

In addition, we estimate that any
necessary follow-on actions would take
about 6 work-hours and require parts
costing $0, for a cost of $510 per
product. We have no way of
determining the number of products
that may need these actions.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, I
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 33176, June
8, 2011), the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Amendment 39-15297 (72 FR
69601, December 10, 2007) and adding
the following new AD:

2011-21-09 Airbus: Amendment 39-16832.
Docket No. FAA-2011-0475; Directorate
Identifier 2010-NM-138—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) This AD supersedes AD 2007-25-15,
Amendment 39-15297 (72 FR 69601,
December 10, 2007).

Applicability

(c) This AD applies to Airbus Model A300
B4-103, B4-203, and B4-2C airplanes;
certificated in any category; equipped with
main landing gear (MLG) retraction actuator

having part number (P/N) C23129 fitted with
sliding rod P/N C69029-2 or C69029-3.

Subject

(d) Air Transport Association (ATA) of
America Code 32: Landing gear.
Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

One operator reported a failure of the MLG
[main landing gear] retraction actuator
sliding rod. This incident occurred at a
number of operating flight cycles lower than
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the limit value imposed by the MLG
manufacturer.

This condition, if not detected and
corrected, results in undampened extension
of the MLG, leading to higher than usual
loads on the MLG attachment. Higher loads
affect the structural integrity of the MLG and
could lead to MLG failure.

* * * * *

Compliance

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

Revised Compliance Times for Inspection of
MLG Retraction Actuator and Corrective
Actions

(g) At the applicable time specified in
paragraphs (g)(1), (g)(2), and (g)(3) of this AD:
Remove the MLG retraction actuator having
P/N C23129 and do a detailed and high
frequency eddy current inspection for defects
that exceed the criteria defined in Messier-
Dowty Special Inspection Service Bulletin
470-32-806, dated October 27, 2005, of the
retraction actuator sliding rods having P/N
C69029-2 or C69029-3, in accordance with
the Accomplishment Instructions of Airbus
Mandatory Service Bulletin A300-32-0450,
Revision 02, dated July 28, 2009.

(1) For airplanes on which the retraction
actuator sliding rod has accumulated 12,000
or fewer total flight cycles as of the effective
date of this AD: Inspect at the later of the
times specified in paragraphs (g)(1)(i) and
(g)(1)(i1) of this AD.

(i) Before the accumulation of 12,000 total
flight cycles on the retraction actuator sliding
rod.

(ii) Within 2,000 flight cycles or 24 months
after the effective date of this AD, whichever
occurs first.

(2) For airplanes on which the retraction
actuator sliding rod has accumulated more
than 12,000 total flight cycles, and 22,000 or
fewer total flight cycles, as of the effective
date of this AD: Inspect at the earliest of the
times specified in paragraphs (g)(2)(i),
(g)(2)(ii), and (g)(2)(iii) of this AD.

(i) Before the accumulation of 23,000 total
flight cycles on the retraction actuator sliding
rod.

(ii) Within 2,000 flight cycles after the
effective date of this AD.

(iii) Within 24 months after the effective
date of this AD.

(3) For airplanes on which the retraction
actuator sliding rod has accumulated more
than 22,000 total flight cycles as of the
effective date of this AD: Inspect within
1,000 flight cycles or 12 months after the
effective date of this AD, whichever occurs
first.

(h) Thereafter, repeat the inspections
required by paragraph (g) of this AD at
intervals not to exceed 12,000 flight cycles.

(i) If, during any inspection required by
paragraph (g) or (h) of this AD, any defect is
detected that exceeds the criteria defined in
Messier-Dowty Special Inspection Service
Bulletin 470-32-806, dated October 27, 2005,
before further flight, replace the affected
sliding rod with a serviceable unit in
accordance with the Accomplishment

Instructions of Airbus Mandatory Service
Bulletin A300-32-0450, Revision 02, dated
July 28, 2009.

(j) Before the accumulation of 32,000 flight
cycles on any retraction actuator sliding rod,
it must be replaced with a serviceable unit
in accordance with the Accomplishment
Instructions of Airbus Mandatory Service
Bulletin A300-32-0450, Revision 02, dated
July 28, 2009. Parts removed from an airplane
as required by this paragraph must be
returned to Messier-Dowty within 30 days
after removing the part from the airplane.

(k) As of the effective date of this AD, any
MLG retraction actuator sliding rod having P/
N C69029-2 or C69029-3 that has
accumulated less than 32,000 total flight
cycles, may be installed on any airplane,
provided that the inspections required by
paragraphs (g) and (h) of this AD are
accomplished at the compliance times
specified in paragraphs (g) and (h) of this AD
and all applicable replacements required by
paragraphs (i) and (j) of this AD are done.

Lubrication of the MLG Assembly

(1) Within 1,500 flight hours after the
effective date of this AD: Clean and lubricate
the MLG assembly, in accordance with Task
321112-0505-1 ‘“Main Landing Gear Assy,”
of Section 2—-32, “Systems and Powerplant
Program: Landing Gear,” of the Airbus A300
Maintenance Planning Document, Revision
30, dated April 1, 2010. Repeat the cleaning
and lubrication thereafter at intervals not to
exceed 1,500 flight hours.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(m) Inspections accomplished before the
effective date of this AD, in accordance with
Airbus Mandatory Service Bulletin A300-32—
0450, dated December 1, 2005; or Airbus
Mandatory Service Bulletin A300-32-0450,
Revision 01, dated May 10, 2006; are
acceptable for compliance with the
corresponding requirements of this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(n) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Dan Rodina, Aerospace Engineer,
International Branch, ANM-116, Transport
Airplane Directorate, FAA, 1601 Lind
Avenue, SW., Renton, Washington 98057—
3356; telephone (425) 227-2125; fax (425)
227-1149. Information may be e-mailed to: 9-
ANM-116-AMOC-REQUESTS@faa.gov.
Before using any approved AMOC, notify

your appropriate principal inspector, or
lacking a principal inspector, the manager of
the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD. AMOCs approved previously in
accordance with AD 2007-25-15,
Amendment 39-15297 (72 FR 69601,
December 10, 2007), are approved as AMOCs
for the corresponding provisions of this AD.
(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(o) Refer to MCAI European Aviation
Safety Agency Airworthiness Directive 2010—
0102, dated June 8, 2010; Airbus Mandatory
Service Bulletin A300-32—-0450, Revision 02,
dated July 28, 2009; Messier-Dowty Special
Inspection Service Bulletin 470-32-806,
dated October 27, 2005; and Task 321112—
0505-1, “Main Landing Gear Assy,” of
Section 2-32, “Systems and Powerplant
Program: Landing Gear,” of the Airbus A300
Maintenance Planning Document, Revision
30, dated April 1, 2010; for related
information.

Material Incorporated by Reference

(p) You must use Airbus Mandatory
Service Bulletin A300-32—-0450, Revision 02,
excluding Appendix 1, dated July, 28, 2009;
Messier-Dowty Special Inspection Service
Bulletin 470-32-806, dated October 27, 2005;
and Task 321112-0505-1, “Main Landing
Gear Assy,” of Section 2—-32, “Systems and
Powerplant Program: Landing Gear,” of the
Airbus A300 Maintenance Planning
Document, Revision 30, dated April 1, 2010;
to do the actions required by this AD, unless
the AD specifies otherwise. (The revision
level of the Airbus A300 Maintenance
Planning Document is identified in only the
title page and transmittal letter of this
document.)

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For Messier-Dowty service information
identified in this AD, contact Messier
Services Americas, Customer Support Center,
45360 Severn Way, Sterling, Virginia 20166—
8910; telephone 703-450-8233; fax 703—404—
1621; Internet https://techpubs.services/
messier-dowty.com.

(3) For Airbus service information
identified in this AD, contact Airbus SAS—
EAW (Airworthiness Office), 1 Rond Point
Maurice Bellonte, 31707 Blagnac Cedex,
France; telephone +33 5 61 93 36 96; fax +33
5 61 93 44 51; e-mail account.airworth-
eas@airbus.com; Internet http://
www.airbus.com.

(4) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.
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(5) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal regulations/
ibr _locations.html.

Issued in Renton, Washington, on
September 28, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26082 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-0564; Directorate
Identifier 2011-NM-021-AD; Amendment
39-16830; AD 2011-21-07]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for
Bombardier, Inc. Model CL-600-2B19
(Regional Jet Series 100 & 440); Model
CL-600—-2C10 (Regional Jet Series 700,
701, & 702); Model CL-600-2D15
(Regional Jet Series 705); and Model
CL-600-2D24 (Regional Jet Series 900)
airplanes. This AD results from
mandatory continuing airworthiness
information (MCAI) issued by an
airworthiness authority of another
country to identify and correct an
unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

There have been several in-service reports
of airspeed mismatch between the pilot and
co-pilot’s airspeed indicators. It was
discovered that during or after heavy rain,
the pitot-static tubing may become partially
or completely blocked by water, which fails
to enter the drain bottles. Investigation
revealed that drain bottles used in the
primary pitot-static system include check
valves, which impede the entry of water into
the drain bottle. This condition, if not
corrected, may result in erroneous airspeed
and altitude indications.

* * * * *

We are issuing this AD to require

actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective
November 23, 2011.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of November 23, 2011.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Christopher Alfano, Aerospace
Engineer, Airframe & Mechanical
Systems Branch, ANE-171, New York
Aircraft Certification Office (ACO),
FAA, 1600 Stewart Avenue, Suite 410,
Westbury, New York 11590; telephone:
(516) 228-7340; faX: (516) 794-5531.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on June 9, 2011 (76 FR 33658).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

There have been several in-service reports
of airspeed mismatch between the pilot and
co-pilot’s airspeed indicators. It was
discovered that during or after heavy rain,
the pitot-static tubing may become partially
or completely blocked by water, which fails
to enter the drain bottles. Investigation
revealed that drain bottles used in the
primary pitot-static system include check
valves, which impede the entry of water into
the drain bottle. This condition, if not
corrected, may result in erroneous airspeed
and altitude indications.

This [Transport Canada Civil Aviation
(TCCA)] directive mandates replacement of
the [certain] Water Accumulator Assemblies
[with new water accumulator assemblies] to
improve drainage of the pitot-static tubing.

You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request for Frequent Repetitive
Inspections Instead of Replacements

Mesa Airlines requested we revise the
NPRM (76 FR 33658, June 9, 2011) to
change the maintenance program to
reduce the repetitive inspection
intervals for the water accumulator as
an option to installing the enlarged
drain tubes. Mesa stated that the main

pitot-static drain assemblies on its fleet
are inspected for moisture every 500 or
600 flight hours (depending on the
model).

We disagree because the pitot static
tubing/water accumulator has a design
deficiency that may cause it to become
partially or completely blocked by
water. This pitot static tubing/water
accumulator design must be replaced
with a new pitot static water
accumulator design to eliminate this
unsafe condition. Inspecting the pitot
static water accumulator more
frequently will not meet the intent of
this AD. Once we issue this AD, any
operator may request approval of an
alternative method of compliance
(AMOC) under the provisions of
paragraph (k)(1) of this AD. Sufficient
data must be submitted to substantiate
that repetitive inspections would
provide an acceptable level of safety.
We have not changed the AD in this
regard.

Request To Change Applicability Serial
Numbers To Match Service Bulletin

American Eagle Airlines requested
that paragraph (c) of the NPRM (76 FR
33658, June 9, 2011) be changed from
including all serial numbers of the
specified airplanes to only those serial
numbers called out in Bombardier
Service Bulletin 601R—34—147, Revision
B, dated March 8, 2011; and Bombardier
Service Bulletin 670BA—-34-030,
Revision B, dated March 23, 2010.
American Eagle stated as justification
that the requirements of the NPRM were
incorporated on airplanes going forward
in production, and the illustrated parts
catalog applicability has been updated
for the affected part as well.

We disagree. Transport Canada Civil
Aviation (TCCA), which is the
airworthiness authority for Canada, has
determined that all serial numbers of
the specified airplane models need to be
called out in its AD in order to prevent
unsafe parts from being installed in any
airplane. We agree with TCCA that all
serial numbers need to be included in
this AD, and also have included in
paragraph (h) of the AD a prohibition
against installing certain unsafe water
accumulator assemblies on the pitot and
static lines of the air data computer on
any airplane.

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
as proposed.
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Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable in a U.S.
court of law. In making these changes,
we do not intend to differ substantively
from the information provided in the
MCALI and related service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
described in a separate paragraph of the
AD. These requirements, if any, take
precedence over the actions copied from
the MCAL

Costs of Compliance

We estimate that this AD will affect
1,041 products of U.S. registry. We also
estimate that it will take about 2 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Required parts will cost about $1,200
per product. Where the service
information lists required parts costs
that are covered under warranty, we
have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of
this AD to the U.S. operators to be
$1,426,170, or $1,370 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

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

For the reasons discussed above, 1
certify 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 regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM (76 FR 33658, June
9, 2011), the regulatory evaluation, any
comments received, and other
information. The street address for the
Docket Operations office (telephone
(800) 647—5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2011-21-07 Bombardier, Inc.: Amendment
39-16830. Docket No. FAA—-2011-0564;
Directorate Identifier 2011-NM—-021-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective November 23, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier, Inc.
Model CL-600-2B19 (Regional Jet Series 100
& 440) airplanes, serial numbers 7003
through 7067 inclusive, 7069 through 7990
inclusive, 8000 through 8107 inclusive, and
subsequent; all Model CL-600-2C10
(Regional Jet Series 700, 701, & 702)
airplanes; all Model CL-600-2D15 (Regional
Jet Series 705) airplanes; and all Model CL-
600—2D24 (Regional Jet Series 900) airplanes;
certificated in any category.

Subject

(d) Air Transport Association (ATA) of
America Code 34: Navigation.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

There have been several in-service reports
of airspeed mismatch between the pilot and
co-pilot’s airspeed indicators. It was
discovered that during or after heavy rain,
the pitot-static tubing may become partially
or completely blocked by water, which fails
to enter the drain bottles. Investigation
revealed that drain bottles used in the
primary pitot-static system include check
valves, which impede the entry of water into
the drain bottle. This condition, if not
corrected, may result in erroneous airspeed
and altitude indications.

* * * * *

Compliance

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

Actions

(g) Within 9 months after the effective date
of this AD, do the actions specified in
paragraphs (g)(1) and (g)(2) of this AD, as
applicable.

(1) For Model CL-600-2B19 (Regional Jet
Series 100 & 440) airplanes identified in
Bombardier Service Bulletin 601R-34-147,
Revision B, dated March 8, 2011: Replace
water accumulator assemblies having part
numbers (P/N) 50029-001, 9435015, 50030—
001, and 9435014 installed on the pitot and
static lines of the air data computer (ADC)
with new or serviceable water accumulator
assemblies having P/N 50036—-001, in
accordance with the Accomplishment
Instructions of Bombardier Service Bulletin
601R-34-147, Revision B, dated March 8,
2011.

(2) For Model CL-600-2C10 (Regional Jet
Series 700, 701, & 702), CL-600-2D15
(Regional Jet Series 705), and CL-600-2D24
(Regional Jet Series 900) airplanes: Replace
water accumulator assemblies having P/N
50033-001 installed on the pitot and static
lines of the ADC with new or serviceable
water accumulator assemblies having P/N
50036—001, in accordance with the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-34-030, Revision B,
dated March 23, 2010.
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Parts Installation

(h) As of the effective date of this AD, no
person may install on any airplane a water
accumulator assembly, P/N 50029-001,
9435015, 50030-001, or 9435014 for Model
CL-600-2B19 (Regional Jet Series 100 & 440)
airplanes, or P/N 50033-001 for Model CL—
600—-2C10 (Regional Jet Series 700, 701, &
702), Model CL-600-2D15 (Regional Jet
Series 705), and Model CL-600-2D24
(Regional Jet Series 900) airplanes on the
pitot and static lines of the ADC.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(i) Replacing water accumulator assemblies
in accordance with Bombardier Service
Bulletin 670BA-34-147, dated April 1, 2009;
or Revision A, dated November 3, 2009 ((for
Model CL-600-2B19 (Regional Jet Series 100
& 440) airplanes)), before the effective date of
this AD is acceptable for compliance with the
corresponding replacement required by
paragraph (g)(1) of this AD.

(j) Replacing water accumulator assemblies
in accordance with Bombardier Service
Bulletin 670BA—-34-030, dated April 1, 2009;
or Revision A, dated November 3, 2009 ((for
Model CL-600-2C10 (Regional Jet Series 700,
701, & 702), CL-600-2D15 (Regional Jet
Series 705), and CL-600-2D24 (Regional Jet
Series 900) airplanes)); before the effective
date of this AD, is acceptable for compliance
with the corresponding replacement required
by paragraph (g)(2) of this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(k) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOG:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the manager of the ACO, send it
to ATTN: Program Manager, Continuing
Operational Safety, FAA, New York ACO,
1600 Stewart Avenue, Suite 410, Westbury,
New York 11590; telephone: (516) 228-7300;
fax: (516) 794-5531. Before using any
approved AMOG, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOC approval letter
must specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(1) Refer to MCAI Transport Canada Civil
Aviation Airworthiness Directive CF—2010—
37, dated October 28, 2010; Bombardier
Service Bulletin 601R-34-147, Revision B,
dated March 8, 2011; and Bombardier Service
Bulletin 670BA—34—030, Revision B, dated
March 23, 2010; for related information.

Material Incorporated by Reference

(m) You must use Bombardier Service
Bulletin 601R-34-147, Revision B, dated
March 8, 2011; and Bombardier Service
Bulletin 670BA—-34-030, Revision B, dated
March 23, 2010; as applicable; to do the
actions required by this AD, unless the AD
specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Québec H4S 1Y9,
Canada; phone: 514-855-5000; fax: 514—
855-7401; e-mail: thd.crj@aero.bombardier.
com; Internet: http://www.bombardier.com.

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

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

Issued in Renton, Washington, on
September 28, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-26081 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

INTERNATIONAL TRADE
COMMISSION

19 CFR Part 210
[Docket No. MISC-032]

Rules of Adjudication and
Enforcement

AGENCY: International Trade
Commission

ACTION: Final rule.

SUMMARY: The United States
International Trade Commission
(“Commission”’) amends its Rules of
Practice and Procedure concerning rules
of adjudication and enforcement. The
amendments are necessary to gather
more information on public interest
issues arising from complaints filed

with the Commission requesting
institution of an investigation under
Section 337 of the Tariff Act of 1930.
The intended effect of the amendments
is to aid the Commission in identifying
investigations that require further
development of public interest issues in
the record, and to identify and develop
information regarding the public
interest at each stage of the
investigation.

DATES: Effective November 18, 2011.
FOR FURTHER INFORMATION CONTACT:
Megan M. Valentine, Office of the
General Counsel, United States
International Trade Commission,
telephone 202-708-2301. Hearing-
impaired individuals are advised that
information on this matter can be
obtained by contacting the
Commission’s TDD terminal at 202—
205—-1810. General information
concerning the Commission may also be
obtained by accessing its Internet server
at http://www.usitc.gov.
SUPPLEMENTARY INFORMATION:

Background

Section 335 of the Tariff Act of 1930
(19 U.S.C. 1335) authorizes the
Commission to adopt such reasonable
procedures, rules, and regulations as it
deems necessary to carry out its
functions and duties. This rulemaking
seeks to update certain provisions of the
Commission’s existing Rules of Practice
and Procedure. The Commission is
amending its rules covering
investigations under Section 337 of the
Tariff Act of 1930 (19 U.S.C. 1337)
(““Section 337”) in order to increase the
efficiency of its Section 337
investigations. Specifically, the changes
to the Commission’s Rules are for the
purpose of improving the Commission’s
procedures and ensuring the
completeness of the record with respect
to the required analysis concerning the
public interest under Sections 337(d)(1)
and (f)(1). There is no change in the
Commission’s substantive practice with
respect to its consideration of the public
interest factors in its determinations
relating to the appropriate remedy.

The Commission published a notice
of proposed rulemaking (“NOPR”) in
the Federal Register at 75 FR 60671
(Oct. 1, 2010), proposing to amend the
Commission’s Rules of Practice and
Procedure to gather more information
on public interest issues. Consistent
with its ordinary practice, the
Commission invited the public to
comment on all the proposed rules
amendments. This practice entails the
following steps: (1) Publication of an
NOPR; (2) solicitation of public
comments on the proposed
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amendments; (3) Commission review of
public comments on the proposed
amendments; and (4) publication of
final amendments at least thirty days
prior to their effective date.

The NOPR requested public comment
on the proposed rules within 60 days of
publication of the NOPR. In response to
requests from the American Intellectual
Property Law Association (“AIPLA”)
and the Intellectual Property Owners
Association (“IPO”), the Chairman
granted an extension by letter of
December 2, 2010, to allow those
entities to submit comments until
January 7, 2011. The Commission
received a total of eight sets of
comments from corporations or
organizations, including one each from
the ITC Trial Lawyers Association
(“ITCTLA”); Microsoft Corp.
(“Microsoft”); Intellectual Ventures,
LLC (‘“Intellectual Ventures”); the
Ministry of Commerce of the People’s
Republic of China (“MOFCOM”); the
China Chamber of Commerce for Light
Industrial Products & Arts-Crafts
(“CCCLA”); the Computer &
Communications Industry Association
(““CCIA”), and the IPO. In addition, the
law firm of Adduci, Mastriani &
Schaumberg LLP (“AMS”) filed a set of
comments. Three sets of comments were
received from persons writing in their
individual capacities, viz., Ms. Mary
White, Mr. Steven Beard, and a group of
economists including Messrs. Fei Deng,
Greg Leonard, and Mario Lopez. The
IPO’s comments were filed one week
late on January 14, 2011. The AIPLA did
not submit comments.

The Commission has carefully
considered all comments that it
received. The Commission’s response is
provided below in a section-by-section
analysis. The Commission appreciates
the time and effort of the commentators
in preparing their submissions.

As required by the Regulatory
Flexibility Act, the Commission certifies
that these regulatory amendments will
not have a significant impact on small
business entities.

Overview of the Amendments to the
Regulations

The final regulations contain eleven
(11) changes from those proposed in the
NOPR. These changes are summarized
here.

First, with regard to rule 210.12,
relating to the complaint, the
Commission has determined that it will
not require complainants to include
public interest allegations in the
complaint. Second, the Commission has
determined to add final rule 210.8(b) to
require complainants to file a separate
statement of public interest

concurrently with the complaint. Final
rule 210.8(b) contains a list of the issues
that a complainant should address in its
public interest statement, which is
similar to the list contained in proposed
rule 210.12(a)(12). Third, the
Commission has determined to add final
rule 210.8(c)(1) to provide for the
responses to a Commission pre-
institution Federal Register notice that
will solicit comments regarding the
public interest, including addressing
complainant’s filing under rule 210.8(b),
from proposed respondents and the
public upon receipt of a complaint.
Included in this section is a requirement
that public interest submissions are due
eight (8) calendar days after publication
of the pre-institution notice in the
Federal Register. Fourth, the
Commission has added final rule
210.8(c)(2) to provide that complainants
may file reply submissions to responses
submitted by the public and proposed
respondents in response to the
Commission’s pre-institution Federal
Register notice under final rule
210.8(c)(1). Any such replies are due
within three (3) calendar days following
the filing of submissions by proposed
respondents and the public. Fifth,
current rule 210.8(b) is redesignated
210.8(d).

Sixth, with regard to proposed rule
210.13(b), the Commission has
determined that respondents will
likewise not be required to address the
public interest in their response to the
complaint. Therefore, proposed rule
210.13(b) will not appear in the final
rules. Seventh, the Commission has
determined to add final rule 210.14(f) to
require respondents to submit a
statement of public interest in response
to complainants’ filings under § 210.8(b)
and (c)(2) when the Commission has
delegated the matter of public interest to
the presiding administrative law judge
(“ALJ”).

Eighth, the Commission has
determined to amend proposed rule
210.50(a)(4) to clarify that the parties are
requested, but not required, to file
comments on the public interest thirty
(30) days after issuance of the presiding
ALJ’s recommended determination
(“RD”) on remedy, bonding, and where
ordered, the public interest. These
comments may include any information
relating to the public interest, including
any updates to the information provided
pursuant to sections 210.8(b) and (c)
and 210.14(f), and are limited to five (5)
pages, inclusive of attachments.
Members of the public will be given an
opportunity to comment on the RD in
response to a Federal Register notice
that will be issued by the Commission
after issuance of the presiding ALJ’s RD.

Ninth, the Commission has determined
to redesignate the currently
undesignated paragraph following
current rule 210.50(a)(4) as final rules
210.50(a)(4)(1), (i), (iii), and (iv).

Tenth, the Commission has
determined to amend rule 210.10(b) to
indicate that the comments received
during the pre-institution period—
under final rules 210.8(b) and (c)—are
the general basis for the Commission’s
determination as to whether to delegate
the issue of public interest to the ALJ.
Rule 210.10(b) is also amended to
clarify the limits on discovery when the
Commission orders the ALJ to consider
the public interest. Eleventh, the
Commission has determined to add final
rule 210.42(a)(1)(ii)(C) to clarify that,
when ordered to take evidence on the
public interest, the ALJ shall include
analysis of the public interest in his RD.

A comprehensive explanation of the
rule changes is provided in the section-
by-section analysis below. The section-
by-section analysis includes a
discussion of all modifications
suggested by the commentators. As a
result of some of the comments, the
Commission has determined to modify
several of the proposed amendments
and to add several new sections to the
final rule as summarized above. The
section-by-section analysis will refer to
the rules as they appeared in the NOPR.
Any new rules will be discussed with
respect to the previously proposed
rules.

Section-by-Section Analysis
19 CFR Part 210

Subpart C—Pleadings
Section 210.12

The NOPR proposed to amend
§210.12 by adding a subsection (12) to
§210.12(a) to require that the
complainant provide in its complaint
specific information regarding how
issuance of an exclusion order and/or a
cease and desist order in an
investigation could affect the public
health and welfare in the United States,
competitive conditions in the United
States economy, the production of like
or directly competitive articles in the
United States, or United States
consumers.

The NOPR further proposed adding a
paragraph (k) to § 210.12 to provide that,
when a complaint is filed, the Secretary
to the Commission will publish a notice
in the Federal Register soliciting
comments from the public and the
proposed respondents on any public
interest issues arising from the
complaint. Under the proposed rules,
these comments would be limited to
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five pages and would be required to be
filed within five days of publication of
the notice. The purpose of the proposed
amendments to 210.12 was to gather
information for the Commission to
consider in deciding whether to refer
the public interest issues to the ALJ.

Microsoft, Intellectual Ventures, and
AMS contend that if the Commission
seeks more information on the public
interest, it would be sufficient to allow
the parties and the public to comment
in response to a pre-institution Federal
Register notice published immediately
after the filing of the complaint.
Microsoft, Intellectual Ventures, and
AMS are of the view that it would be
unnecessary and burdensome to require
the complaint and the respondents’
responses to the complaint to include
information on the public interest in
addition to any submissions the parties
might file in response to the pre-
institution Federal Register notice.

AMS states that the Commission’s
recent practice of soliciting comments at
the beginning of the investigation is a
good one and should be made a
permanent part of Section 337
procedure. AMS notes that many parties
and members of the public have taken
advantage of the opportunity to file such
comments since the Commission began
soliciting them in 2010. AMS states that
“[i]t would not be consistent with the
remedial purpose of Section 337 if
potential complainants were deterred
from coming to the ITC due to concerns
about the burdens associated with
addressing public interest issues before
there has been any adjudication of
violation or the scope of the remedy.”

Microsoft states that requiring
information on the public interest in the
complaint and responses thereto would
be unduly burdensome in light of the
rare instances where the public interest
has been a factor in deciding whether to
issue relief. Microsoft states that to the
extent the Commission believes
amendment to its rules is necessary, the
pre-institution Federal Register notice
alone would identify to the Commission
the few instances warranting early
development of public interest
information. Microsoft, however, urges
the Commission to make clear that the
Commission is not expanding the
breadth of the statutory public interest
factors with any amendment. It believes
that open-ended and undefined
submissions regarding ‘“‘competitive
conditions in the United States
economy’”’ would provide little guidance
to the Commission.

According to Intellectual Ventures,
the public interest information required
in the complaint under the proposed
rules may not be in the possession of

many complainants and determining the
potential public interest impact of a
hypothetical remedy is a highly
speculative endeavor, particularly at the
outset of an investigation. Moreover, the
proposed rules could place a burden
upon potential complainants to conduct
extensive research on subjects far
outside their businesses and expertise.
Intellectual Ventures believes a pleading
requirement would not only burden the
parties, but would run the risk of
reintroducing at least the perception
that the Commission is making a
determination of injury as part of the
determination of violation, which is in
direct opposition to the Congressional
mandate that there is no longer an
injury requirement in Section 337
investigations. Intellectual Ventures is
particularly concerned about domestic
industries that are based on the
exploitation of intellectual property
through engineering, research and
development, and licensing. Intellectual
Ventures also states that “‘by placing a
de facto burden on complainant to deny
the existence of public interest
concerns—a burden which the statute
does not require them to meet—this
proposal may deter some complainants
from coming to the ITC at all, which
would be contrary to the purpose and
intent of Section 337 to protect domestic
industries from unfair import
competition.” While Intellectual
Ventures is opposed to any change in
the current rules, it states that it is better
to solicit comments through the Federal
Register during the pre-institution stage
of the investigation than to require the
information in the pleadings.

Although not part of the official
comments, on January 19, 2011, during
the Third Annual Live at the ITC—
Forum on Section 337 of the Tariff Act
of 1930, panelists expressed concerns
that ordering a complainant to act
against its own interest by listing public
interest issues in the complaint is
essentially unfair because the statute
directs the issuance of an exclusion
order unless, upon consideration of the
public interest, the Commission decides
not to do so. Another concern was the
burden such a requirement would place
on non-practicing entities (NPEs) which
might not actually know what their
licensees are doing with the asserted
patented technology. One panelist
raised the possibility that NPEs might be
subject to sanctions if they could not
truthfully answer the public interest
questions in the complaint.

On the other hand, the ITCTLA does
not object to requiring public interest
information in the complaint.

Commission Response

The Commission has determined that
it will not require complainants to
include public interest allegations in the
complaint. Instead, the Commission will
obtain public interest information from
the parties early in the investigation in
a format different from that which was
proposed in the NOPR. Specifically,
instead of including public interest
information in the complaint,
complainants will be required to file a
separate statement of public interest
concurrently with the filing of the
complaint. If a complainant includes
information which it deems confidential
in the submission, it will be required to
also file a nonconfidential version
concurrently with its complaint. This
final rule will be designated as 210.8(b).
Current rule 210.8(b) will be
redesignated as 210.8(d), as discussed
below.

The ITCTLA suggests that the
Commission solicit even more specific
information concerning the public
interest. In particular, the ITCTLA
suggests that the complainant identify,
to the best of its knowledge, the “like or
directly competitive articles,” and how
the complainant’s requested relief
would affect consumers in the United
States. The ITCTLA also suggests
different language for some of the
Commission’s final rules. For instance,
it suggests that the amendments be more
consistent with the statutory public
interest factors and proposes that a fifth
provision be included that would
require a statement as to how a
company’s requested relief would affect
consumers in the United States. The
ITCTLA also suggests that the comments
be directed to the “requested” exclusion
order and cease and desist order rather
than to a generic exclusion order and
cease and desist order.

MOFCOM suggests that the public
interest considerations be expanded to
include the sales of upstream and
downstream products of the subject
articles, and the operation condition of
the importer, exporter, and retailer of
the subject articles. The CCCLA suggests
that the public interest factors include
market conditions and the
competitiveness of importers,
distributors and retailers in the
upstream and downstream industry
related to the subject articles.

Economists Deng, Leonard, and Lopez
suggest that the Commission refrain
from seeking information on an
exhaustive list and instead lay out
general types of information that might
prove fruitful. Some examples of
information they deem relevant in
evaluating the impact of an exclusion
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order, are as follows: (1) The costs and
time it would take a consumer to switch
to substitute products, (2) the loss in
consumer welfare due to reduction in
product variety in differentiated product
industries, (3) the potential for a price
increase from the reduction in
competition, (4) the ability of non-
infringing firms to offer close substitutes
and the time required to do so, (5)
potential entrants, i.e., potential new
suppliers of substitute goods, and (6) the
potential profit lost by vertically-related
firms versus the potential profit gained
by competitors and competitors’
vertically-related firms.

The CCIA suggests that the
Commission adopt for its public interest
rules the standard for obtaining a
permanent injunction in a federal
district court laid out by the Supreme
Court in eBay Inc v. MercExchange,
L.L.C., 547 U.S. 388 (2006) (“eBay™).
The CCIA suggested that the
Commission would need to do so in
order to comply with United States
obligations under Article III: 4 of the
GATT, specifically, a GATT decision,
United States—Section 337 of the Tariff
Act of 1930 (Nov. 7, 1989).

Commission Response

The Commission has determined that
complainants’ statement concerning the
public interest under final rule 210.8(b)
should be focused as follows: (a)
Explain how the articles potentially
subject to the order are used in the
United States; (b) identify any public
health, safety, or welfare concerns
relating to the requested remedial
orders; (c) identify like or directly
competitive articles that complainant,
its licensees, or third parties make
which could replace the subject articles
if they were to be excluded; (d) indicate
whether the complainant, its licensees,
and/or third parties have the capacity to
replace the volume of articles subject to
the potential orders in a commercially
reasonable time in the United States;
and (e) state how the requested relief
would impact consumers. These topics
will replace those currently listed in
proposed rule 210.12(a)(12). The
Commission has determined that the
final rules will not adopt the test for
permanent injunctions articulated in
eBay.

Several parties (Mary White, the
ITCTLA, AMS, MOFCOM, and the
CCCLA) state that five days is too short
a time for proposed respondents and the
public to respond to the pre-institution
Federal Register notice soliciting
comments. The ITCTLA suggests
extending this time period to seven
business days; MOFCOM suggests 10
calendar days; and AMS and the CCCLA

suggest 15 calendar days. ITCTLA
suggests that an additional period of
seven (7) business days be allowed for
responses to these early comments.

Commission Response

The Commission has determined to
provide more time for public comment
beyond what was proposed in the NOPR
(rule 210.12(k)). Specifically, the
Commission will require that public
interest submissions be due eight (8)
calendar days after publication of the
pre-institution notice in the Federal
Register. If any such submission
includes information which the
submitting entity deems confidential, it
will be required to also file a
nonconfidential version concurrently
with its confidential submission. This
requirement will appear in final rule
210.8(c)(1).

Steven Beard suggests that public
comments in response to the pre-
institution Federal Register notice
should be forwarded to the parties in
the adjudicative proceeding.

Commission Response

The Commission has determined that
public interest comments should not be
forwarded by the Commission to the
complainant and proposed respondents,
since the Commission’s Electronic
Document Information System (EDIS) is
available to allow access to any
comments that are filed. No
amendments to the final rules will be
made in this regard.

MOFCOM criticizes the “and/or”
language of the proposed amendment to
§210.12(k), which it believes suggests
that in some cases either, but not both,
the public or the proposed respondents
will have the right to comment on the
public interest.

Commission Response

This is not the intent of the
amendments, so to address this
comment, final rule 210.8(c)(1) states
that both proposed respondents and the
public may respond to complainants’
filings under 210.8(b).

The ITCTLA points out that under the
proposed amendment to rule 210.13,
respondents are permitted to submit a
formal response to any public interest
submissions made by members of the
general public pursuant to proposed
rules 210.12(k), but that no such
opportunity exists as a matter of right
for the complainant to do so. The
ITCTLA proposes that Rule
210.12(a)(13) be added to afford a
complainant an opportunity to file a
reply to any comments received from
the general public and respondents.

Commission Response

The Commission has determined that
the complainant will be allowed under
final rule 210.8(c)(2) to file a reply
submission to responses submitted by
the public and proposed respondents to
the Commission’s pre-institution notice.
Any such replies are due within three
(3) calendar days of the filings under
final rule 210.8(c)(1) and are limited to
five (5) pages, inclusive of attachments.
If a complainant includes information
that it deems confidential in the
submission, it will be required to also
file a nonconfidential version
concurrently with its confidential
submission.

Section 210.13

The NOPR proposed adding a
subsection (4) to section 210.13(b) to
require respondents’ response to the
complaint to address the public interest
statements made in the complaint and
any comments received from the public
with respect to the public interest.

The ITCTLA proposes that the
respondent be allowed to amend or
supplement the public interest
statement contained in its response to
the complaint and notice of
investigation to respond to any replies
that might be filed by complainants. The
ITCTLA recommends that since this
submission is made early in the
investigation, the respondent be
permitted to supplement its public
interest submission under proposed
Rule 210.13(b)(4), where necessary and
with good cause shown.

Commission Response

Since the Commission has determined
that complainants will not be required
to include public interest information in
the complaint, respondents will
likewise not be required to address the
public interest in the response to the
complaint. The Commission has,
however, determined that respondents
must submit a mandatory statement of
public interest if the Commission has
delegated the matter of public interest to
the ALJ, as discussed below in
conjunction with proposed amendments
to rule 210.50. This provision is
reflected in final rule 210.14(f).

Subpart G—Determinations and
Actions Taken

Section 210.50

The NOPR further proposed to add
language to section 210.50(a)(4) to
provide that, after the service of the
presiding ALJ’s RD on remedy and
bonding, the parties are instructed to
submit to the Commission within thirty
(30) days any information relating to the
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public interest, including any updates to
the information provided in the
complaint and response, as required by
the proposed amendments to §§210.12
and 210.13. Members of the public
would also be permitted to submit
information with respect to the public
interest under the proposed rule.

The NOPR further proposed to amend
section 210.50(b)(1) to provide that
unless the Commission orders
otherwise, an AL]J shall not take
evidence on the issue of the public
interest for purposes of the RD under
§210.42(a)(1)(ii). If the Commission
orders the ALJ to take evidence on the
public interest, the extent of the taking
of discovery by the parties shall be at
the discretion of the presiding ALJ.

The ITCTLA, IPO, Microsoft, and
Intellectual Ventures are concerned that,
by requiring public interest submissions
subsequent to the issuance of the RD but
prior to the issuance of the
Commission’s notice of review, a
misperception may be created that the
Commission is weighing public interest
information as part of its threshold
merits inquiry on review. The ITCTLA
further points out that at this stage of
the investigation, it is not known what,
if any, portions of the final initial
determination (“ID”’) the Commaission
has taken under review. Thus, if the
Commission determines not to review a
final ID finding no violation, or
determines to review and remand issues
to the ALJ, any submissions on the
public interest at this time would be
irrelevant or untimely.

Commission Response

The Commission has determined to
implement in its final regulations its
current practice of requesting party
comments on the public interest within
thirty (30) days after the RD issues,
under final rule 210.50(a)(4).
Solicitation of these comments is not
limited to cases in which the
Commission has delegated the public
interest issue to the AL]J. Final rule
210.50(a)(4) has been amended to clarify
that the parties are requested, but not
required, to file comments under this
provision. Such submissions are limited
to five (5) pages, inclusive of
attachments. The final rule does not
allow members of the public to submit
similar comments. Rather, the
Commission will issue a Federal
Register notice soliciting comments
from the public after an RD issues.
Additionally, the Commission has
determined to amend rule 210.50(a)(4)
to clarify that the undesignated
paragraph following current rule
210.50(a)(4) will be preserved as rule
§210.50(a)(4)(i), (ii), (iii), and (iv) in

compliance with Federal Register
requirements.

With respect to the proposed
amendments to rule 210.50(b)(1), while
generally supporting the Commission’s
efforts to develop a better record on the
public interest, the ITCTLA states that it
expects that the Commission will rarely
refer the public interest issue to the ALJ
and that the proposed rules will not
change the Commission’s practice
substantively. The ITCTLA believes the
proposed rules balance the interests of
complainants, respondents, and the
public by giving each a fair opportunity
to present public interest issues early in
the investigation and to update
information at each stage of the
investigation. The ITCTLA warns that
delegation of the issue of public interest
to the ALJ has the “potential for a
significant expansion of the scope of
discovery in Section 337 investigations,
particularly with respect to third-party
discovery.” The ITCTLA and
Intellectual Ventures state that
discovery regarding the public interest
may lead to significant party and non-
party costs, and the ITCTLA notes that
discovery could lead to an extension of
the time required to complete
investigations. In this connection, the
ITCTLA suggests that the Commission
limit the scope of the public interest
issue that it may delegate to the ALJ in
a given case based on the complainant’s
statement of what articles are like or
directly competitive. Specifically, the
ITCTLA suggests that the Commission
include a preamble stating that it
expects ALJs to limit such discovery
appropriately, with particular
consideration for the interests of third
parties, and to ensure that public
interest discovery does not delay the
investigation and is not used
improperly.

Intellectual Ventures, Microsoft, and
AMS state that the current rules, which
solicit comments on the public interest
and analysis of public interest evidence
only after a final ID and RD is issued by
the presiding ALJ, are adequate.
Intellectual Ventures believes that
consideration of the public interest as
implemented in the NOPR would have
a detrimental effect on Section 337 by
increasing the burdens on Commission
resources, particularly those of the ALJs,
and on the parties. Intellectual Ventures
submits that Section 337’s statutory
framework puts the public interest in
issue only near the end of an
investigation, after a violation is found
and an appropriate remedy is
determined. It argues that, given the
infrequency with which genuine public
interest concerns have been implicated
in Section 337 investigations, early

consideration of the factors is neither
necessary nor appropriate in most
investigations. It points out that
consideration of the public interest at an
early stage may encompass
investigations where public interest
considerations are non-existent, or will
not have an impact by the time the
Commission reaches a determination on
violation, e.g., some issues could be
mooted if patents are found not
infringed or invalid.

Intellectual Ventures suggests that the
final version of rule 210.50 provide for
the Commission to delegate only the
gathering of evidence to the ALJ, such
that the ALJ would collect information
and forward it to the Commission
without analyzing or addressing the
issue himself. Intellectual Ventures
expresses concern that allowing the ALJ
to both take evidence on the public
interest and analyze that evidence
would run afoul of Congress’s decision,
reflected in the 1988 amendments to the
Trade Act, to eliminate the injury
requirement in Section 337
investigations. Intellectual Ventures also
notes that the costs associated with
public interest discovery could
potentially discourage potential
complainants from making use of
Section 337 proceedings particularly
due to the broad nature of the public
interest factors addressed in § 337(d)
and (f). Intellectual Ventures expresses
concern at the implication that the
public will not have any input on the
public interest issue during discovery,
while also questioning the feasibility of
having non-parties present evidence
concerning the public interest during
discovery. Intellectual Ventures further
submits that leaving discovery on the
public interest to the ALJs’ discretion
will lead to inconsistent practices
among the ALJs, and ostensibly,
inconsistent results in the analysis of
public interest evidence.

The IPO supports the Commission’s
intent of furthering its efforts under the
statute to consider the effect of any
remedial relief granted in Section 337
investigations. It is concerned, however,
that the proposed rule delegates a new
obligation to the ALJs, who are already
faced with challenging time lines.
According to the IPO, delegating the
collection of evidence to the ALJs places
a significant, and in the vast majority of
cases, a needless burden on them at a
time when caseloads are growing and
target dates have lengthened. It is also
concerned that the new rules interject
the public interest consideration into
the investigation too early, creating a
situation where the violation
determination would be improperly
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influenced by the public interest
considerations.

Microsoft is concerned that the
proposed amendments will
unnecessarily interject “additional (and
potentially burdensome) factual,
contention, and expert discovery in the
name of ‘public policy’ ” that does not
truly correspond with the purpose of the
statute. It notes that the public interest
has overridden a Commission order in
only a few cases, and states that the
application of any new rules should be
correspondingly limited to the narrow
instances in which public interest
concerns are truly relevant. Microsoft
asserts that information received at the
beginning of the investigation may be
out of date or otherwise irrelevant by
the time any exclusion order would
issue.

AMS states that, historically, the
public interest rarely has been relevant
in the administration of Section 337. It
asserts that referring the public interest
issue to the ALJ would, in most cases,
be superfluous and premature, noting
that a large percentage of cases settle or
result in a determination of no violation.
The IPO and Intellectual Ventures
comment that referring the public
interest issue to the ALJ will increase
the instances of discovery abuse,
particularly in regard to third parties.
The ITCTLA also warns that the
proposed rules could have the
unintended consequence of discovery
abuse, particularly in regard to third
parties. Intellectual Ventures and
Microsoft believe that the proposed
rules amendments could overwhelm the
Commission process at all stages,
particularly by overburdening the ALJ,
and lead to longer target dates for the
completion of investigations.

Mary White suggests that the
Commission clarify that the AL] would
not be allowed to take public interest
evidence, or consider the public interest
comments, unless ordered to do so by
the Commission.

On the other hand, Steven Beard
suggests that an AL]J should be able to
take evidence on the issue of the public
interest, without restrictions, in all
investigations and should be mandated
to address the substantive issues raised
in the public comments when writing
their decisions. MOFCOM also believes
the ALJ should always be empowered to
take evidence on and to address the
public interest without reliance on a
Commission order.

Commission Response

Rule 210.10(b) has been amended to
indicate that the comments received
during the pre-institution period—
under final rules 210.8(b) and (b)—are

the general basis for the Commission’s
determination as to whether to delegate
the issue of public interest to the ALJ.
Since proposed rule 210.50(b)(1) clearly
states that “[ulnless the Commission
orders otherwise, an ALJ shall not take
evidence on the issue of the public
interest * * *[,]” the final rule will not
be amended in that respect. The
amendment to rule 210.10(b), however,
makes clear that, when directed to
consider the public interest, the ALJ is
expected to limit public interest
discovery appropriately, with particular
consideration for third parties, and not
allow such discovery to delay the
investigation or be used improperly.
The Commission notes that, when the
ALJ is not directed to consider the
public interest, the proposed
amendments do not expand scope of
discovery beyond the issues bearing
upon violation. Furthermore, the
Commission has amended current rule
210.42(a)(1)(ii) to include
§210.42(a)(1)(ii)(C), which provides
that, when ordered to take evidence on
the public interest, the ALJ shall include
analysis of the public interest in his RD.

Regulatory Analysis of Proposed
Amendments to the Commission’s Rules

The Commission has determined that
the final rules do not meet the criteria
described in section 3(f) of Executive
Order 12866 (58 FR 51735, Oct. 4, 1993)
and thus do not constitute a significant
regulatory action for purposes of the
Executive Order.

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) is inapplicable to this
rulemaking because it is not one for
which a notice of final rulemaking is
required under 5 U.S.C. 553(b) or any
other statute. Although the Commission
chose to publish a notice of proposed
rulemaking, these regulations are
“agency rules of procedure and
practice,” and thus are exempt from the
notice requirement imposed by 5 U.S.C.
553(b).

These final rules do not contain
federalism implications warranting the
preparation of a federalism summary
impact statement pursuant to Executive
Order 13132 (64 FR 43255, Aug. 4,
1999).

No actions are necessary under the
Unfunded Mandates Reform Act of 1995
(2 U.S.C. 1501 et seq.) because the final
rules will not result in the expenditure
by State, local, and tribal governments,
in the aggregate, or by the private sector,
of $100,000,000 or more in any one
year, and will not significantly or
uniquely affect small governments.

The final rules are not major rules as
defined by section 804 of the Small
Business Regulatory Enforcement

Fairness Act of 1996 (5 U.S.C. 801 et
seq.). Moreover, they are exempt from
the reporting requirements of the
Contract With America Advancement
Act of 1996 (Pub. L. 104—121) because
they concern rules of agency
organization, procedure, or practice that
do not substantially affect the rights or
obligations of non-agency parties.

The amendments are not subject to
section 3504(h) of the Paperwork
Reduction Act (44 U.S.C. 3501 et seq.),
because it is part of an administrative
action or investigation against specific
individuals or entities. 44 U.S.C.
3518(c)(1)(B)(ii).

List of Subjects in 19 CFR Part 210

Administration practice and
procedure, Business and industry,
Customs duties and inspection, Imports,
Investigations.

For the reasons stated in the
preamble, 19 CFR part 210 is amended
as set forth below:

PART 210—ADJUDICATION AND
ENFORCEMENT

m 1. The authority citation for part 210
continues to read as follows:

Authority: 19 U.S.C. 1333, 1335, and 1337.

m 2. Amend § 210.8 by redesignating
paragraph (b) as paragraph (d), and
adding new paragraphs (b) and (c) to
read as follows:

§210.8 Commencement of reinstitution
proceedings.
* * * * *

(b) Provide specific information
regarding the public interest.
Complainant must file, concurrently
with the complaint, a separate statement
of public interest, not to exceed five
pages, inclusive of attachments,
addressing how issuance of the
requested relief, i.e., a general exclusion
order, a limited exclusion order, and/or
a cease and desist order, in this
investigation could affect the public
health and welfare in the United States,
competitive conditions in the United
States economy, the production of like
or directly competitive articles in the
United States, or United States
consumers. In particular, the
submission should:

(1) Explain how the articles
potentially subject to the requested
remedial orders are used in the United
States;

(2) Identify any public health, safety,
or welfare concerns relating to the
requested remedial orders;

(3) Identify like or directly
competitive articles that complainant,
its licensees, or third parties make
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which could replace the subject articles
if they were to be excluded;

(4) Indicate whether the complainant,
its licensees, and/or third parties have
the capacity to replace the volume of
articles subject to the requested
remedial orders in a commercially
reasonable time in the United States;
and

(5) State how the requested remedial
orders would impact consumers.

(c) Publication of notice of filing. (1)
When a complaint is filed, the Secretary
to the Commission will publish a notice
in the Federal Register inviting
comments from the public and proposed
respondents on any public interest
issues arising from the complaint and
potential exclusion and/or cease and
desist orders. In response to the notice,
members of the public and proposed
respondents may provide specific
information regarding the public
interest in a written submission not to
exceed five pages, inclusive of
attachments, to the Secretary to the
Commission within eight (8) calendar
days of publication of notice of the
filing of a complaint. Comments that
substantively address allegations made
in the complaint will not be considered.
Members of the public and proposed
respondents may address how issuance
of the requested exclusion order and/or
a cease and desist order in this
investigation could affect the public
health and welfare in the United States,
competitive conditions in the United
States economy, the production of like
or directly competitive articles in the
United States, or United States
consumers. Submissions should:

(i) Explain how the articles
potentially subject to the requested
remedial orders are used in the United
States;

(ii) Identify any public health, safety,
or welfare concerns relating to the
requested remedial orders;

(iii) Identify like or directly
competitive articles that complainant,
its licensees, or third parties make
which could replace the subject articles
if they were to be excluded;

(iv) Indicate whether the complainant,
its licensees, and/or third parties have
the capacity to replace the volume of
articles subject to the requested
remedial orders in a commercially
reasonable time in the United States;
and

(v) State how the requested remedial
orders would impact consumers.

(2) Complainant may file a reply to
any submissions received under
paragraph (c)(1) of this section not to
exceed five pages, inclusive of
attachments, to the Secretary to the
Commission within three (3) calendar

days following the filing of the
submissions.
* * * * *

m 3. Amend § 210.10 by revising
paragraph (b) to read as follows:

§210.10 Institution of investigation.
* * * * *

(b) An investigation shall be instituted
by the publication of a notice in the
Federal Register. The notice will define
the scope of the investigation and may
be amended as provided in § 210.14(b)
and (b). The Commission may order the
administrative law judge to take
evidence and to issue a recommended
determination on the public interest
based generally on the submissions of
the parties and the public under
§210.8(b) and (c). If the Commission
orders the administrative law judge to
take evidence with respect to the public
interest, the administrative law judge
will limit public interest discovery
appropriately, with particular
consideration for third parties, and will
ensure that such discovery will not
delay the investigation or be used
improperly. Public interest issues will
not be within the scope of discovery
unless the administrative law judge is
specifically ordered by the Commission
to take evidence on these issues.

* * * * *

m 4. Amend § 210.14 by revising the
section heading and adding paragraph
(f) to read as follows:

§210.14 Amendments to pleadings and
notice; supplemental submissions;
counterclaims; respondent submissions on
the public interest.

* * * * *

(f) Respondent submissions on the
public interest. When the Commission
has ordered the administrative law
judge to take evidence with respect to
the public interest under § 210.50(b)(1),
respondents must submit a statement
concerning the public interest,
including any response to the issues
raised by the complainant pursuant to
§210.8(b) and (c)(2), at the same time
that their response to the complaint is
due. This submission must be no longer
than five pages, inclusive of
attachments.

m 5.In §210.42, revise the heading of
paragraph (a)(1)(ii) and add paragraph
(a)(1)(ii)(C) to read as follows:

§210.42 Initial determinations.

(@ * * *

(i1) Recommended determination on
issues concerning permanent relief,
bonding, and the public interest. * * *
* * * * *

(C) The public interest under sections
337(d)(1) and (f)(1) in investigations

where the Commission has ordered the
administrative law judge under
§210.50(b)(1) to take evidence with

respect to the public interest.
* * * * *

m 6.In § 210.50, revise paragraph (a)(4)
and (b)(1) to read as follows:

§210.50 Commission action, the public
interest, and bonding by respondents.

(a) * x %

(4) Receive submissions from the
parties, interested persons, and other
Government agencies and departments
with respect to the subject matter of
paragraphs (a)(1), (a)(2), and (a)(3) of
this section. After a recommended
determination on remedy is issued by
the presiding administrative law judge,
the parties are requested to submit to
the Commission, within 30 days from
service of the recommended
determination, any information relating
to the public interest, including any
updates to the information requested by
§§210.8(b) and (c) and 210.14(f). Any
submissions under this section are
limited to 5 pages, inclusive of
attachments.

(i) When the matter under
consideration pursuant to paragraph
(a)(1) of this section is whether to grant
some form of permanent relief, the
submissions described in paragraph
(a)(4) of this section shall be filed by the
deadlines specified in the Commission
notice issued pursuant to § 210.46(a).

(ii) When the matter under
consideration is whether to grant some
form of temporary relief, such
submissions shall be filed by the
deadlines specified in § 210.67(b),
unless the Commission orders
otherwise.

(iii) Any submission from a party
shall be served upon the other parties in
accordance with § 210.4(g). The parties’
submissions, as well as any filed by
interested persons or other agencies
shall be available for public inspection
in the Office of the Secretary.

(iv) The Commission will consider
motions for oral argument or, when
necessary, a hearing with respect to the
subject matter of this section, except
that no hearing or oral argument will be
permitted in connection with a motion
for temporary relief.

(b)(1) With respect to an
administrative law judge’s authorization
to take evidence or other information
and to hear arguments from the parties
and other interested persons on the
issues of appropriate Commission
action, the public interest, and bonding
by the respondents for purposes of an
initial determination on temporary
relief, see §§210.61, 210.62, and
210.66(a). For purposes of the
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recommended determination required
by § 210.42(a)(1)(ii), an administrative
law judge shall take evidence or other
information and hear arguments from
the parties and other interested persons
on the issues of appropriate
Commission action and bonding by the
respondents upon order of the
Commission. Unless the Commission
orders otherwise, and except as
provided for in paragraph (b)(2) of this
section, an administrative law judge
shall not take evidence on the issue of
the public interest for purposes of the
recommended determination under
§210.42(a)(1)(ii).

* * * * *
Issued: October 11, 2011.
By order of the Commission.
James R. Holbein,
Secretary to the Commission.
[FR Doc. 2011-26664 Filed 10-18-11; 8:45 am]
BILLING CODE 7020-02-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 165

[Docket No. FDA 1993—-N-0259 (Formerly
Docket No. 1993N-0085)]

Beverages: Bottled Water Quality
Standard; Establishing an Allowable
Level for di(2-ethylhexyl)phthalate

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
bottled water quality standard
regulations by establishing an allowable
level for the chemical di(2-
ethylhexyl)phthalate (DEHP). As a
consequence, bottled water
manufacturers are required to monitor
their finished bottled water products for
DEHP at least once each year under the
current good manufacturing practice
(CGMP) regulations for bottled water.
Bottled water manufacturers are also
required to monitor their source water
for DEHP as often as necessary, but at
least once every year unless they meet
the criteria for source water monitoring
exemptions under the CGMP
regulations. This final rule will ensure
that FDA’s standards for the minimum
quality of bottled water, as affected by
DEHP, will be no less protective of the
public health than those set by the
Environmental Protection Agency (EPA)
for public drinking water.

DATES: This rule is effective April 16,
2012. The incorporation by reference of
certain publications listed in the rule is
approved by the Director of the Federal
Register as of April 16, 2012.

FOR FURTHER INFORMATION CONTACT:
Lauren Posnick Robin, Center for Food
Safety and Applied Nutrition (HFS—
317), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, 240—-402—-1639. Hearing-
impaired or speech-impaired
individuals may access this number
through TTY by calling the toll-free
Federal Relay Service at 800—877—-8339.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of August 4,
1993 (58 FR 41612), FDA published a
proposal (“the 1993 proposed rule”) to
revise the bottled water quality standard
regulations in 21 CFR part 103 (now 21
CFR 165.110(b)) to establish or modify
the allowable levels in bottled water for
5 inorganic chemicals and 18 synthetic
organic chemicals, and to maintain the
existing allowable level for the
inorganic chemical sulfate. As required
under Section 410 of the Federal Food,
Drug, and Cosmetic Act (FD&C Act),
FDA proposed these revisions in
response to the publication by EPA of a
final rule (57 FR 31776; July 17, 1992)
that established national primary
drinking water regulations (NPDWRs)
consisting of maximum contaminant
levels (MCLs) for the same 23 chemicals
and establishing an MCL for sulfate in
public drinking water under the Safe
Drinking Water Act (SDWA). In a final
rule published March 26, 1996 (61 FR
13258), FDA maintained its existing
allowable level for sulfate and adopted
the proposed allowable levels for the 5
inorganic chemicals and 17 of the
synthetic organic chemicals. FDA
deferred final action on the proposed
allowable level of 0.006 milligrams/liter
(mg/L) for the chemical DEHP, in
response to a comment stating that the
proposed allowable level conflicted
with an existing prior sanction for this
substance in §181.27 (21 CFR 181.27).

In the Federal Register of April 1,
2010 (75 FR 16363), FDA announced
that it was reopening the comment
period for the 1993 proposed rule to
seek further comment on finalizing the
allowable level for DEHP in the bottled
water quality standard. At the same
time, FDA addressed the issue of the
prior sanction for the use of DEHP
under § 181.27, which resulted in
deferral of final action in 1996. FDA
also provided updates on the use of
DEHP in bottled water bottles and lid
gaskets, and on international standards

for DEHP in bottled water. Finally, FDA
provided information on analytical
methods for measuring DEHP that were
adopted by EPA after the 1993 proposed
rule and sought comment on the
possible inclusion of these methods in
a final regulation.

II. Summary of and Response to
Comments

The agency received 10 responses,
each containing one or more comments,
to the April 1, 2010, Federal Register
document reopening the comment
period for the 1993 proposed rule. The
agency previously received 13
responses, each containing one or more
comments, to the 1993 proposed rule.
Some comments addressed issues that
are outside the scope of this final rule
(e.g., monitoring requirements, other
chemicals, and food labeling), and thus
will not be discussed here.

Most comments supported adoption
of an allowable level for DEHP. As
noted previously, one comment
received in response to the 1993
proposed rule stated that the proposed
allowable level for DEHP conflicted
with an existing prior sanction for this
substance in § 181.27. This comment
also stated that DEHP is routinely used
as a plasticizer in gaskets, and that such
gaskets are permitted for use under
relevant European national regulations.
FDA responded to this comment in the
April 1, 2010, Federal Register
document. Briefly, FDA stated that the
prior sanction for the use of DEHP in
§ 181.27 does not preclude the agency
from establishing an allowable level for
DEHP in the bottled water quality
standard under § 165.110(b). FDA also
stated that it appears that DEHP
currently is not used in caps or closures
for bottled water in the United States
(Ref. 1), and that DEHP use is not
permitted under European Commission
regulations for plastic caps or plastic lid
gaskets in metal caps (Ref. 2). Finally,
FDA stated that several international
organizations have adopted standards
for DEHP that are the same or similar to
the proposed allowable level of 0.006
mg/L, and that the International Bottled
Water Association (IBWA), a trade
association representing a large segment
of the U.S. bottled water industry,
adopted EPA’s 0.006 mg/L standard for
DEHP (40 CFR 141.61(c)) in its Model
Code by 1995, suggesting that U.S.
manufacturers already are able to meet
the proposed level (Refs. 3 and 4). FDA
did not receive any comments
disagreeing with FDA’s conclusions.

Two comments received in response
to the April 1, 2010, Federal Register
document opposed action related to
DEHP in bottled water. The first
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comment stated that there was no
reason to change current standards for
plastic water bottles because evidence
from two studies puts previous concerns
to rest concerning the effects of DEHP
consumption in humans. In response,
FDA notes that it is establishing an
allowable level for DEHP in bottled
water, not changing standards for plastic
bottles. Furthermore, FDA does not
agree that the comment provided
sufficient evidence to challenge EPA’s
finding that long-term, chronic exposure
to DEHP above the MCL of 0.006 mg/L
may have the potential to cause health
effects in humans including damage to
liver and testes, reproductive effects,
and cancer (Ref. 5). Therefore, FDA
continues to believe that it is
appropriate to base its allowable level
for DEHP in bottled water upon the
MCL established by EPA for public
drinking water.

A second comment received in
response to the April 1, 2010, Federal
Register document stated that DEHP
does not leach into water in appreciable
amounts and that prohibiting the use of
DEHP would increase costs for
consumers for beverages packaged in
plastic bottles. However, this rule does
not prohibit the use of DEHP; rather, it
sets an allowable level for DEHP in
bottled water. The allowable level for
DEHP in bottled water is intended to
address the potential presence of DEHP
in water for any reason, not just
leaching from bottles or caps.
Furthermore, the comment did not
provide any evidence to support or
quantify its statement that DEHP does
not leach into water in appreciable
amounts. Finally, FDA disagrees that
the regulation would increase costs for
consumers. Many U.S. manufacturers
already appear to be meeting the
allowable level for DEHP in bottled
water (Refs. 3 and 4). In fact,
information from industry suggests that
DEHP currently is not used in bottled
water caps or bottles in the United
States (Refs. 1 and 6). Therefore, FDA
does not agree with the comment’s
assertion that the rule prohibits the use
of DEHP or its assertion that the rule
would increase costs for consumers for
beverages packaged in plastic bottles.

In the April 1, 2010, Federal Register
document, FDA noted that EPA had
updated its methods for DEHP analysis
after FDA published the 1993 proposal.
FDA made available the updated
methods (Refs. 7 and 8) for comment on
their possible inclusion in the final
regulation. FDA did not receive any
comments disagreeing with adoption of
the updated methods.

III. Conclusion

The agency is adopting the allowable
level for DEHP in the bottled water
quality standard as proposed (58 FR
41612). Therefore, FDA is establishing
in § 165.110(b)(4)(iii)(C) (21 CFR
165.110(b)(4)(iii)(C)), which includes
allowable levels for pesticides and other
synthetic organic chemicals, an
allowable level for DEHP at 0.006
mg/L.

As a consequence, in accordance with
FDA'’s current good manufacturing
practice (CGMP) regulations for bottled
water (21 CFR part 129), bottled water
manufacturers will be required to
monitor their source water and finished
bottled water products for DEHP.
Bottled water manufacturers will be
required to monitor their source water
for DEHP as often as necessary, but at
a minimum frequency of once each year
(21 CFR 129.35(a)(3)), unless they meet
the criteria for source water monitoring
exemptions under the CGMP regulations
(21 CFR 129.35(a)(4)). Bottled water
manufacturers will be required to
monitor their finished products for
DEHP at least once a year (21 CFR
129.80(g)(2)).

With respect to analytical methods for
the determination of chemical
contaminants, FDA is making the
following changes in § 165.110(b)(4)(iii).
In the revised § 165.110(b)(4)(1ii)(F)
introductory text and in new
§165.110(b)(4)(iii)(F)(21) and
(b)(4)(iii)(F)(22), FDA is incorporating
by reference EPA-approved analytical
methods for determining compliance
with the quality standard for DEHP in
bottled water. FDA believes that these
methods are sufficient to use for
determining the level of DEHP in
bottled water. These methods are
contained in the manual entitled
“Methods for the Determination of
Organic Compounds in Drinking Water,
Supplement III,” EPA National
Exposure Research Laboratory, EPA/
600/R—95/131, August 1995.

Therefore, upon the effective date of
this rule, any bottled water that contains
DEHP at a level that exceeds the
applicable allowable level will be
deemed misbranded under section
403(h)(1) of the FD&C Act (21 U.S.C.
343(h)(1)) unless it bears a statement of
substandard quality as provided by
§165.110(c)(3).

IV. Environmental Impact

The agency has previously considered
the environmental effects of this rule as
announced in the proposed rule. No
new information or comments have
been received that would affect the
agency’s previous determination that

there is no significant impact on the
human environment and that an
environmental impact statement is not
required.

V. Executive Order 12866: Cost Benefit
Analysis

FDA has examined the impacts of this
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct agencies to
assess all costs and benefits of available
regulatory alternatives and, when
regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity).
Executive Order 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. The agency concludes that
this final rule is not a significant
regulatory action as defined by
Executive Order 12866.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the costs per entity of
this rule are small, the agency also
concludes that this final rule will not
have a significant economic impact on
a substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104-4) requires that agencies prepare a
written statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $136
million, using the most current (2010)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

The Economic Impact Analysis of the
1996 final rule (61 FR 13258) revised
the analysis set forth in the 1993
proposed rule (58 FR 41612) in response
to comments received. Likewise, this
final Economic Impact Analysis revises
the analysis set forth in the 1993
proposed rule in response to comments
received.
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A. Need for Regulation

Section 410 of the FD&C Act (21
U.S.C. 349) ? requires that, whenever
EPA prescribes interim or revised
NPDWRs under section 1412 of the
Public Health Service Act (The SDWA,
42 U.S.C. 300f through 300j—9), FDA
consult with EPA and either amend its
regulations for bottled drinking water in
§165.110 (21 CFR 165.110) or publish
in the Federal Register its reasons for
not making such amendments. In
accordance with section 410 of the
FD&C Act, FDA published in the
Federal Register of August 4, 1993 (58
FR 41612), a proposal to adopt EPA’s
MCL for DEHP as an allowable level in
the bottled water quality standard. This
action was in response to EPA’s
issuance of an NPDWR establishing an
MCL for DEHP in public drinking water
on July 17, 1992 (57 FR 31776). As
described above, FDA deferred final
action on the proposed allowable level
for DEHP on March 26, 1996 (61 FR
13258). By finalizing the allowable level
for DEHP in the bottled water quality
standard, FDA is meeting the
requirement in the FD&C Act to amend
its regulations for bottled drinking water
in response to EPA’s establishment of an
MCL for DEHP.

Although DEHP is not expected to be
found in bottled water in levels above
the standard, FDA concludes that this
rule is protective of public health
because it will ensure that, should
current conditions change, such as new
sources of water or new manufacturing
practices, the level of DEHP will remain
low.

B. Costs

In the 1993 proposed rule, FDA stated
that a single test can be used to analyze
23 contaminants, including DEHP, with
costs of up to $3,000 per sample.
Comments submitted by IBWA in
response to the 1993 proposed rule
stated that a single test can be used for
14 contaminants, including DEHP and
certain previously regulated
contaminants, and that no additional
testing costs would be required (Ref. 9).
Although FDA is adopting new methods
for DEHP analysis in this final rule (EPA
Method 506, Rev. 1-1, and EPA Method
525.2, Rev. 2.0), EPA Method 525.2 tests

1Section 410 of the FD&C Act was amended on
August 6, 1996 to add subsection (b), related to
contaminants for which EPA has promulgated
NPDWRs under section 1412 of the SDWA.
Specifically, this provision provides that, if FDA
fails to issue a standard of quality regulation for a
contaminant in bottled water not later than 180
days before the effective date of a NPDWR for that
contaminant, EPA’s NPDWR will apply to bottled
water. FDA has interpreted this provision as not
applying retroactively to EPA’s NPDWR for DEHP.

for multiple currently regulated
chemicals, including all the chemicals
that were detected by the previously
proposed method, EPA Method 525.1,
Rev. 2.2. Since no additional testing is
needed for DEHP, and since the costs of
testing for DEHP have already been
estimated in the 1993 proposed rule,
FDA expects no additional testing costs
resulting from the adoption of an
allowable level for DEHP.

As discussed above, many U.S.
manufacturers already appear to be
meeting the allowable level (Refs. 3 and
4). Further, information from industry
suggests that DEHP currently is not used
in bottled water caps or bottles in the
United States (Refs. 1 and 6). Thus, no
reformulation costs are expected
because DEHP is not expected to be
found in bottled water in levels above
the standard.

C. Benefits

In the Economic Impact Analysis of
the 1993 proposed rule, FDA
determined that, because none of the 23
contaminants including DEHP are
expected to be found in bottled water
above the levels of the standards, the
benefits of the proposed rule were
expected to be zero. Because the 23
contaminants, including DEHP, still are
not expected to be found in bottled
water at levels above the standards,
benefits of this final rule continue to be
zero. However, as stated in the
Economic Impact Analysis in the 1996
final rule for the other contaminants (61
FR 13258), this rule continues to ensure
that, should current conditions change,
such as new sources of water or new
manufacturing practices, the level of
DEHP and other contaminants will
remain low.

VI. Small Entity Analysis

FDA examined the economic
implications of this final rule as
required by the Regulatory Flexibility
Act (5 U.S.C. 601-612). If a rule has a
significant economic impact on a
substantial number of small entities, the
Regulatory Flexibility Act requires us to
analyze regulatory options that would
lessen the economic effect of the rule on
small entities.

FDA finds that this final rule is not a
significant regulatory action as defined
by Executive Order 12866. In
compliance with the Regulatory
Flexibility Act, the 1996 Economic
Impact Analysis found that the final
rule will not have a significant impact
on a substantial number of small
businesses.

As stated in the analysis of impacts,
information from industry suggests that
DEHP currently is not used in bottled

water caps or bottles in the United
States (Refs. 1 and 6). Furthermore,
many U.S. manufacturers already
appear to be meeting the allowable level
(Refs. 3 and 4). Thus, no reformulation
costs are expected because DEHP is not
expected to be found in bottled water
above the levels of the standard.

For the reasons stated above, we do
not classify as costs of this final rule any
voluntary expenses that some small
firms may incur because they already
chose to meet the new standards for
DEHP set forth in this rule.

VII. Paperwork Reduction Act of 1995

FDA concludes that the provisions of
this final rule are not subject to review
by the Office of Management and
Budget because they do not constitute a
“collection of information” under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3220).

VIII. Federalism

FDA has analyzed this rule in
accordance with the principles set forth
in Executive Order 13132. Section 4(a)
of the Executive Order requires agencies
to “construe * * * a Federal statute to
preempt State law only where the
statute contains an express preemption
provision or there is some other clear
evidence that the Congress intended
preemption of State law, or where the
exercise of State authority conflicts with
the exercise of Federal authority under
the Federal statute.”

Section 403A of the FD&C Act (21
U.S.C. 343-1) is an express preemption
provision. Section 403A(a) of the FD&C
Act provides that: “* * * no State or
political subdivision of a State may
directly or indirectly establish under
any authority or continue in effect as to
any food in interstate commerce—(1)
Any requirement for a food which is the
subject of a standard of identity
established under section 401 that is not
identical to such standard of identity or
that is not identical to the requirement
of section 403(g) * * *.” FDA has
interpreted this provision to apply to
standards of quality (21 CFR
100.1(c)(4)).

The express preemption provision of
section 403A(a) of the FD&C Act does
not preempt any State or local
requirement respecting a statement in
the labeling of food that provides for a
warning concerning the safety of the
food or component of the food (section
6(c)(2) of the Nutrition Labeling and
Education Act of 1990, Pub. L. 101-535,
104 Stat. 2353, 2364 (1990)).

This final rule creates requirements
that fall within the scope of section
403A(a) of the FD&C Act.
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to the Web sites after this document
publishes in the Federal Register.)
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List of Subjects in 21 CFR Part 165

Beverages, Bottled water, Food grades
and standards, Incorporation by
reference.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 165 is
amended as follows:

PART 165—BEVERAGES

m 1. The authority citation for 21 CFR
part 165 continues to read as follows:
Authority: 21 U.S.C. 321, 341, 343, 343—
1, 348, 349, 371, 379e.
m 2.In §165.110, in the table in
paragraph (b)(4)(iii)(C), alphabetically
add an entry for “Di(2-
ethylhexyl)phthalate (117-81-7)";
revise paragraph (b)(4)(iii)(F)
introductory text; and add new
paragraphs (b)(4)(iii)(F)(21) and
(b)(4)(iii)(F)(22) to read as follows:

§165.110 Bottled water.

* * * * *

(b) EE

(4) * * %

(111) * % %

(C) The allowable levels for pesticides
and other synthetic organic chemicals
(SOCs) are as follows:

; Concentration
Contaminant P
in milligrams
(CAS Reg. No.) per fiter
Di(2-ethylhexyl)phthalate
(117-81=7) e 0.006
* * * * *

(F) Analyses to determine compliance
with the requirements of paragraphs
(b)(4)(iii)(B) and (b)(4)(iii)(C) of this
section shall be conducted in
accordance with an applicable method
or applicable revisions to the methods
listed in paragraphs (b)(4)(iii)(F)(1)
through (b)(4)(iii)(F)(22) of this section
and described, unless otherwise noted,
in “Methods for the Determination of
Organic Compounds in Drinking
Water,” Office of Research and
Development, EMSL, EPA/600/4-88/
039, December 1988, or in ‘“Methods for
the Determination of Organic
Compounds in Drinking Water,
Supplement 1,” Office of Research and
Development, EMSL, EPA/600/4-90/
020, July 1990, or in ‘“Methods for the
Determination of Organic Compounds
in Drinking Water, Supplement III,”
EPA National Exposure Research
Laboratory, Office of Research and
Development, EPA/600/R—95/131,

August 1995, including Errata,
November 27, 1995. The Director of the
Federal Register approves this
incorporation by reference in
accordance with 5 U.S.C. 552(a) and
1 CFR part 51. Copies of these
publications are available from National
Technical Information Service, U.S.
Department of Commerce, 5285 Port
Royal Rd., Springfield, VA 22161. You
may inspect a copy at the Division of
Dockets Management, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852,
301-827-6860 or at the National
Archives and Records Administration
(NARA). Hearing-impaired or speech-
impaired individuals may access this
number through TTY by calling the toll-
free Federal Relay Service at 800-877—
8339. For information on the availability
of this material at NARA, call 202-741-
6030, or go to: http://www.archives.gov/
federal-register/cfr/ibr-locations.html.

(21) Method 506, Rev. 1.1—
“Determination of phthalate and adipate
esters in drinking water by liquid/liquid
extraction or liquid/solid extraction and
gas chromatography with
photoionization detection,” EPA/600/R—
95/131, 1995, (applicable to di(2-
ethylhexyl)phthalate), which is
incorporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(22) Method 525.2, Rev. 2.0—
“Determination of organic compounds
in drinking water by liquid-solid
extraction and capillary column gas
chromatography/mass spectrometry,”
EPA/600/R-95/131, 1995, (applicable to
di(2-ethylhexyl)phthalate), which is
incorporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.

* * * * *

Dated: October 11, 2011.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2011-26707 Filed 10-18-11; 8:45 am]
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ACTION: Clarification and notification.

SUMMARY: DEA wishes to emphasize that
third-party audits of software
applications for Electronic Prescriptions
for Controlled Substances (EPCS) must
encompass all applicable requirements
in our regulations, including security,
and must address ‘“processing integrity”’
as set forth in our regulations. Likewise,
where questions or gaps may arise in
reviewing a particular application, DEA
recommends consulting federal
guidelines set forth in NIST Special
Publication 800-53A. DEA is also
announcing the first DEA approved
certification process for EPCS.
Certifying organizations with a
certification process approved by DEA
pursuant to the regulations are posted
on DEA’s Web site once approved.

FOR FURTHER INFORMATION, CONTACT:
Imelda L. Paredes, Office of Diversion
Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, Virginia 22152; Telephone
(202) 307-7165.

SUPPLEMENTARY INFORMATION:

Background

The Drug Enforcement
Administration (DEA) is a component of
the Department of Justice and is the
primary agency responsible for
coordinating the drug law enforcement
activities of the United States. DEA also
assists in the implementation of the
President’s National Drug Control
Strategy. The diversion control program
(DCP) is a strategic component of the
DEA’s law enforcement mission. It is
primarily the DCP within DEA that
implements and enforces Titles IT and III
of the Comprehensive Drug Abuse
Prevention and Control Act of 1970,
often referred to as the Controlled
Substances Act (CSA) and the
Controlled Substances Import and
Export Act (CSIEA) (21 U.S.C. 801-971),
as amended (hereinafter, “CSA”’).1 DEA
drafts and publishes the implementing
regulations for these statutes in Title 21
of the Code of Federal Regulations
(CFR), parts 1300 to 1321. The CSA
together with these regulations are
designed to establish a closed system for
controlled substances and to prevent,
detect, and eliminate the diversion of
controlled substances and listed
chemicals into the illicit market while
ensuring a sufficient supply of
controlled substances and listed
chemicals for legitimate medical,
scientific, research, and industrial
purposes.

1The Attorney General’s delegation of authority
to DEA may be found at 28 CFR 0.100.

The CSA and DEA’s implementing
regulations establish the legal
requirements for possession and
dispensing of controlled substances,
most notably pursuant to a prescription
issued for a legitimate medical purpose
by a practitioner acting in the usual
course of professional practice. “The
responsibility for the proper prescribing
and dispensing of controlled substances
is upon the prescribing practitioner, but
a corresponding responsibility rests
with the pharmacist who fills the
prescription.” 21 CFR 1306.04(a). A
prescription serves both as a record of
the practitioner’s determination of the
legitimate medical need for the drug to
be dispensed, and as a record of the
dispensing, providing the pharmacy
with the legal justification and authority
to dispense the medication prescribed
by the practitioner. The prescription
also provides a record of the actual
dispensing of the controlled substance
to the ultimate user (the patient) and,
therefore, is critical to documenting that
controlled substances held by a
pharmacy have been dispensed legally.
The maintenance by pharmacies of
complete and accurate prescription
records is an essential part of the overall
CSA regulatory scheme established by
Congress.

Electronic Prescriptions for Controlled
Substances (EPCS)

Historically, where federal law
required that a prescription for a
controlled substance be issued in
writing, that requirement could only be
satisfied through the issuance of a paper
prescription. Given advancements in
technology and security capabilities for
electronic applications, DEA recently
amended its regulations to provide
practitioners with the option of issuing
electronic prescriptions for controlled
substances (EPCS) in lieu of paper
prescriptions. Efforts to develop EPCS
have been underway for a number of
years. DEA’s Interim Final Rule for
Electronic Prescriptions for Controlled
Substances was published on March 31,
2010 at 75 FR 16236-16319 and became
effective on June 1, 2010. While these
regulations have paved the way for
controlled substance prescriptions to be
issued electronically, not all States have
authorized electronic prescriptions for
controlled substances, particularly
Schedule II controlled substances which
have a significant potential for abuse.

The information technology industry
is currently in the process of developing
and testing applications to implement
the requirements set forth in the Interim
Final Rule. As this process continues,
DEA believes it prudent to issue the
following clarifications,

recommendation, and update to help
ensure that the requirements of the
Interim Final Rule are properly
implemented. Specifically, DEA is
clarifying that third-party audits must
be conducted by qualified persons and
must determine that an application
meets all of the applicable requirements
in 21 CFR part 1311 as well as other
requirements referenced in Part 1311.
“Processing integrity” must be
addressed in audits of EPCS
applications. DEA recommends that
federal guidelines as set forth by the
National Institute of Standards and
Technology (NIST), including NIST
Special Publication 800-53A, be
consulted where questions arise. DEA
has also announced an approved
certification process for EPCS
applications and has posted this
information on its Web site. DEA notes
its concern that proposed EPCS
applications receive careful review prior
to being used to create, sign, transmit or
process controlled substance
prescriptions so as to ensure the closed
system for controlled substances
established by the CSA. Secure and safe
dispensing of controlled substances is
necessary to protect the public interest
and prevent diversion of controlled
substances to illicit purposes. As with
any violations of the CSA or DEA’s
implementing regulations, if diversion
occurs in the EPCS environment, or if
controlled substances are otherwise
dispensed in violation of the EPCS
regulations, those responsible may be
subject to administrative and/or judicial
action, to include civil injunction.

Current Issues

National Prescription Drug Abuse
Epidemic

Implementation of electronic
prescriptions for controlled substances
is occurring at the same time the
President has declared current
prescription drug misuse and abuse as
an epidemic constituting a major public
health and public safety crisis.2 The
non-medical use of prescription drugs is
on the rise in the United States. Drug
induced deaths now exceed motor
vehicle accident deaths in the United
States.? According to the “Drug Abuse
Warning Network (DAWN), 2009:
National Estimates of Drug-Related
Emergency Department Visits,” the

2 “Epidemic: Responding to America’s
Prescription Drug Abuse Crisis,” Office of National
Drug Control Policy, Executive Office of the
President of the United States, 2011. http://
www.whitehousedrugpolicy.gov/publications/pdf/
rx_abuse_plan.pdf.

3National Vital Statistics Reports, Vol. 59, No. 4,
March 16, 2011, http://www.cdc.gov/nchs/data/
nvsr59/nvsr59_04.pdf.
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Substance Abuse and Mental Health
Services Administration (SAMHSA),4
emergency department visits involving
non-medical use of pharmaceuticals
(misuse or abuse) almost doubled
between 2004 and 2009 from 627,291 in
2004 to 1,244,679 visits in 2009 (a 98.4
percent increase).® About half of the
2009 emergency department visits
related to abuse or misuse of
pharmaceuticals involved painkillers
and more than one-third involved drugs
to treat insomnia and anxiety.®

The 2009 National Survey on Drug
Use and Health (NSDUH) 7 estimated
that 7.0 million persons used
prescription-type psychotherapeutic
drugs—pain relievers, anti-anxiety
medications, stimulants, and
sedatives—non-medically. This
represents 2.8 percent of the population
aged twelve or older. These estimates
were 13 percent higher than those from
the 2008 Survey. In 2009, 2.2 million
persons aged twelve or older used pain
relievers non-medically for the first
time; that averages to over 6,000 new
users per day. Teenagers (grades 9-12)
believe that prescription drugs are easier
to obtain than illegal drugs. There is a
concern that young people may perceive
prescription and/or over-the-counter
drugs as ““safer”” than illegal drugs
because of their intended, legitimate
medical use.8

Increased Security Breaches

Cyber attacks are growing in
frequency, size and complexity and are
of concern as EPCS goes online.
Responses by 583 U.S. businesses of all
sizes to a recent independent survey
conducted by the Ponemon Institute
released June 22, 2011 found that 90
percent had at least one cyber security
breach in the past 12 months. This
survey found that the top two endpoints
from which these security breaches
occurred are employees’ laptop
computers and employee’s mobile
devices.? Numerous recent news articles

4 Behavioral Health Statistics and Quality,
“Highlights of the 2009 Drug Abuse Warning
Network (DAWN) Findings on Drug-Related
Emergency Department Visits,” The DAWN Report,
December 28, 2010.

51d. at 4.

61d. at 3.

7 Substance Abuse and Mental Health Services
Administration, ‘“Results from the 2009 National
Survey on Drug Use and Health: Volume I,
Summary of National Findings,” Office of Applied
Studies, 2010 (NSDUH Series H-38A, HHS
Publication No. SMA 10-4856), http://
www.oas.samhsa.gov/nsduh/2k9NSDUH/
2k9Results.pdf.

8 Partnership for a Drug-Free America and
MetLife Foundation, ‘2009 Parents and Teens
Attitude Tracking Study Report”” March 2, 2010.

9 http://www.marketwire.com/
printer_friendly?id=1529987; http://

describe incidents of major security
breaches or hacking incidents into major
U.S. private and government computer
systems, including incidents involving
electronic health records.1© These
incidents occur for many reasons, but
access to controlled substances has not
been cited as an objective because such
substances have not been
communicated via an electronic system.
With the impending implementation of
electronic prescriptions for controlled
substances, DEA wishes to reiterate that
adequate security of EPCS has been and
continues to be a primary consideration
in any electronic system used to
communicate a legitimate controlled
substance prescription for the purpose
of dispensing to an ultimate user.

Clarifications

DEA wishes to provide the following
clarifications.

Third-Party Audits of EPCS
Applications

EPCS, as with paper prescriptions,
requires the individual practitioner be
responsible for ensuring the
prescription conforms to all legal
requirements and the pharmacist, acting
under the authority of the DEA-
registered pharmacy, has a
corresponding responsibility to ensure
the prescription is valid and meets all
legal requirements. Review of an EPCS
application must be thorough in order to
provide the prescriber and pharmacist
the level of assurance needed in order
to use the application.

Before any application may be used
for electronic prescriptions for
controlled substances, it must be
reviewed, tested and determined by a
third party to meet all of the
requirements of 21 CFR part 1311. See
21 CFR 1311.300(a). There are two
alternative processes for review of EPCS
applications: (1) A third-party audit
conducted by a person qualified to
conduct a SysTrust, WebTrust or SAS
70 audit or a Certified Information
System Auditor as stated in 21 CFR
1311.300(b), which comports with the
requirements of paragraphs (c) and (d)
of 21 CFR 1300.300 or (2) A certification
by a certifying organization whose
certification process has been approved

business.financialpost.com/2011/06/23/survey-
finds-90-of-u-s-companies-hacked-in-past-year/.

10 For example, among others, see Wall Street
Journal articles May 19 (U.N. International Atomic
Energy Agency), May 27 (Lockheed Martin), June 2
(Google), June 10 (Citigroup), June 11 (Sony), 2011;
Workers” Compensation California Medical Record
Privacy Breach, August 23, 2011, http://workers-
compensation.blogspot.com/2011/08/major-
california-medical-record-privacy.html; New York
Times article September 8, 2011 (electronic medical
record breaches).

by DEA as stated in 21 CFR 1311.300(e),
which certification verifies that the
application meets all of the
requirements of 21 CFR part 1311.

21 CFR 1311.300(c) and 21 CFR
1311.300(d) state respectively that an
audit for installed applications and
application service providers must,
among other things, determine that the
application meets all of the applicable
requirements in Part 1311. This
includes all of Part 1311 and references
to Parts 1300, 1304 and 1306.

Some individuals may be
misinterpreting 21 CFR 1311.300(c) and
(d), which state that audits “for installed
applications must address processing
integrity and determine that the
application meets the requirements of
this part,” and audits ““for application
service providers must address
processing integrity and physical
security and determine that the
application meets the requirements of
this part.” (emphasis added). To further
clarify, the Code of Federal Regulations
is organized by title, chapter, part,
subpart, section and paragraph. Any
audit must include all of the applicable
requirements for electronic
prescriptions of controlled substances
found in 21 CFR part 1311 and not just
section 1311.300 of part 1311. Part 1311
also cross-references Parts 1300, 1304
and 1306 which establish specific
requirements that must be the subject of
any audit. Thorough review and testing
of all requirements is both required by
the regulations and necessary to ensure
secure and effective electronic
prescribing and dispensing of controlled
substances in the interests of public
health and safety.

“Processing Integrity”” must be
addressed in audits of EPCS prescriber
and pharmacy applications.

EPCS applications must address
security to prevent insider threats and
outsider attacks on any system. Careful
review by an independent, qualified
third-party of the “processing integrity”’
of any application is required to
determine whether an application or
application service provider has
adequate protection against the range of
potential security threats.

Person qualified to conduct a third-
party audit.

DEA notes that 21 CFR 1311.300(b)(1)
and (2) require that a third-party audit
be conducted by a person qualified to
conduct a SysTrust, WebTrust or SAS
70 audit or by a Certified Information
System Auditor. The regulations do not
require one of these types of audits, but
rather that the person conducting the
audit must have specified qualifications.
As provided in 21 CFR 1311.300(c) and
(d), any audit must address processing


http://business.financialpost.com/2011/06/23/survey-finds-90-of-u-s-companies-hacked-in-past-year/
http://business.financialpost.com/2011/06/23/survey-finds-90-of-u-s-companies-hacked-in-past-year/
http://business.financialpost.com/2011/06/23/survey-finds-90-of-u-s-companies-hacked-in-past-year/
http://www.oas.samhsa.gov/nsduh/2k9NSDUH/2k9Results.pdf
http://www.oas.samhsa.gov/nsduh/2k9NSDUH/2k9Results.pdf
http://www.oas.samhsa.gov/nsduh/2k9NSDUH/2k9Results.pdf
http://www.marketwire.com/printer_friendly?id=1529987
http://www.marketwire.com/printer_friendly?id=1529987
http://workers-compensation.blogspot.com/2011/08/major-california-medical-record-privacy.html
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integrity and determine that the
application meets the requirements of
DEA’s regulations. DEA is reviewing the
fact that the American Institute of
Certified Public Accountants has
replaced SAS 70 audits referenced in 21
CFR 1311.300(b)(1) and will necessarily
address this issue in the final rule on
EPCS.

Recommendation

Where questions arise in reviewing a
particular EPCS prescriber or pharmacy
application, DEA recommends that
federal guidelines as set forth by the
National Institute of Standards and
Technology (NIST), specifically NIST
Special Publication 800-53A, be
consulted. Other NIST standards and
publications are incorporated by
reference in the Interim Final Rule and
must be complied with as stated in the
Interim Final Rule.

Some of the questions surrounding
interpretation of DEA’s EPCS
regulations as applied to specific
applications are addressed by federal
guidelines articulated by the National
Institute of Standards and Technology
in NIST Special Publication (SP) 800—
53A, as revised. Federal computer
systems must comply with federal
guidelines as outlined in NIST SP 800-
53A.11 As NIST SP 800-53A states, the
publication may be used by
nongovernmental organizations on a
voluntary basis. Although the Interim
Final Rule does not require compliance
with NIST SP 800-53A, DEA believes
this publication provides useful
guidance and that it is advisable for
private sector entities to consult the
publication when reviewing security
requirements for EPCS applications. In
addition, EPCS will be used on federal
systems in the military, the Department
of Veterans Affairs and elsewhere where
such systems must comply with federal
guidelines.

DEA notes that the Notice of Proposed
Rulemaking (NPRM) in June 27, 2008
discussed NIST SP 800-53A and
whether or not it should be the basis for
security requirements. 73 FR 36746-47
(June 27, 2008). DEA did not require
application of NIST SP 800-53A in the
Interim Final Rule due to the perceived
need for flexibility and because security
would be ensured by review of
“processing integrity.” In light of
developments since that time, DEA will
be revisiting this issue as it is clear that
a mechanism must be established in the
EPCS regulations to keep EPCS

11 http://csre.nist.gov/publications/nistpubs/800-
53A-rev1/sp800-53A-revi-final.pdf. Note that the
latest version of SP800-53A should be consulted as
it is regularly updated to meet technology
developments.

applications current with technology,
particularly security requirements.

Update

All certifying organizations with a
certification process approved by DEA
pursuant to 21 CFR 1311.300(e) are
posted on DEA’s Web site once
approved.

As noted above, the Interim Final
Rule provides that, as an alternative to
the audit requirements of 21 CFR
1311(b) through (d), an electronic
prescription or pharmacy application
may be verified and certified as meeting
the requirements of 21 CFR Part 1311 by
a certifying organization whose
certification process has been approved
by DEA. The preamble to the Interim
Final Rule further indicated that, once
a qualified certifying organization’s
certification process has been approved
by DEA in accordance with 21 CFR
1311.300(e), such information will be
posted on DEA’s Web site. 75 FR 16243,
March 31, 2010. On September 22, 2011,
DEA approved the certification process
developed by InfoGard Laboratories,
Inc. and relevant information has been
posted on DEA’s Web site at http://
www.DEAdiversion.usdoj.gov under
electronic prescriptions.

Dated: October 7, 2011.
Joseph T. Rannazzisi,

Deputy Assistant Administrator, Office of
Diversion Control.

[FR Doc. 2011-26738 Filed 10-18-11; 8:45 am]
BILLING CODE 4410-09-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1

[TD 9552]

RIN 1545-BJ24

Deduction for Qualified Film and
Television Production Costs

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final and temporary
regulations.

SUMMARY: This document contains final
and temporary regulations relating to
deductions for the cost of producing
film and television productions. These
temporary regulations reflect changes to
the law made by the Tax Extenders and
Alternative Minimum Tax Relief Act of
2008, and affect taxpayers that produce
films and television productions within
the United States. The text of these
temporary regulations also serves as the
text of the proposed regulations set forth

in the notice of proposed rulemaking on
this subject in the Proposed Rules
section in this issue of the Federal
Register.

DATES: Effective Date: These regulations

are effective on October 18, 2011.
Applicability Dates: For dates of

applicability, see § 1.181-6T.

FOR FURTHER INFORMATION CONTACT:

Bernard P. Harvey, (202) 622—4930 (not

a toll-free number).

SUPPLEMENTARY INFORMATION:

Background

This document contains amendments
to 26 CFR part 1 to provide regulations
under section 181 of the Internal
Revenue Code of 1986 (Code). Section
181 permits the deduction of certain
production costs by the producer of a
qualified film or television production.

Section 181 was added to the Code by
section 244 of the American Jobs
Creation Act of 2004, Public Law 108—
357 (118 Stat. 1418) (October 22, 2004),
and was modified by section 403(e) of
the Gulf Opportunity Zone Act of 2005,
Public Law 109-135 (119 Stat. 2577)
(December 21, 2005). Section 502 of the
Tax Extenders and Alternative
Minimum Tax Relief Act of 2008, Public
Law 110-343 (122 Stat. 3765) (October
3, 2008) further modified section 181 for
film and television productions
commencing after December 31, 2007,
and extended section 181 to film and
television productions commencing
before January 1, 2010. Section 181 was
extended again to film and television
productions commencing before January
1, 2012, by section 744 of the Tax Relief,
Unemployment Insurance
Reauthorization, and Job Creation Act of
2010, Public Law 111-312 (December
17, 2010).

On September 30, 2011, the IRS and
the Treasury Department published in
the Federal Register (TD 9551, 76 FR
60721) final regulations relating to
deductions for the cost of producing
film and television productions under
section 181 as enacted by the American
Jobs Creation Act of 2004 and modified
by the Gulf Opportunity Zone Act of
2005.

Explanation of Provisions

Section 181 permits an owner of a
qualified film or television production
to elect to deduct production costs paid
or incurred by that owner for the year
the costs are paid or incurred, in lieu of
capitalizing the costs and recovering
them through depreciation allowances.
For a qualified film or television
production that commenced before
January 1, 2008 (a ‘“‘pre-amendment
production”), this deduction is available


http://csrc.nist.gov/publications/nistpubs/800-53A-rev1/sp800-53A-rev1-final.pdf
http://csrc.nist.gov/publications/nistpubs/800-53A-rev1/sp800-53A-rev1-final.pdf
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only if the aggregate production costs
paid or incurred by all owners do not
exceed $15 million ($20 million if a
significant amount of the production
costs are paid or incurred in certain
designated areas) for each qualified
production (the “aggregate production
costs limit”). For productions
commencing on or after January 1, 2008,
the aggregate production costs limit
does not apply; instead, the aggregate
deduction under section 181 for
production costs paid or incurred by all
owners of a qualified film or television
production is limited to $15 million
($20 million if a significant amount of
the production costs are incurred in
certain designated areas) for each
qualified production (the “deduction
limit”). A film or television production
(“production”) is a qualified film or
television production if at least 75
percent of the total compensation of the
production is compensation for services
performed in the United States by
actors, directors, producers, and other
production personnel.

These temporary regulations amend
§1.181-1 to define the term “post-
amendment production” and specify
that the aggregate deduction under
section 181 (rather than the amount of
aggregate production costs) is subject to
the dollar limits imposed under § 1.181—
1(b). The temporary regulations also
amend §§ 1.181-0 (table of contents)
and 1.181-6 (effective date provisions).

Effective Date

These temporary regulations apply to
qualified film and television
productions for which principal
photography or, for an animated
production, in-between animation,
commenced on or after October 18,
2011. An owner may choose to apply
these temporary regulations to qualified
film or television productions
commencing on or after January 1, 2008,
and before October 18, 2011.

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) and (d) of the Administrative
Procedure Act (5 U.S.C. chapter 5) does
not apply to these regulations. For
applicability of the Regulatory
Flexibility Act (5 U.S.C. chapter 6),
please refer to the Special Analyses
section of the preamble to the cross-
reference notice of proposed rulemaking
published in the Proposed Rules section
in this issue of the Federal Register.
Pursuant to section 7805(f) of the Code,

these temporary regulations have been
submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on its
impact on small business.

Drafting Information

The principal author of these
regulations is Bernard P. Harvey, Office
of Associate Chief Counsel (Income Tax
and Accounting). However, other
personnel from the IRS and the Treasury
Department participated in their
development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Amendments to the Regulations

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. Section 1.181-1 is amended by
revising paragraphs (a)(1)(ii), (a)(6) and
(b)(1)(ii) and (b)(2)(vi) to read as follows:

§1.181-1 Deduction for qualified film and
television production costs.

(a] * % %

(1) * % %

(ii) [Reserved]. For further guidance,
see §1.181-1T(a)(1)(ii).
* * * * *

(6) [Reserved]. For further guidance,
see §1.181-1T(a)(6).

* * * *

* %

(b] * *
(1] * *

(ii) [Reserved]. For further guidance,
see §1.181-1T(b)(1)(ii).

(2] * * *

(vi) [Reserved|]. For further guidance,
see §1.181-1T(b)(2)(vi).

(C] EE
(2) [Reserved]. For further guidance,
see §1.181-1T(c)(2).

m Par. 3. Section 1.181-0T is added to
read as follows:

§1.181-0T Table of contents (temporary).

This section lists the entries for
§§1.181-1T and 1.181-6T.

§1.181-1T Deduction for qualified film and
television production costs (temporary).
(a) through (a)(5) [Reserved]. For

further guidance, see entries for § 1.181—
1(a) through (a)(5).

(6) Post-amendment production.

(a)(7) through (b)(1)(i) [Reserved]. For
further guidance, see entries for § 1.181—
1(a)(7) through (b)(1)().

(ii) Post-amendment costs.

(b)(1)(iii) through (c)(1) [Reserved].
For further guidance, see entries for
§1.181-1(b)(1)(iii) through (c)(1).

(2) Post-amendment production.

§1.181-6T Effective/applicability dates
(temporary).

(a) In general.

(b) Application of temporary
regulations to pre-effective date
productions.

m Par. 4. Section 1.181-1T is added to
read as follows:

§1.181-1T Deduction for qualified film and
television production costs (temporary).

(a)(1)(i) [Reserved]. For further
guidance, see § 1.181-1(a)(1)(i).

(ii) This section provides rules for
determining the owner of a production,
the production costs (as defined in
paragraph (a)(3) of this section), the
maximum amount of aggregate
production costs (as defined in
paragraph (a)(4) of this section) that may
be paid or incurred for a pre-
amendment production (as defined in
paragraph (a)(5) of this section) for
which the owner makes an election
under section 181, and the maximum
amount of aggregate production costs
that may be claimed as a deduction for
a post-amendment production (as
defined in paragraph (a)(6) of this
section) for which the owner makes an
election under section 181. Section
1.181-2 provides rules for making the
election under section 181. Section
1.181-3 provides definitions and rules
concerning qualified film and television
productions. Section 1.181—4 provides
special rules, including rules for
recapture of the deduction. Section
1.181-5 provides examples of the
application of §§1.181-1 through
1.181-4, while § 1.181-6 provides the
effective date of §§1.181-1 through
1.181-5.

(2) through (5) [Reserved]. For further
guidance, see § 1.181-1(a)(2) through
(a)(5).

(6) Post-amendment production. The
term post-amendment production
means a qualified film or television
production commencing on or after
January 1, 2008.

(7) [Reserved]. For further guidance,
see §1.181-1(a)(7).

(b)(1)(1) [Reserved]. For further
guidance, see § 1.181-1 (b)(1)(i).

(ii) Post-amendment production.
Section 181 permits a deduction for the
first $15,000,000 (or, if applicable under
paragraph (b)(2) of this section,



64818 Federal Register/Vol. 76,

No. 202/ Wednesday, October 19, 2011/Rules and Regulations

$20,000,000) of the aggregate production
costs of any post-amendment
production.

(iii) [Reserved]. For further guidance,
see §1.181-1(b)(1)(iii).

(2)(i) through (v) [Reserved]. For
further guidance, see § 1.181-1(b)(2)(i)
through (b)(2)(v).

(vi) Allocation. Solely for purposes of
determining whether a production
qualifies for the higher production cost
limit (for pre-amendment productions)
or deduction limit (for post-amendment
productions) provided under this
paragraph (b)(2), compensation to actors
(as defined in § 1.181-3(f)(1)), directors,
producers, and other relevant
production personnel (as defined in
§ 1.181-3 (f)(2)) is allocated entirely to
first—unit principal photography.

(c)(1) [Reserved]. For further
guidance, see § 1.181-1(c)(1).

(2) Post-amendment production.
Amounts not allowable as a deduction
under section 181 for a post-amendment
production may be deducted under any
other applicable provision of the Code.
m Par. 4. Section 1.181-6T is added to
read as follows:

§1.181-6T Effective/applicability dates
(temporary).

(a) In general. (1) Except as provided
in paragraph (b) of this section, §1.181—
1T applies to productions, the first day
of principal photography for which
occurs on or after October 18, 2011, and
before the date of expiration of section
181 as provided in section 181(f). For an
animated production, this paragraph (a)
applies by substituting “in-between
animation” in place of “principal
photography.” Productions involving
both animation and live-action
photography may use either standard.

(2) The applicability of §1.181-1T
expires on October 17, 2014.

(b) Application of temporary
regulations to pre-effective date
productions. An owner may apply
§1.181-1T to productions, the first day
of principal photography (or “in-
between” animation) for which occurs
after December 31, 2007, and before
October 18, 2011, provided that the
taxpayer applies all provisions in
§1.181-1T and in §§ 1.181-1 through
1.181-5 (other than provisions specific
to pre-amendment productions) to the
productions. If a taxpayer does not
choose to apply §1.181-1T to a
production, the first day of principal
photography (or “in-between”
animation) for which occurs after
December 31, 2007, and before October
18, 2011, then the taxpayer must use a
reasonable method to take into account
the statutory change to section 181
under section 502 of the Tax Extenders

and Alternative Minimum Tax Relief
Act of 2008. See §1.181-6.

Steven T. Miller,

Deputy Commissioner for Services and
Enforcement.

Approved: September 19, 2011.
Emily S. McMahon,

Acting Assistant Secretary of the Treasury
(Tax Policy).

[FR Doc. 2011-26973 Filed 10-18-11; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2011-0961]
RIN 1625-AA00

Safety Zone; Truman-Hobbs Alteration
of the Elgin Joliet & Eastern Railroad
Drawbridge, Morris, IL

AGENCY: Coast Guard, DHS.

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the Illinois River near Morris, Illinois.
This zone is intended to restrict vessels
from a portion of the Illinois River due
to the Truman-Hobbs alteration of the
Elgin Joliet & Eastern Railroad
Drawbridge. This temporary safety zone
is necessary to protect the surrounding
public and vessels from the hazards
associated with the removal of the Elgin
Joliet & Eastern Railroad Drawbridge’s
old bridge piers and pier protection
cells.

DATES: This rule is effective in the CFR
on October 19, 2011 through 7 a.m. on
November 16, 2011. This rule is
effective with actual notice for purposes
of enforcement beginning 7 a.m. on
October 13, 2011. This rule will remain
in effect until 7 a.m. on November 16,
2011.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2011—
0961 and are available online by going
to http://www.regulations.gov, inserting
USCG-2011-0961 in the “Keyword”
box, and then clicking “search.” They
are also available for inspection or
copying at the Docket Management
Facility (M—-30), U.S. Department of
Transportation, West Building Ground
floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday

through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, contact or email BM1 Adam Kraft,
U.S. Coast Guard Sector Lake Michigan,
at 414-747-7148 or
Adam.D.Kraft@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202-366—
9826.

SUPPLEMENTARY INFORMATION:
Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when an agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under U.S.C. 553
(b)(B), the Coast Guard finds that good
cause exists for not publishing a notice
of proposed rulemaking (NPRM) with
respect to this rule because waiting for
a notice and comment period to run
would be impracticable and contrary to
the public interest in that it would
prevent the Coast Guard from protecting
the public and vessels on navigable
waters from the hazards associated with
the alteration of the Elgin Joliet &
Eastern Railroad Drawbridge, as
discussed in detail below.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. For the reasons discussed in
the preceding paragraph and due to the
Captain of the Port Sector Lake
Michigan not receiving notice of the
need for a safety zone, a 30-day notice
period would be impracticable and
contrary to the public interest.

Background and Purpose

The Truman-Hobbs alteration of the
Elgin Joliet & Eastern Railroad
Drawbridge, which consists of the
removal of the bridges old piers and pier
protection cells, will begin on October
13, 2011. This temporary safety zone is
necessary to protect vessels from the
hazards associated with those alteration
efforts. The falling debris associated
with the removal of the bridge’s piers
and protection cells poses a serious risk
of injury to persons and property. As
such, the Captain of the Port, Sector
Lake Michigan, has determined that the
alteration project of the Elgin Joliet &
Eastern Railroad Drawbridge poses
significant risks to public safety and
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property and that a safety zone is
necessary.

Discussion of Rule

The safety zone will encompass all
U.S. navigable waters of the Illinois
River in the vicinity of the Elgin Joliet
& Eastern Railroad Drawbridge between
Mile Marker 270.1 and Mile Marker
271.5 of the Illinois River in Morris, IL.
[DATUM: NAD 83].

All persons and vessels shall comply
with the instructions of the Coast Guard
Captain of the Port, Sector Lake
Michigan, or his or her designated
representative. Entry into, transiting, or
anchoring within the safety zone is
prohibited unless authorized by the
Captain of the Port, Sector Lake
Michigan, or his or her designated
representative. The Captain of the Port,
Sector Lake Michigan, or his or her
designated representative may be
contacted via VHF Channel 16.

Regulatory Analyses

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

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, as supplemented
by Executive Order 13563, Improving
Regulation and Regulatory Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of that Order or under
section 1 of Executive Order 13563. The
Office of Management and Budget has
not reviewed it under that Order. We
conclude that this rule is not a
significant regulatory action because we
anticipate that it will have a minimal
impact on the economy, will not
interfere with other agencies, will not
adversely alter the budget of any grant
or loan recipients, and will not raise any
novel legal or policy issues. The safety
zone around the bridge project will be
relatively small and exist for a relatively
short duration. Thus, restrictions on
vessel movement within that particular
area are expected to be minimal. Under
certain conditions, moreover, vessels
may still transit through the safety zone
when permitted by the Captain of the
Port.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule will have a significant
economic impact on a substantial

number of small entities. The term
“small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule, if
promulgated, will not have a significant
economic impact on a substantial
number of small entities.

This rule will affect the following
entities, some of which might be small
entities: The owners or operators of
vessels intending to transit or anchor on
a portion of the Illinois River between
Mile Marker 270.1 and Mile Marker
271.5 at various times between 7 a.m. on
October 13, 2011 and 7 a.m. on
November 16, 2011.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: This rule will
only be enforced while unsafe
conditions exist. Vessel traffic will be
minimal due to the public and
commercial outreach that has been
made the by D8 Bridge Branch over the
last several months.

In the event that this temporary safety
zone affects shipping, commercial
vessels may request permission from the
Captain of The Port, Sector Lake
Michigan, or his or her designated
representative to transit through the
safety zone. The Coast Guard will give
notice to the public via a Broadcast to
Mariners that the regulation is in effect.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process. Small businesses may send
comments on the actions of Federal
employees who enforce, or otherwise
determine compliance with, Federal
regulations to the Small Business and
Agriculture Regulatory Enforcement
Ombudsman and the Regional Small
Business Regulatory Fairness Boards.
The Ombudsman evaluates these
actions annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call
1-888-REG-FAIR (1-888-734—3247).
The Coast Guard will not retaliate
against small entities that question or
complain about this rule or any policy
or action of the Coast Guard.

Collection of Information

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

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not concern an environmental risk
to health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

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

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

Technical Standards

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

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

Environment

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

A final environmental analysis
checklist and categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

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

m 2. Add § 165.T09-0961 to read as
follows:

§165.T09-0961 Safety Zone; Truman-
Hobbs alteration of the Elgin Joliet &
Eastern Railroad Drawbridge, Morris,
lllinois.

(a) Location. The safety zone will
encompass all U.S. navigable waters of
the Illinois River in the vicinity of the
Elgin Joliet & Eastern Railroad
Drawbridge between Mile Marker 270.1
and Mile Marker 271.5 of the Illinois
River in Morris, IL. [DATUM: NAD 83].

(b) Effective and Enforcement Period.
This rule is effective and will be
enforced from 7 a.m. on October 13,
2011 until 7 a.m. on November 16, 2011.
If the alteration project is completed
before November 16, 2011, the Captain
of the Port, Sector Lake Michigan, or his
or her designated representative, may
suspend the enforcement of this safety
zone.

(c) Regulations.

(1) In accordance with the general
regulations in § 165.23 of this part, entry
into, transiting, or anchoring within this
safety zone is prohibited unless
authorized by the Captain of the Port,
Sector Lake Michigan, or his or her
designated representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port,
Sector Lake Michigan, or his or her on-
scene representative.

(3) The ““designated representative” of
the Captain of the Port, Sector Lake
Michigan, is any Coast Guard
commissioned, warrant, petty officer, or
District 8 Bridge Branch Member who
has been designated by the Captain of
the Port, Sector Lake Michigan, to act on
his or her behalf. The designated
representative of the Captain of the Port,
Sector Lake Michigan, will be on land
in the vicinity of the safety zone and
will have constant communications
with the involved safety vessels that

will be provided by the contracting
company, James McHugh Construction,
and will have communications with a
D8 Bridge Branch representative, who
will be on scene as well.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port, Sector
Lake Michigan, or his or her designated
representative to obtain permission to
do so. The Captain of the Port, Sector
Lake Michigan, or his or her designated
representative may be contacted via
VHF Channel 16. Vessel operators given
permission to enter or operate in the
safety zone must comply with all
directions given to them by the Captain
of the Port, Sector Lake Michigan, or his
or her designated representative.

Dated: October 5, 2011.
M.W. Sibley,

Captain, U.S. Coast Guard, Captain of the
Port, Sector Lake Michigan.

[FR Doc. 2011-26988 Filed 10-18-11; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2011-0848]
RIN 1625-AA00

Safety Zone; Mainardi/Kinsey Wedding
Fireworks, Lake Erie, Lakewood, OH

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone in
Lake Erie, Lakewood, OH for the
Mainardi/Kinsey Wedding Fireworks.
This temporary zone is intended to
restrict vessels from a portion of Lake
Erie during the Mainardi/Kinsey
Wedding Fireworks on October 22,
2011. This temporary safety zone is
necessary to protect spectators and
vessels from the hazards associated with
a firework display.

DATES: This rule is effective from 8:30
p.m. to 9:45 p.m. on October 22, 2011.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket USCG-2011—
0848 and are available online by going
to http://www.regulations.gov, inserting
USCG-2011-0848 in the “Keyword”
box, and then clicking ““Search.” This
material is also available for inspection
or copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
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Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Lt. Chris F. Mercurio,
Chief Of Waterway Management, U.S.
Coast Guard Sector Buffalo; telephone
716-843-9343, e-mail
SectorBuffaloMarineSafety@uscg.mil. If
you have questions on viewing the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202—-366-9826.

SUPPLEMENTARY INFORMATION:
Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because doing
so would be impracticable and contrary
to the public interest. The final details
for this fireworks display were not
received in sufficient time for the Coast
Guard to solicit public comments before
the start of the event. Thus, waiting for
a notice and comment period to run
would be impracticable and contrary to
the public interest because to do so
would inhibit the Coast Guard’s ability
to protect the public and vessels from
the hazards associated with fireworks
displays on navigable waters.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be impracticable and
contrary to the public interest because
to do so would inhibit the Coast Guard’s
ability to protect the public and vessels
from the hazards associated with
fireworks displays on navigable waters.

Background and Purpose

Between 9 p.m. and 9:15 p.m. on
October 22, 2011, a fireworks display
will be held on the waters of Lake Erie
near Lakewood, OH. The Captain of the
Port Buffalo has determined that
fireworks launched in proximity to
watercraft pose a significant risk to the
boating public. Such hazards include
premature detonations, dangerous

detonations, dangerous projectiles, and
falling or burning debris that may cause
death, serious bodily injury or property
damage.

Discussion of Rule

Because of the aforementioned
hazards, the Captain of the Port Buffalo
has determined that a temporary safety
zone is necessary to ensure the safety of
spectators and vessels during the setup,
loading, and launching of the Mainardi/
Kinsey wedding fireworks display. The
safety zone will be in effect on October
22,2011 from 8:30 p.m. to 9:45 p.m. The
safety zone will encompass all waters of
Lake Erie in Lakewood, OH within a 700
foot radius of position 41°29’34” N and
81°49'39” W (NAD 83).

Entry into, transiting, or anchoring
within the safety zone is prohibited
unless authorized by the Captain of the
Port Buffalo or his on-scene
representative. The Captain of the Port
or his on-scene representative may be
contacted via VHF Channel 16.

Regulatory Analyses

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

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “‘significant” under the
regulatory policies and procedures of
the Department of Homeland Security
(DHS). The safety zone will be enforced
for a relatively short time, vessels may
pass around the zone, and vessels may
still pass through the zone with
permission of the Captain of the Port.
Thus, we conclude that this rule is not
a significant regulatory action because
we anticipate that during the short time
this zone will be in effect, it will have
minimal impact on the economy, will
not interfere with other agencies, will
not adversely alter the budget of any
grant or loan recipients, and will not
raise any novel or legal policy issue.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises

small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit or anchor in
a portion of Lake Erie in Lakewood, OH
on October 22, 2011 from 8:30 p.m.
until 9:45 p.m.

This rule will not have a significant
economic impact on a substantial
number of small entities because of the
minimal amount of time in which the
safety zone will be enforced. This safety
zone will only be enforced for one hour
and fifteen minutes in a low vessel
traffic area. Plus, vessel traffic can pass
safely around the zone. Before the
effective period, maritime advisories
will be issued, which include a
Broadcast Notice to Mariners.

Assistance for Small Entities

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

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

Collection of Information

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

Federalism

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

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

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

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not

likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

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

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

Environment

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

List of Subjects in 33 CFR Part 165

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

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

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

m 2. Add § 165.T09-0848 to read as
follows:

§165.T09-0848 Safety zone; Mainardi/
Kinsey Wedding Fireworks, Lake Erie,
Lakewood, OH.

(a) Location. The temporary safety
zone will encompass all U.S. navigable
waters on Lake Erie, Lakewood, OH
within a 700 foot radius of position
41°29’34” N and 81°49’39” W (NAD 83).

(b) Effective and Enforcement Period.
This rule will be effective and enforced
from 8:30 p.m. until 9:45 p.m. on
October 22, 2011.

(c) Regulations.

(1) In accordance with the general
regulations in § 165.23 of this part, entry
into, transiting, or anchoring within this
safety zone is prohibited unless
authorized by the Captain of the Port
Buffalo, or his on-scene representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Buffalo or his on-scene representative.

(3) The “on-scene representative’ of
the Captain of the Port is any Coast
Guard commissioned, warrant, or petty
officer who has been designated by the
Captain of the Port to act on his behalf.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Buffalo
or his on-scene representative to obtain
permission to do so. The Captain of the
Port or his on-scene representative may
be contacted via VHF Channel 16. The
on-scene representative of the Captain
of the Port will be aboard either a Coast
Guard or Coast Guard Auxiliary vessel.

(5) Vessel operators given permission
to enter or operate in the safety zone
must comply with all directions given to
them by the Captain of the Port Buffalo
or his on-scene representative.

Dated: September 29, 2011.

S.M. Wischmann,

Captain, U.S. Coast Guard, Captain of the
Port Buffalo.

[FR Doc. 2011-26989 Filed 10-18-11; 8:45 am]
BILLING CODE 9110-04-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R03-OAR-2011-0788; FRL-9480-8]
Approval and Promulgation of Air

Quality Implementation Plans; Virginia;
Transportation Conformity Regulations

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

SUMMARY: EPA is taking direct final
action to approve revisions to the State
Implementation Plan (SIP) submitted by
the Commonwealth of Virginia. This
revision establishes Virginia’s
transportation conformity requirements.
After they have been approved, the
Commonwealth’s regulations will
govern transportation conformity
determinations in the Commonwealth of
Virginia. EPA is approving these
revisions in accordance with the
requirements of the Clean Air Act
(CAA).

DATES: This rule is effective on
December 19, 2011 without further
notice, unless EPA receives adverse
written comment by November 18,
2011. If EPA receives such comments, it
will publish a timely withdrawal of the
direct final rule in the Federal Register
and inform the public that the rule will
not take effect.

ADDRESSES: Submit your comments,
identified by Docket ID Number EPA—
R03-0OAR-2011-0788, by one of the
following methods:

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

B. E-mail:
fernandez.cristina@epa.gov.

C. Mail: EPA-R03-OAR-2011-0788,
Cristina Fernandez, Associate Director,
Office of Air Program Planning,
Mailcode 3AP30, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103.

D. Hand Delivery: At the previously
listed EPA Region III address. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-R03-OAR-2011-
0788. EPA’s policy is that all comments
received will be included in the public
docket without change, and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information

claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an anonymous access system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the
electronic docket are listed in the
http://www.regulations.gov index.
Although listed in the index, some
information is not publicly available,
i.e., GBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically in http://
www.regulations.gov or in hard copy
during normal business hours at the Air
Protection Division, U.S. Environmental
Protection Agency, Region III, 1650
Arch Street, Philadelphia, Pennsylvania
19103. Copies of the State submittal are
available at the Virginia Department of
Environmental Quality, 629 East Main
Street, Richmond, Virginia 23219.

FOR FURTHER INFORMATION CONTACT:
Gregory Becoat, (215) 814-2036, or by
e-mail at becoat.gregory@epa.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Transportation conformity is required
under section 176(c) of the CAA to
ensure that Federally supported
highway, transit projects, and other
activities are consistent with (conform
to) the purpose of the SIP. Conformity
currently applies to areas that are
designated nonattainment and those

redesignated to attainment after 1990
(maintenance areas), with plans
developed under section 175A of the
CAA for the following transportation
related criteria pollutants: Ozone,
particulate matter (PM> s and PM,),
carbon monoxide (CO), and nitrogen
dioxide (NO,).

Conformity to the purpose of the SIP
means that transportation activities will
not cause new air quality violations,
worsen existing violations, or delay
timely attainment of the relevant
national ambient air quality standards
(NAAQS).

On October 17, 2006 (71 FR 61144),
EPA promulgated a final rule that
strengthened the 24-hour PM, s NAAQS
and revoked the annual PM;o NAAQS.
As a result of this rulemaking, EPA
promulgated amendments to the
transportation conformity rule in order
to provide regulations for implementing
conformity for the revisions to the PM, s
and PM;o NAAQS and to address hot-
spot analyses as a result of a remand
from the Court of Appeals for the
District of Columbia Circuit (March 24,
2010, 75 FR 14260).

II. Summary of SIP Revision

On June 13, 2011, the Virginia
Department of Environmental Quality
(VADEQ) submitted a revision to its SIP
for Transportation Conformity purposes.
The SIP revision consists of
amendments to the Commonwealth
Regulation for Transportation
Conformity (9VACS5 Chapter 151). This
SIP revision addresses provisions of the
EPA Conformity Rule required under 40
CFR part 93. The revision amends
9VAC5-151—-40, entitled “General,” in
order to change the date of the specific
version of the provisions incorporated
by reference from Code of Federal
Regulations (CFR) (2008) in effect July 1,
2008 to CFR (2010) in effect July 1,
2010. The SIP revision also amends
9VAC5-151-70, entitled
“Consultation,” in order to change
conformity tests and methodologies for
isolated rural nonattainment and
maintenance areas as required by 40
CFR 93.109(1)(2)(iii) to as required by
40 CFR 93.109(n)(2)(iii).

EPA’s review of Virginia’s SIP
revisions indicates that it is consistent
with EPA’s Conformity Rule. Virginia
met the requirements under 40 CFR
51.390 to establish conformity criteria
and procedures consistent with the
transportation conformity regulation
promulgated by EPA under 40 CFR part
93. In order to implement the federal
transportation conformity requirements,
Virginia’s regulation must reflect the
most recent rulemaking promulgated by
EPA on March 24, 2010 (75 FR 14260).


http://www.regulations.gov
http://www.regulations.gov
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III. General Information Pertaining to
SIP Submittals From the
Commonwealth of Virginia

In 1995, Virginia adopted legislation
that provides, subject to certain
conditions, for an environmental
assessment (audit) “privilege” for
voluntary compliance evaluations
performed by a regulated entity. The
legislation further addresses the relative
burden of proof for parties either
asserting the privilege or seeking
disclosure of documents for which the
privilege is claimed. Virginia’s
legislation also provides, subject to
certain conditions, for a penalty waiver
for violations of environmental laws
when a regulated entity discovers such
violations pursuant to a voluntary
compliance evaluation and voluntarily
discloses such violations to the
Commonwealth and takes prompt and
appropriate measures to remedy the
violations. Virginia’s Voluntary
Environmental Assessment Privilege
Law, Va. Code Sec. 10.1-1198, provides
a privilege that protects from disclosure
documents and information about the
content of those documents that are the
product of a voluntary environmental
assessment. The Privilege Law does not
extend to documents or information (1)
That are generated or developed before
the commencement of a voluntary
environmental assessment; (2) that are
prepared independently of the
assessment process; (3) that demonstrate
a clear, imminent and substantial
danger to the public health or
environment; or (4) that are required by
law.

On January 12, 1998, the
Commonwealth of Virginia Office of the
Attorney General provided a legal
opinion that states that the Privilege
Law, Va. Code Sec. 10.1-1198,
precludes granting a privilege to
documents and information “required
by law,” including documents and
information “required by Federal law to
maintain program delegation,
authorization or approval,” since
Virginia must “‘enforce Federally
authorized environmental programs in a
manner that is no less stringent than
their Federal counterparts. * * *”” The
opinion concludes that “[r]egarding
§10.1-1198, therefore, documents or
other information needed for civil or
criminal enforcement under one of these
programs could not be privileged
because such documents and
information are essential to pursuing
enforcement in a manner required by
Federal law to maintain program
delegation, authorization or approval.”

Virginia’s Immunity law, Va. Code
Sec. 10.1-1199, provides that “[t]o the

extent consistent with requirements
imposed by Federal law,” any person
making a voluntary disclosure of
information to a state agency regarding
a violation of an environmental statute,
regulation, permit, or administrative
order is granted immunity from
administrative or civil penalty. The
Attorney General’s January 12, 1998
opinion states that the quoted language
renders this statute inapplicable to
enforcement of any Federally authorized
programs, since ‘no immunity could be
afforded from administrative, civil, or
criminal penalties because granting
such immunity would not be consistent
with Federal law, which is one of the
criteria for immunity.”

Therefore, EPA has determined that
Virginia’s Privilege and Immunity
statutes will not preclude the
Commonwealth from enforcing its
program consistent with the Federal
requirements. In any event, because
EPA has also determined that a state
audit privilege and immunity law can
affect only state enforcement and cannot
have any impact on Federal
enforcement authorities, EPA may at
any time invoke its authority under the
CAA, including, for example, sections
113, 167, 205, 211 or 213, to enforce the
requirements or prohibitions of the state
plan, independently of any state
enforcement effort. In addition, citizen
enforcement under section 304 of the
CAA is likewise unaffected by this, or
any, state audit privilege or immunity
law.

IV. Final Action

EPA is approving the Virginia SIP
revision for transportation conformity,
which was submitted on June 13, 2011.
EPA is publishing this rule without
prior proposal because the Agency
views this as a noncontroversial
amendment and anticipates no adverse
comment. However, in the Proposed
Rules section of today’s Federal
Register, EPA is publishing a separate
document that will serve as the proposal
to approve the SIP revision if adverse
comments are filed. This rule will be
effective on December 19, 2011 without
further notice unless EPA receives
adverse comment by November 18,
2011. If EPA receives adverse comment,
EPA will publish a timely withdrawal in
the Federal Register informing the
public that the rule will not take effect.
EPA will address all public comments
in a subsequent final rule based on the
proposed rule. EPA will not institute a
second comment period on this action.
Any parties interested in commenting
must do so at this time. Please note that
if EPA receives adverse comment on an
amendment, paragraph, or section of

this rule and if that provision may be
severed from the remainder of the rule,
EPA may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

V. Statutory and Executive Order
Reviews

A. General Requirements

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

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

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

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

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

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

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

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

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

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

In addition, this rule does not have
tribal implications as specified by
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Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

B. Submission to Congress and the
Comptroller General

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

C. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by December 19,
2011. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. Parties with objections to this
direct final rule are encouraged to file a
comment in response to the parallel
notice of proposed rulemaking for this
action published in the proposed rules
section of today’s Federal Register,
rather than file an immediate petition
for judicial review of this direct final
rule, so that EPA can withdraw this
direct final rule and address the
comment in the proposed rulemaking.

This action to approve the Virginia
Transportation Conformity Regulation
may not be challenged later in
proceedings to enforce its requirements.
(See CAA section 307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Incorporation by reference,
Intergovernmental relations, Nitrogen
dioxide, Ozone, Particulate matter,
Reporting and recordkeeping
requirements, Volatile organic
compounds.

Authority: 42 U.S.C. 7401 et seq.

Dated: October 3, 2011.
W.C. Early,
Acting Regional Administrator, Region III.

40 CFR part 52 is amended as follows:
PART 52—[AMENDED]
m 1. The authority citation for 40 CFR

part 52 continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

Subpart VV—Virginia

m 2.In §52.2420, the table in paragraph
(c) is amended by revising the entries
for Sections 5-151—40 and 5-151-70 to
read as follows:

§52.2420 Identification of plan.
* * * * *
(C) * *x %

EPA-APPROVED VIRGINIA REGULATIONS AND STATUTES

State citation Title/subject

State effective
date

EPA approval date

Explanation [former SIP citation]

* *

* * *

9 VAC 5, Chapter 151

Transportation Conformity

* * *

* *

Partlll .......................... Criteria and Procedures for Making Conformity Determinations

5-151-40 ..coocveirreens General ........coceviiincei e 3/2/11 10/19/11 [Insert page number where the document
begins].

515170 ..ccceeeiiicns Consultation ........c..cccoceeeevnenee. 3/2/11 10/19/11 [Insert page number where the document Section D.1.f. is amended.
begins].

* * * * *

[FR Doc. 2011-26905 Filed 10-18-11; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81

[EPA-R05-OAR-2011-0017; EPA-R05—
OAR-2011-0106; FRL—9480-6]

Approval and Promulgation of Air
Quality Implementation Plans, Ohio
and Indiana; Redesignation of the Ohio
and Indiana Portions Cincinnati-
Hamilton Area to Attainment of the
1997 Annual Standard for Fine
Particulate Matter

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Direct final rule.

SUMMARY: EPA is approving, under the
Clean Air Act (CAA), Ohio’s and
Indiana’s requests to redesignate their
respective portions of the Cincinnati-
Hamilton nonattainment area (for Ohio:
Butler, Clermont, Hamilton, and Warren
Counties, Ohio; for IN: a portion of
Dearborn County) to attainment for the
1997 annual National Ambient Air
Quality Standard (NAAQS or standard)
for fine particulate matter (PM>s). The
Ohio Environmental Protection Agency
(Ohio EPA) submitted its request on
December 9, 2010, and the Indiana
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Department of Environmental
Management (IDEM) submitted its
request on January 25, 2011. Kentucky’s
request to redesignate its portion of the
Cincinnati-Hamilton area, submitted to
EPA on January 27, 2011, will be
addressed in a separate rulemaking
action. EPA’s approvals here involve
several additional related actions. EPA
has determined that the entire
Cincinnati-Hamilton area has attained
the 1997 annual PM, s standard. EPA is
approving, as revisions to the Ohio and
Indiana State Implementation Plans
(SIPs), the states’ plans for maintaining
the 1997 annual PM, s NAAQS through
2021 in the area. EPA is approving the
2005 emissions inventories for the Ohio
and Indiana portions of the Cincinnati-
Hamilton area as meeting the
comprehensive emissions inventory
requirement of the CAA. Finally, EPA
finds adequate and is approving Ohio
and Indiana’s Nitrogen Oxides (NOx)
and PM, s Motor Vehicle Emission
Budgets (MVEBs) for 2015 and 2021 for
the Cincinnati-Hamilton area.

DATES: This direct final rule will be
effective December 19, 2011, unless EPA
receives adverse comments by
November 18, 2011.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R05—
OAR-2011-0106 (Indiana) or EPA-R05—
OAR-2011-0017 (Ohio) by one of the
following methods:

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

e E-mail: Aburano.Douglas@epa.gov.

e Fax:(312) 408-2279.

e Mail: Doug Aburano, Chief, Control
Strategies Section, Air Programs Branch
(AR-18J), U.S. Environmental
Protection Agency, 77 West Jackson
Boulevard, Chicago, Illinois 60604.

e Hand Delivery: Doug Aburano,
Control Strategies Section, Air Programs
Branch, (AR-18]), U.S. Environmental
Protection Agency, 77 West Jackson
Boulevard, 18th Floor, Chicago, Illinois
60604. Such deliveries are only
accepted during the Regional Office’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information. The
Regional Office official hours of
business are Monday through Friday,
8:30 a.m. to 4:30 p.m., excluding
Federal holidays.

Instructions: Direct your comments to
Docket ID No. EPA-R05-OAR-2011—
0106, EPA-R05-OAR-2011-0017.
EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any

personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or email. The
http://www.regulations.gov Web site is
an “anonymous access’’ system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an email comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects
and viruses. For additional instructions
on submitting comments, go to section
I of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available either
electronically in http://
www.regulations.gov or in hard copy at
the U.S. Environmental Protection
Agency, Region 5, Air and Radiation
Division, 77 West Jackson Boulevard,
Chicago, Illinois 60604. This facility is
open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding
Federal holidays. We recommend that
you telephone Carolyn Persoon at (312)
353-8290 before visiting the Region 5
office.

FOR FURTHER INFORMATION CONTACT:
Carolyn Persoon, Environmental
Engineer, Control Strategies Section, Air
Programs Branch (AR-18]),
Environmental Protection Agency,
Region 5, 77 West Jackson Boulevard,
Chicago, Illinois 60604, (312) 353-8290,
persoon.carolyn@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA. This supplementary information
section is arranged as follows:

I. What actions is EPA taking?
II. What is the background for these actions?
III. What are the criteria for redesignation to
attainment?
IV. What is EPA’s analysis of the States’
requests?
A. Attainment Determination and
Redesignation
B. Adequacy of Ohio and Indiana’s MVEBs
C. 2005 Comprehensive Emissions
Inventory
V. Summary of Actions
VI. Statutory and Executive Order Reviews

I. What actions is EPA taking?

EPA has previously determined that
the entire Cincinnati-Hamilton area is
attaining the 1997 annual PM 5
standard and that the Ohio and Indiana
portions of the area have met the
requirements for redesignation under
section 107(d)(3)(E) of the CAA through
a final determination made on
September 29, 2011. EPA is thus
approving the requests from the states of
Ohio and Indiana to change the legal
designation of their portions of the
Cincinnati-Hamilton area from
nonattainment to attainment for the
1997 annual PM, s NAAQS. This action
does not address the Kentucky portion
of the Cincinnati-Hamilton area. EPA is
also taking several additional actions
related to Ohio and Indiana’s PM s
redesignation requests, as discussed
below.

EPA is approving Indiana’s and
Ohio’s PM; s maintenance plans for the
Cincinnati-Hamilton area as revisions to
the Ohio and Indiana SIP (such
approval being one of the CAA criteria
for redesignation to attainment status).
The maintenance plans are designed to
keep the Cincinnati-Hamilton area in
attainment of the 1997 annual PM, s
NAAQS through 2021.

EPA is approving 2005 emissions
inventories for primary PM, 5,1 NOx,
and sulfur dioxide (SO,),2 documented
in Ohio and Indiana’s PM: s
redesignation request supplemental
submittal. These emissions inventories
satisfy the requirement in section
172(c)(3) of the CAA for a
comprehensive, current emission
inventory.

Finally, EPA finds adequate and is
approving Ohio’s and Indiana’s 2015

1Fine particulates directly emitted by sources
and not formed in a secondary manner through
chemical reactions or other processes in the
atmosphere.

2NOx and SO are precursors for fine particulates
through chemical reactions and other related
processes in the atmosphere.
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and 2021 primary PM, s and NOx
MVEBs for the Cincinnati-Hamilton
area. These MVEBs will be used in
future transportation conformity
analyses for the area. Further discussion
of the basis for these actions is provided
below.

II. What is the background for these
actions?

The first air quality standards for
PM, s were promulgated on July 18,
1997, at 62 FR 38652. EPA promulgated
an annual standard at a level of 15
micrograms per cubic meter (ug/m3) of
ambient air, based on a three-year
average of the annual mean PM, s
concentrations at each monitoring site.
In the same rulemaking, EPA
promulgated a 24-hour PMs s standard at
65 pug/m3, based on a three-year average
of the annual 98th percentile of 24-hour
PM, 5 concentrations at each monitoring
site.

On January 5, 2005, at 70 FR 944, EPA
published air quality area designations
for the 1997 annual PM, s standard
based on air quality data for calendar
years 2001-2003. In that rulemaking,
EPA designated the Cincinnati-
Hamilton, area as nonattainment (for
Ohio: Butler, Clermont, Hamilton, and
Warren Counties, Ohio; for IN: a portion
of Dearborn County, and for Kentucky:
Boone, Campbell, and Kenton Counties)
for the 1997 annual PM, 5 standard.

On October 17, 2006, at 71 FR 61144,
EPA retained the annual PM, 5 standard
at 15 ug/m3 (2006 annual PM, s
standard), but revised the 24-hour
standard to 35 ug/m3, based again on the
three-year average of the annual 98th
percentile of the 24-hour PM; 5
concentrations. In response to legal
challenges to the 2006 annual PM 5
standard, the U.S. Court of Appeals for
District of Columbia Circuit (DC Circuit)
remanded this standard to EPA for
further consideration. See American
Farm Bureau Federation and National
Pork Producers Council, et al. v. EPA,
559 F.3d 512 (DC Cir. 2009). However,
given that the 1997 and 2006 annual
PM; s standards are essentially
identical, attainment of the 1997 annual
PM, 5 standard would also indicate
attainment of the remanded 2006 annual
standard. Since the Cincinnati-Hamilton
area is designated as nonattainment for
the 1997 annual PM, s standard, today’s
proposed action addresses redesignation
to attainment only for this standard.

Fine particulate pollution can be
emitted directly from a source (primary
PMs 5) or formed secondarily through
chemical reactions in the atmosphere
involving precursor pollutants emitted
from a variety of sources. Sulfates are a
type of secondary particulate formed

from SO, emissions from power plants
and industrial facilities. Nitrates,
another common type of secondary
particulate, are formed from combustion
emissions of NOx from power plants,
mobile sources, and other combustion
sources.

ITI. What are the criteria for
redesignation to attainment?

The CAA sets forth the requirements
for redesignating a nonattainment area
to attainment. Specifically, section
107(d)(3)(E) of the CAA allows
redesignation provided that: (1) The
Administrator determines that the area
has attained the applicable NAAQS; (2)
the Administrator has fully approved
the applicable SIP for the area under
section 110(k) of the CAA; (3) the
Administrator determines that the
improvement in air quality is due to
permanent and enforceable reductions
in emissions resulting from the
implementation of the applicable SIP,
Federal emission control regulations,
and other permanent and enforceable
emission reductions; (4) the
Administrator has fully approved a
maintenance plan for the area meeting
the requirements of section 175A of the
CAA; and, (5) the state containing the
area has met all requirements applicable
to the area for purposes of redesignation
under section 110 and part D of the
CAA.

IV. What is EPA’s analysis of the States’
requests?

A. Attainment Determination and
Redesignation

EPA has determined that the entire
Cincinnati-Hamilton area has attained
the 1997 annual PM; s standard and that
the Ohio and Indiana portions of the
area have met all other applicable
redesignation criteria under CAA
section 107(d)(3)(E). The basis for EPA’s
approvals of the redesignation requests
is as follows:

1. The Area Has Attained the 1997
Annual PM, s NAAQS (Section
107(d)(3)(E)())

On June 3, 2011, EPA proposed to
determine that the entire Cincinnati-
Hamilton area has attained the 1997
annual PM, s NAAQS (76 FR 32110). No
adverse comments were received and
EPA’s Region 4 and Region 5 Regional
Administrators signed the final
determination of attainment for the
Cincinnati-Hamilton area on August 18,
2011 and September 12, 2011,
respectively and published in the

Federal Register on September 29, 2011.

Relevant discussion of the monitored
concentrations and sites can be found in

the notices for the proposed and final
determinations that are referenced
above. EPA’s September 29, 2011 final
determination that the Cincinnati-
Hamilton area has attained the 1997
annual PM, 5 standard fulfills the
requirement set forth in CAA section
107(d)(3)(E)(i).

2. The Area Has Met All Applicable
Requirements Under Section 110 and
Part D; and the Area Has a Fully
Approved SIP Under Section 110(k)
(Sections 107(d)(3)(E)(v) and
107(d)(3)(E)(ii))

We have determined that Ohio and
Indiana have met all currently
applicable SIP requirements for
purposes of redesignation of the Ohio
and Indiana portions of the Cincinnati-
Hamilton area under section 110 of the
CAA (general SIP requirements). We are
also finding that the Ohio and Indiana
SIPs meet all SIP requirements currently
applicable for purposes of redesignation
under part D of title I of the CAA, in
accordance with section 107(d)(3)(E)(v).
In addition, with the exception of the
emissions inventory under section
172(c)(3), we have approved all
applicable requirements of the Ohio and
Indiana SIPs for purposes of
redesignation, in accordance with
section 107(d)(3)(E)(ii). As discussed
below, in this action EPA is approving
Ohio and Indiana’s 2005 emissions
inventories as meeting the section
172(c)(3) comprehensive emissions
inventory requirement.

In making these determinations, we
have ascertained which SIP
requirements are applicable for
purposes of redesignation, and have
determined that there are SIP measures
meeting those requirements and that
they are fully approved under section
110(k) of the CAA.

a. Ohio and Indiana Have Met All
Applicable Requirements for Purposes
of Redesignation of Their Portions of the
Area Under Section 110 and Part D of
the CAA

i. Section 110 General SIP Requirements

Section 110(a) of title I of the CAA
contains the general requirements for a
SIP. Section 110(a)(2) provides that the
implementation plan submitted by a
state must have been adopted by the
state after reasonable public notice and
hearing, and, among other things, must:
include enforceable emission
limitations and other control measures,
means or techniques necessary to meet
the requirements of the CAA; provide
for establishment and operation of
appropriate devices, methods, systems,
and procedures necessary to monitor



64828 Federal Register/Vol. 76,

No. 202/ Wednesday, October 19, 2011/Rules and Regulations

ambient air quality; provide for
implementation of a source permit
program to regulate the modification
and construction of any stationary
source within the areas covered by the
plan; include provisions for the
implementation of part C, Prevention of
Significant Deterioration (PSD) and part
D, New Source Review (NSR) permit
programs; include criteria for stationary
source emission control measures,
monitoring, and reporting; include
provisions for air quality modeling; and
provide for public and local agency
participation in planning and emission
control rule development.

Section 110(a)(2)(D) of the CAA
requires that SIPs contain measures to
prevent sources in a state from
significantly contributing to air quality
problems in another state. EPA believes
that the requirements linked with a
particular nonattainment area’s
designation are the relevant measures to
evaluate in reviewing a redesignation
request. The transport SIP submittal
requirements, where applicable,
continue to apply to a state regardless of
the designation of any one particular
area in the state. Thus, we believe that
these requirements should not be
construed to be applicable requirements
for purposes of redesignation.

Further, we believe that the other
section 110 elements described above
that are not connected with
nonattainment plan submissions and
not linked with an area’s attainment
status are also not applicable
requirements for purposes of
redesignation. A state remains subject to
these requirements after an area is
redesignated to attainment. We
conclude that only the section 110 and
part D requirements that are linked with
a particular area’s designation are the
relevant measures which we may
consider in evaluating a redesignation
request. This approach is consistent
with EPA’s existing policy on
applicability of conformity and
oxygenated fuels requirements for
redesignation purposes, as well as with
section 184 ozone transport
requirements. See Reading,
Pennsylvania, proposed and final
rulemakings (61 FR 53174-53176,
October 10, 1996, and 62 FR 24826, May
7, 1997); Cleveland-Akron-Lorain, Ohio,
final rulemaking (61 FR 20458, May 7,
1996); and Tampa, Florida, final
rulemaking (60 FR 62748, December 7,
1995). See also the discussion on this
issue in the Cincinnati, Ohio 1-hour
ozone redesignation (65 FR 37890, June
19, 2000), and in the Pittsburgh,
Pennsylvania 1-hour ozone
redesignation (66 FR 50399, October 19,
2001).

We have reviewed Ohio and Indiana’s
SIPs and have concluded that they meet
the general SIP requirements under
section 110 of the CAA to the extent
they are applicable for purposes of
redesignation. EPA has previously
approved provisions of Ohio and
Indiana’s SIPs addressing section 110
requirements (including provisions
addressing particulate matter, at 40 CFR
52.770 and 40 CFR 52.1870,
respectively).

On December 7, 2007, September 9,
2008, March 23, 2011, and April 7,
2011, Indiana made submittals
addressing “‘infrastructure SIP”
elements required by section 110(a)(2)
of the CAA. EPA approved elements of
Indiana’s submittals on July 13, 2011, at
76 FR 41075.

On December 5, 2007, and September
4, 2009, Ohio made submittals
addressing “‘infrastructure SIP”
elements required under CAA section
110(a)(2). EPA proposed approval of the
December 5, 2007, submittal on April
28, 2011, at 76 FR 23757 and published
final approval on July 13, 2011, at 76 FR
41075. EPA disapproved the element of
the September 4, 2009, submittal that
addresses section 110(a)(2)(D)(i) on July
20, 2011, at 76 FR 43175, but has not
taken rulemaking action on the
remainder of the submittal.

The remaining parts of the
infrastructure SIPs required by section
110(a)(2) are not relevant to this
redesignation, and are statewide
requirements that are not linked to the
PM, s nonattainment status of the
Cincinnati-Hamilton area. Therefore,
EPA believes that these SIP elements are
not applicable requirements for
purposes of review of the state’s PM, s
redesignation request.

ii. Part D Requirements

EPA has determined that, upon
approval of the base year emissions
inventories discussed in section IV.C. of
this rulemaking, the Ohio and Indiana
SIPs will meet the SIP requirements for
the Cincinnati-Hamilton area applicable
for purposes of redesignation under part
D of the CAA. Subpart 1 of part D, found
in sections 172—-176 of the CAA, sets
forth the basic nonattainment
requirements applicable to all
nonattainment areas.

Subpart 1—Section 172
Requirements.

For purposes of evaluating these
redesignation requests, the applicable
section 172 SIP requirements for the
Ohio and Indiana portions of the
Cincinnati-Hamilton area are contained
in sections 172(c)(1)—(9). A thorough
discussion of the requirements
contained in section 172 can be found

in the General Preamble for
Implementation of Title I (57 FR 13498,
April 16, 1992).

Section 172(c)(1) requires the plans
for all nonattainment areas to provide
for the implementation of all
Reasonably Available Control Measures
(RACM) as expeditiously as practicable
and to provide for attainment of the
primary NAAQS. EPA interprets this
requirement to impose a duty on all
nonattainment areas to consider all
available control measures and to adopt
and implement such measures as are
reasonably available for implementation
in each area as components of the area’s
attainment demonstration. Because
attainment has been reached, no
additional measures are needed to
provide for attainment, and section
172(c)(1) requirements are no longer
considered to be applicable as long as
the area continues to attain the standard
until redesignation. (40 CFR 51.1004(c)).

The Reasonable Further Progress
(RFP) requirement under section
172(c)(2) is defined as progress that
must be made toward attainment. This
requirement is not relevant for purposes
of redesignation because the Cincinnati-
Hamilton area has monitored attainment
of the 1997 annual PM, s NAAQS.
(General Preamble, 57 FR 13564). See
also 40 CFR 51.918. In addition, because
the Cincinnati-Hamilton area has
attained the 1997 annual PM, s NAAQS
and is no longer subject to an RFP
requirement, the requirement to submit
the section 172(c)(9) contingency
measures is not applicable for purposes
of redesignation. Id.

Section 172(c)(3) requires submission
and approval of a comprehensive,
accurate and current inventory of actual
emissions. Ohio and Indiana submitted
2005 base year emissions inventories
along with their redesignation requests.
As discussed below in section IV.C.,
EPA is approving the 2005 base year
inventories as meeting the section
172(c)(3) emissions inventory
requirement for the Cincinnati-Hamilton
area.

Section 172(c)(4) requires the
identification and quantification of
allowable emissions for major new and
modified stationary sources in an area,
and section 172(c)(5) requires source
permits for the construction and
operation of new and modified major
stationary sources anywhere in the
nonattainment area. EPA approved
Ohio’s current NSR program on January
10, 2003 (68 FR 1366). EPA approved
Indiana’s current NSR program on
October 7, 1994 (59 FR 51108).
Nonetheless, since PSD requirements
will apply after redesignation, the area
need not have a fully-approved NSR
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program for purposes of redesignation,
provided that the area demonstrates
maintenance of the NAAQS without
part D NSR. A detailed rationale for this
view is described in a memorandum
from Mary Nichols, Assistant
Administrator for Air and Radiation,
dated October 14, 1994, entitled, ‘‘Part
D New Source Review Requirements for
Areas Requesting Redesignation to
Attainment.” Indiana has demonstrated
that the Indianapolis area will be able to
maintain the standard without part D
NSR in effect; therefore, the state need
not have a fully approved part D NSR
program prior to approval of the
redesignation request. The state’s PSD
program will become effective in the
Indianapolis area upon redesignation to
attainment. See rulemakings for Detroit,
Michigan (60 FR 12467-12468, March 7,
1995); Cleveland-Akron-Lorain, Ohio
(61 FR 20458, 20469-20470, May 7,
1996); Louisville, Kentucky (66 FR
53665, October 23, 2001); and Grand
Rapids, Michigan (61 FR 31834-31837,
June 21, 1996).

Section 172(c)(6) requires the SIP to
contain control measures necessary to
provide for attainment of the standard.
Because attainment has been reached,
no additional measures are needed to
provide for attainment.

Section 172(c)(7) requires the SIP to
meet the applicable provisions of
section 110(a)(2). As noted above, we
believe the Ohio and Indiana SIPs meet
the requirements of section 110(a)(2)
applicable for purposes of
redesignation.

Subpart 1—Section 176(c)(4)(D)
Conformity SIP Requirements.

The requirement to determine
conformity applies to transportation
plans, programs and projects developed,
funded or approved under title 23 of the
U.S. Code and the Federal Transit Act
(transportation conformity) as well as to
all other Federally-supported or funded
projects (general conformity).

Section 176(c) of the CAA was
amended by provisions contained in the
Safe, Accountable, Flexible, Efficient
Transportation Equity Act: A Legacy for
Users (SAFETEA-LU), which was
signed into law on August 10, 2005
(Public Law 109-59). Among the
changes Congress made to this section
of the CAA were streamlined
requirements for state transportation
conformity SIPs. State transportation
conformity regulations must be
consistent with Federal conformity
regulations and address three specific
requirements related to consultation,
enforcement, and enforceability.

EPA believes that it is reasonable to
interpret the transportation conformity
SIP requirements as not applying for

purposes of evaluating the redesignation
request under section 107(d) for two
reasons. First, the requirement to submit
SIP revisions to comply with the
transportation conformity provisions of
the CAA continues to apply to areas
after redesignation to attainment since
such areas would be subject to a section
175A maintenance plan. Second, EPA’s
Federal conformity rules require the
performance of conformity analyses in
the absence of Federally-approved state
rules. Therefore, because areas are
subject to the transportation conformity
requirements regardless of whether they
are redesignated to attainment and,
because they must implement
conformity under Federal rules if state
rules are not yet approved, EPA believes
it is reasonable to view these
requirements as not applying for
purposes of evaluating a redesignation
request. See Wall v. EPA, 265 F.3d 426
(6th Cir. 2001), upholding this
interpretation. See also 60 FR 62748,
6274962750 (Dec. 7, 1995) (Tampa,
Florida).

Ohio and Indiana both have approved
transportation conformity SIPs (72 FR
20945 (Ohio) and 75 FR 50708
(Indiana)). Ohio and Indiana are in the
process of updating their approved
transportation conformity SIPs, and EPA
will review these when they are
submitted.

b. The Cincinnati-Hamilton Area Has a
Fully Approved Applicable SIP Under
Section 110(k) of the CAA

Upon final approval of Ohio and
Indiana’s comprehensive 2005
emissions inventories, EPA will have
fully approved the Ohio and Indiana SIP
for the Cincinnati-Hamilton area under
section 110(k) of the CAA for all
requirements applicable for purposes of
redesignation. EPA may rely on prior
SIP approvals in approving a
redesignation request (See page 3 of the
September 4, 1992, memorandum from
John Calcagni, entitled “Procedures for
Processing Requests to Redesignate
Areas to Attainment,”’; Southwestern
Pennsylvania Growth Alliance v.
Browner, 144 F.3d 984, 989—990 (6th
Cir. 1998); Wall v. EPA, 265 F.3d 426
(6th Cir. 2001)) plus any additional
measures it may approve in conjunction
with a redesignation action. See 68 FR
25413, 25426 (May 12, 2003). Since the
passage of the CAA of 1970, Ohio and
Indiana have adopted and submitted,
and EPA has fully approved, provisions
addressing various required SIP
elements under particulate matter
standards. In this action, EPA is
approving Ohio and Indiana’s 2005 base
year emissions inventory for the
Cincinnati-Hamilton area as meeting the

requirement of section 172(c)(3) of the
CAA.

3. The Improvement in Air Quality Is
Due to Permanent and Enforceable
Reductions in Emissions Resulting From
Implementation of the SIPs and
Applicable Federal Air Pollution
Control Regulations and Other
Permanent and Enforceable Reductions
(Section 107(d)(3)(E)(iii))

EPA finds that Ohio and Indiana have
demonstrated that the observed air
quality improvement in the Cincinnati-
Hamilton area is due to permanent and
enforceable reductions in emissions
resulting from implementation of the
SIPs, Federal measures, and other state-
adopted measures.

In making this demonstration, Ohio
and Indiana have calculated the change
in emissions between 2005, one of the
years used to designate the Cincinnati-
Hamilton area as nonattainment, and
2008, one of the years the Cincinnati-
Hamilton area monitored attainment.
The reduction in emissions and the
corresponding improvement in air
quality over this time period can be
attributed to a number of regulatory
control measures that the Cincinnati-
Hamilton area and upwind areas have
implemented in recent years.

a. Permanent and Enforceable Controls
Implemented

The following is a discussion of
permanent and enforceable measures
that have been implemented in the
areas:

i. Federal Emission Control Measures

Reductions in fine particle precursor
emissions have occurred statewide and
in upwind areas as a result of Federal
emission control measures, with
additional emission reductions expected
to occur in the future. Federal emission
control measures include the following.

Tier 2 Emission Standards for
Vehicles and Gasoline Sulfur Standards.
These emission control and fuel
requirements result in lower NOx
emissions from new cars and light duty
trucks, including sport utility vehicles.
The Federal rules were phased in
between 2004 and 2009. The EPA has
estimated that, by the end of the phase-
in period, NOx emissions will be
reduced by 77 percent from new
passenger cars (light-duty vehicles), 86
percent from new light duty trucks,
minivans, and sports utility vehicles
and, 69 to 95 percent from new larger
sports utility vehicles, vans, and heavier
trucks. EPA expects fleet wide average
NOx emissions to decline as new
vehicles replace older vehicles each
year. The Tier 2 standards included the
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requirement to reduce the sulfur content
of gasoline to 30 parts per million (ppm)
by January 2006 primarily to improve
the durability and effectiveness of
vehicle emission control technology so
that new vehicles could comply with
these more stringent NOx emissions
standards.

The 2007 Heavy-Duty Highway Rule.
EPA issued this rule in December 2000.
This rule took effect in 2007. It reduced
fine particle and NOx emissions from
heavy-duty highway engines and
included requirements to reduce the
sulfur content of diesel fuel used by
highway vehicles to 15 ppm beginning
in mid-2006 in order to avoid damage to
the advanced PM and NOx controls that
are necessary to comply with stringent
emissions standards. The total program
is estimated to achieve a 90 percent
reduction in direct PM> s emissions and
a 95 percent reduction in NOx
emissions for these new engines using
low sulfur diesel, compared to existing
engines using higher sulfur content
diesel.

Nonroad Diesel Rule. In May 2004
EPA promulgated a new rule for large
nonroad diesel engines, such as those
used construction, agriculture, and
mining equipment, to be phased in
between 2008 and 2014. The rule
establishes stringent emissions
standards for NOx and PM for these
types of equipment and establishes
limits for the sulfur content of the diesel
fuel that they use. The requirement to
reduce sulfur levels in the nonroad
diesel fuel by as much 99 percent allows
advanced emission-control systems to
be used for the first time on the engines
used in these types of equipment. The
combined engine and fuel rules will
reduce NOx and PM emissions from
large nonroad diesel engines by over 90
percent, compared to current nonroad
engines using higher sulfur content
diesel. This rule achieved some
emission reductions by 2008 and was
fully implemented by 2010.

Control Measures in Upwind Areas

Given the significance of sulfates and
nitrates in the Cincinnati-Hamilton area,
the area’s air quality is strongly affected
by regulation of SO, and NOx emissions
from power plants.

NOx SIP Call. On October 27, 1998
(63 FR 57356), EPA issued a NOx SIP
Call requiring the District of Columbia
and 22 states to reduce emissions of
NOx. Affected states were required to
comply with Phase I of the SIP Call
beginning in 2004, and Phase II
beginning in 2007. Emission reductions
resulting from regulations developed in
response to the NOx SIP Call are
permanent and enforceable.

Clean Air Interstate Rule (CAIR). EPA
proposed CAIR on January 30, 2004, at
69 FR 4566, promulgated CAIR on May
12, 2005, at 70 FR 25162, and
promulgated associated Federal
Implementation Plans (FIPs) on April
28, 2006, at 71 FR 25328, in order to
reduce SO, and NOx emissions and
improve air quality in many areas across
the Eastern United States. However, on
July 11, 2008, the United States Court of
Appeals for the District of Columbia
Circuit (DC Circuit or Court) issued its
decision to vacate and remand both
CAIR and the associated CAIR FIPs in
their entirety (North Carolina v. EPA,
531 F.3d 836 (DC Cir. 2008)). EPA
petitioned for a rehearing, and the Court
issued an order remanding CAIR and
the CAIR FIPs to EPA without vacatur
(North Carolina v. EPA, 550 F.3d 1176
(DC Cir. 2008)). The Court, thereby, left
CAIR in place in order to “temporarily
preserve the environmental values
covered by CAIR” until EPA replaced it
with a rule consistent with the Court’s
opinion (id. at 1178). The Court directed
EPA to “remedy CAIR’s flaws”
consistent with the July 11, 2008,
opinion, but declined to impose a
schedule on EPA for completing this
action (id).

On August 8, 2011, at 76 FR 48208,
EPA promulgated the Cross-State Air
Pollution Rule (CSAPR) to address
interstate transport of emissions and
resulting secondary air pollutants and to
replace CAIR. CAIR, among other
things, required NOx and SO, emission
reductions that contributed to the air
quality improvement in the Cincinnati-
Hamilton nonattainment area. CAIR
emission reduction requirements limit
emissions through 2011; CSAPR
requires similar or greater emission
reductions in the relevant areas in 2012
and beyond. CSAPR requires substantial
reductions of SO, and NOx emissions
from Electric Generating Units (EGUs or
power plants) across most of Eastern
United States, with implementation
beginning on January 1, 2012. In
particular, this rule requires reduction
of these emissions to levels well below
the levels that led to attainment of the
1997 annual PM; 5 standard in the
Cincinnati-Hamilton nonattainment
area. Because the emission reduction
requirements of CAIR are enforceable
through the 2011 control period, and
because CSAPR has now been
promulgated to address the
requirements previously addressed by
CAIR and gets similar or greater
reductions in the relevant areas in 2012
and beyond, EPA has determined that
the EGU emission reductions that
helped lead to attainment in the

Cincinnati-Hamilton area can now be
considered permanent and enforceable
and that the requirement of CAA section
107(d)(3)(E)(iii) has now been met.

b. Emission Reductions

Ohio and Indiana developed
emissions inventories for NOx, direct
PM, 5, and SO, for 2005, one of the years
used to designate the areas as
nonattainment, and 2008, one of the
years the Cincinnati-Hamilton area
monitored attainment of the standard.

EGU SO; and NOx emissions were
derived from EPA’s Clean Air Market’s
acid rain database. These emissions
reflect Ohio and Indiana’s NOx
emission budgets resulting from EPA’s
NOx SIP call. The 2008 emissions from
EGU s reflect Ohio and Indiana’s
emission caps under CAIR. All other
point source emissions were obtained
from Ohio and Indiana’s source facility
emissions reporting.

Area source emissions for the
Cincinnati-Hamilton area for 2005 were
taken from Ohio and Indiana’s 2005
periodic emissions inventories.? These
2005 area source emission estimates
were extrapolated to 2008. Source
growth factors were supplied by the
Lake Michigan Air Directors Consortium
(LADCO).

Nonroad mobile source emissions
were extrapolated from nonroad mobile
source emissions reported in EPA’s
2005 National Emissions Inventory
(NEI). Contractors were employed by
LADCO to estimate emissions for
commercial marine vessels and
railroads.

On-road mobile source emissions
were calculated using EPA’s mobile
source emission factor model,
MOVES2010a, in conjunction with
transportation model results developed
by the Ohio-Kentucky-Indiana Regional
Council of Governments (OKI).

All emissions estimates discussed
below were documented in the
submittals and Appendices of Ohio and
Indiana’s redesignation request
submittal from January 25, 2011, and
December 9, 2010, respectively. For
these data and additional emissions
inventory data, the reader is referred to
EPA’s digital docket for this rule,
http://www.regulations.gov, for docket
numbers EPA-R05-OAR-2011-0106
(Indiana) or EPA-R05-OAR-2011-0017
(Ohio), which include digital copies of
Ohio and Indiana’s submittals.

3Periodic emission inventories are derived by
States every three years and reported to the EPA.
These periodic emission inventories are required by
the Federal Consolidated Emissions Reporting Rule,
codified at 40 CFR Subpart A. EPA revised these
and other emission reporting requirements in a final
rule published on December 17, 2008, at 73 FR
76539.


http://www.regulations.gov

Federal Register/Vol. 76, No. 202/ Wednesday, October 19, 2011/Rules and Regulations

64831

Emissions data for the entire
Cincinnati-Hamilton area (OH-IN-KY)
are shown in Tables 1 through 4 below.

TABLE 1—COMPARISON OF 2005 AND 2008 NOx EMISSION TOTALS BY SOURCE SECTOR (TPY) FOR THE CINCINNATI-
HAMILTON AREA (OH-IN-KY)

NOx
Sector

Net change

2005 2008 2005-2008
POINt (NON-EGU) ..ottt ettt st e sttt e e sast e e e sanee e eneeeeeneeeannee 10,371.70 9,790.50 —581.20
EGU ettt bbbttt h b b 55,930.44 46,853.89 —9,076.55
Y=Y LTRSS 7,810.74 7,966.67 155.93
NONFOAA ..ttt ettt a st bt e et ettt e e e e eneaneas 12,480.57 10,561.92 -1,918.65
(0] B (o= Lo [P RTRR 71,919.89 64,471.22 —7,448.67
LI €= PSP 158,513.34 139,644.20 —18,869.14

TABLE 2—COMPARISON OF 2005 AND 2008 DIRECT PM, s EMISSION TOTALS BY SOURCE SECTOR (TPY) FOR THE
CINCINNATI-HAMILTON AREA (OH-IN-KY)

Direct PM> s
Sector

Net change

2005 2008 2005-2008
POINt (NON-EGU) ..o e 1,352.79 1,458.52 105.73
EGU ettt 2,062.91 1,633.15 —429.76
= PSPPI 1,828.55 1,864.80 36.25
NONFOAA ...t st b e e sre e r e saee s 4,469.27 3,807.04 —662.23
L g (=T PSRN 2,810.30 2,679.85 —130.45
LI = OO PP PRSP 12,523.79 11,443.36 —1080.46

TABLE 3—COMPARISON OF 2005 AND 2008 SO, EMISSION TOTALS BY SOURCE SECTOR (TPY) FOR THE CINCINNATI-
HAMILTON AREA (OH-IN-KY)

SO,
Sector

Net change

2005 2008 2005-2008
POINt (NON-EGIU) ...ttt ettt et e et e e seeebeesaeeenee e 15,532.09 13,483.92 —2,048.17
EGIU et e e — e e eta e e be e eaeeebeeeaee e beeareeeaeesaaeereeans 218,395.56 98,334.17 —150,061.39
AATBAL ettt h et ekt e e et e £t e enbeeehee e teeeneeebeeaneeaneeeareenseanns 3494.39 3520.77 26.38
[\ o7 a1 (o =T SO PR UROI 1,057.16 416.87 —640.29
(0] 5 (oY= Lo IR USRS RS PR 392.00 277.59 —-114.41
o] - | PSP 238,871.20 116,033.32 —152,837.88

Table 1 shows that the entire
Cincinnati-Hamilton area reduced NOx
emissions by 18,869.14 tpy between
2005 and 2008. Table 2 shows that the
Cincinnati-Hamilton area reduced direct
PM; s emissions by 1,080.46 tpy
between 2005 and 2008. Table 3 shows

that the Cincinnati-Hamilton area
reduced SO, emissions by 152,837.88
tpy between 2005 and 2008.

Because PM, s concentrations in the
Cincinnati-Hamilton area are

significantly impacted by the transport

of sulfates and nitrates, the area’s air

quality is strongly affected by regulation
of SO, and NOx emissions from power
plants. Table 4, below, presents
statewide EGU emissions data compiled
by EPA’s Clean Air Markets Division for
the years 2002 and 2008. Emissions for
2008 reflect implementation of CAIR.

TABLE 4—COMPARISON OF 2002 AND 2008 STATEWIDE EGU NOx AND SO, EMISSIONS (TPY) FOR STATES IMPACTING
THE CINCINNATI-HAMILTON AREA

NOX SOZ
State 2002 2008 Net change 2002 2008 Net change
2002-2008 2002-2008
Alabama ......cccceeeciieeee s 161,559 112,625 —48,934 448,248 357,546 —90,702
11T Vo) =TSN 174,247 119,930 —54,317 353,699 257,357 —96,342
INAIANA ..., 281,146 190,092 —91,054 778,868 565,459 —213,409
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TABLE 4—COMPARISON OF 2002 AND 2008 STATEWIDE EGU NOx AND SO, EMISSIONS (TPY) FOR STATES IMPACTING
THE CINCINNATI-HAMILTON AREA—Continued

NOX SO2

State 2002 2008 Net change 2002 2008 Net change

2002-2008 2002-2008
KENTUCKY .vevverereeeeerreesseceeeeesessseeeeneses 198,599 157,903 40,696 482,653 344,356 — 138,207
Michigan ... 132,623 107,624 — 25,000 342,999 326,501 — 16,498
Missouri ... 139,799 88,742 51,057 235,532 258,269 22,737
ONIO eeverrrreen 370,497 235,049 — 135,448 1,132,069 709,444 — 422,625
Pennsylvania ... 200,909 183,658 —17,251 889,766 831,915 57,851
Tennessee ... 155,996 85,641 70,356 336,995 208,069 —128,926
West Virginia ... 205,371 99,484 — 125,887 507,110 301,574 — 205536
T 88,970 47,794 — 41175 191,257 129,694 — 61,563
TOAl woreeeeeeeeeeee oo 2,129,716 1,428,541 ~701,175 5,699,195 4,290,184 |  —1,409,011

Table 4 shows that states impacting
the Cincinnati-Hamilton area reduced
NOx and SO, emissions from EGUs by
701,175 tons per year (tpy) and
1,409,011 tpy, respectively, between
2002 and 2008.

Based on the information summarized
above, Ohio and Indiana have
adequately demonstrated that the
improvement in air quality is due to
permanent and enforceable emissions
reductions.

4. Ohio and Indiana Have Fully
Approved Maintenance Plans Pursuant
to Section 175A of the CAA (Section
107(d)(3)(E)(iv))

In conjunction with Ohio and
Indiana’s requests to redesignate the
Cincinnati-Hamilton nonattainment area
to attainment status, Ohio and Indiana
have submitted SIP revisions to provide
for maintenance of the 1997 annual
PM, s NAAQS in the area through 2021.

a. What is required in a maintenance
plan?

Section 175A of the CAA sets forth
the required elements of a maintenance
plan for areas seeking redesignation
from nonattainment to attainment.
Under section 175A, the plan must
demonstrate continued attainment of
the applicable NAAQS for at least ten
years after EPA approves a
redesignation to attainment. Eight years

after redesignation, the state must
submit a revised maintenance plan
which demonstrates that attainment will
continue to be maintained for ten years
following the initial ten-year
maintenance period. To address the
possibility of future NAAQS violations,
the maintenance plan must contain
contingency measures with a schedule
for implementation as EPA deems
necessary to assure prompt correction of
any future annual PM, s violations.

The September 4, 1992, John Calcagni
memorandum provides additional
guidance on the content of a
maintenance plan. The memorandum
states that a maintenance plan should
address the following items: The
attainment emissions inventories, a
maintenance demonstration showing
maintenance for the ten years of the
maintenance period, a commitment to
maintain the existing monitoring
network, factors and procedures to be
used for verification of continued
attainment of the NAAQS, and a
contingency plan to prevent or correct
future violations of the NAAQS.

b. Attainment Inventory

The states developed emissions
inventories for NOx, direct PM, s, and
SO, for 2008, one of the years used to
demonstrate monitored attainment of
the 1997 annual PM, s standard, as

described in section IV.A.3.b., above.
The attainment level of emissions is
summarized in Tables 1 through 4,
above.

c. Demonstration of Maintenance

Along with the redesignation request,
the two states submitted revisions to
their PM, s SIPs to include maintenance
plans for the Cincinnati-Hamilton area,
as required by section 175A of the CAA.
These demonstrations show
maintenance of the annual PM, 5
standard through 2021 by showing that
current and future emissions of NOx;,
directly emitted PM> s and SO, for the
area remain at or below attainment year
emission levels. A maintenance
demonstration need not be based on
modeling. See Wall v. EPA, 265 F.3d
426 (6th Cir. 2001), Sierra Club v. EPA,
375 F. 3d 537 (7th Cir. 2004). See also
66 FR 53094, 53099-53100 (October 19,
2001), 68 FR 25413, 25430-25432 (May
12, 2003).

Ohio and Indiana are using emissions
inventory projections for the years 2015,
and 2021 to demonstrate maintenance.
The projected emissions were estimated
by Ohio and Indiana, with assistance
from LADCO, and the local
Metropolitan Planning Organization
(MPO), OKI using the MOVES2010a
model. Emissions data are shown in
Table 5, below.

TABLE 5—COMPARISON OF 2008, 2015, AND 2021 NOx. DIRECT PM, 5, AND SO, EMISSION TOTALS (TPY) FOR THE

CINCINNATI-HAMILTON AREA

Net change

2008 2015 2021 (2008-2031)
8,904.64 8,634.55 8,202.63 —702.01
148,706.15 105,712.02 78,819.13 —69,887.02
117,016.14 112,250.26 88,510.27 —28,505.87

Table 5 shows that the NOx emissions
in the Cincinnati-Hamilton area are

69.887.02 tpy less in 2021, the

outermost year of the maintenance plan,

than in attainment year 2008. Direct

PM; s emissions are 702.01 tpy lower in
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2021 than in 2008, and SO, emissions
are 28,505.87 tpy lower in 2021 than in
2008.

Because the PM, 5 concentrations in
the Cincinnati-Hamilton area are
significantly impacted by the transport

of sulfates and nitrates, the area’s air
quality is strongly affected by regulation
of SO, and NOx emissions from power

Emissions for 2008 reflect
implementation of CAIR and an
attainment year, while 2014 emissions

plants. Table 6, below, presents

statewide EGU emissions data compiled

for 2008 and 2014 and beyond.

reflect budgets established in the

CSAPR.

TABLE 6—COMPARISON OF 2008 AND 2014 AND BEYOND STATEWIDE EGU NOx AND SO, EMISSIONS (TPY) FOR STATES
IMPACTING THE CINCINNATI-HAMILTON AREA

NOx SO;
State 2014 and Net chan

2008 ge 2008 2014 and Net change

beyond 2008—-2014 beyond 2008—-2014
Alabama ..o 112,625 69,192 —43,433 357,547 173,566 —183,981
lllinois 119,930 49,162 —70,767 257,357 132,647 —124,710
Indiana 190,092 110,740 —79,352 565,459 195,046 —370,413
KeNtUCKY .....eeeeieceeiiceeeeeee e 157,903 76,088 —81,815 344,356 116,927 —227,429
Michigan ........cccoeiiiiinieee e 107,624 60,907 —46,717 326,501 162,632 —163,869
Missouri ..... 88,742 52,103 —36,639 258,269 186,899 -71,370
Ohio ..o 235,049 89,753 —145,296 709,444 178,975 —530,469
Pennsylvania .... 183,658 118,981 — 64,676 831,915 125,545 —706,370
TENNESSEE e 85,641 20,512 —65,129 208,069 64,721 —143,348
West Virginia .......ccoeervecenenieneneeseneens 99,484 53,975 —45,509 301,574 84,344 —217,230
WISCONSIN oo 47,794 33,537 —14,257 129,694 50,137 —79,557
Total oo 1,428,541 734,951 —693,590 4,290,185 1,471,439 —2,818,746

Table 6 shows that NOx emissions
from EGUs are projected to decrease by
693,590 tpy from 2008 to 2014 and
beyond in states impacting the
Cincinnati-Hamilton area. Over that
same time period, SO, emissions from
EGUs are projected to decrease by
2,818,746 in states impacting the
Cincinnati-Hamilton area.

Based on the information summarized
above, Ohio and Indiana have
adequately demonstrated maintenance
of the PM, 5 standard in this area for a
period extending in excess of ten years
from the date that EPA is completing
rulemaking on the state’s redesignation
request.

d. Monitoring Network

Ohio currently operates nine monitors
for purposes of determining attainment
with the annual PM; 5 standard in the
Cincinnati-Hamilton area. Kentucky
currently operates one monitor for the
area. Currently, Indiana operates no
monitors for the Cincinnati-Hamilton
area since the state makes up only a
small portion of the non-attainment
area, and EPA has determined that the
monitors maintained by both Ohio and
Kentucky constitute an adequate
monitoring network. Ohio has
committed to continue to operate and
maintain its monitors and will consult
with EPA prior to making any changes
to the existing monitoring network.
Ohio remains obligated to continue to
quality-assure monitoring data in
accordance with 40 CFR part 58 and
enter all data into EPA’s Air Quality

System (AQS) database in accordance
with Federal guidelines.

e. Verification of Continued Attainment

Continued attainment of the annual
PM, s NAAQS in the Cincinnati-
Hamilton area depends, in part, on the
state’s efforts toward tracking indicators
of continued attainment during the
maintenance period. Ohio and Indiana’s
plan for verifying continued attainment
of the annual PM, 5 standard in the
Cincinnati-Hamilton area consists of
continued ambient PM, s monitoring in
accordance with the requirements of 40
CFR part 58. The two states will also
continue to develop and submit
periodic emission inventories as
required by the Federal Consolidated
Emissions Reporting Rule (codified at
40 CFR 51 Subpart A) to track future
levels of emissions.

f. Contingency Plan

The contingency plan provisions are
designed to promptly correct or prevent
a violation of the NAAQS that might
occur after redesignation of an area to
attainment. Section 175A of the CAA
requires that a maintenance plan
include such contingency measures as
EPA deems necessary to assure that the
state will promptly correct a violation of
the NAAQS that occurs after
redesignation. The maintenance plan
should identify the contingency
measures to be adopted, a schedule and
procedure for adoption and
implementation of the contingency
measures, and a time limit for action by

the state. The state should also identify
specific indicators to be used to
determine when the contingency
measures need to be adopted and
implemented. The maintenance plan
must include a requirement that the
state will implement all measures with
respect to control of the pollutant(s) that
were contained in the SIP before
redesignation of the area to attainment.
See section 175A(d) of the CAA.

As required by section 175A of the
CAA, Ohio and Indiana have adopted
contingency plans for the Cincinnati-
Hamilton area to address possible future
annual PM, s air quality problems.

Under Indiana’s plan, if a violation of
the 1997 annual PM s standard occurs,
Indiana will implement an “Action
Level Response”. Unless the violation is
due to an atypical unfavorable
meteorological condition, exceptional
event, malfunction or noncompliance
with a permit condition or rule
requirement, Indiana will adopt and
implement one or more of its
contingency measures. Indiana has
provided clarification that the state
considers the term “an atypical
unfavorable meteorological condition”
to mean an exceptional event as
determined by EPA. EPA agrees with
and relies upon this clarification in
approving Indiana’s contingency
measures provisions. (See docket EPA—
R05-0OAR-2011-0106 for clarification
communications).

If a violation occurs, it will trigger an
Action Level Response; that is, Indiana
will adopt and implement one or more
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control measures from its list of
candidate measures within 18 months
from the end of the year in which
monitored air quality triggering the
response occurs. Indiana’s candidate
contingency measures include the
following:

i. Alternative fuel and diesel retrofit
programs for fleet vehicle operations;

ii. NOx or SO, controls on new minor
sources;

iii. Wood stove change out program;

iv. Idle restrictions; and

v. Broader geographic applicability of
existing measures.

Ohio’s contingency measures include
a Warning Level Response and an
Action Level Response. An initial
Warning Level Response is triggered
when the average weighted annual
mean for one year exceeds 15.5 pug/m3.
In that case, a study will be conducted
to determine if the emissions trends
show increases; if action is necessary to
reverse emissions increases, Ohio will
follow the same procedures for control
selection and implementation as for an
Action Level Response.

The Action Level Response will be
prompted by any one of the following:
A Warning Level Response study that
shows emissions increases, a weighted
annual mean over a two-year average
that exceeds the standard, or a violation
of the standard. If an Action Level
Response is triggered, Ohio will adopt
and implement appropriate control
measures within 18 months from the
end of the year in which monitored air
quality triggering a response occurs.

Ohio’s candidate contingency
measures include the following:

i. ICI Boilers—SO, and NOx controls;

ii. Process heaters;

iii. EGUS;

iv. Internal combustion engines;

v. Combustion turbines;

vi. Other sources > 100 TPY;

vii. Fleet vehicles;

viii. Concrete manufacturers and;

ix. Aggregate processing plants.

Ohio and Indiana further commit to
conduct ongoing review of their data,
and if monitored concentrations or
emissions are trending upward, Ohio
and Indiana commit to take appropriate
steps to avoid a violation if possible.
Ohio and Indiana commit to continue
implementing SIP requirements upon
and after redesignation.

EPA believes that both Ohio and
Indiana’s contingency plans, as well as
the commitment to continue
implementing any SIP requirements,
satisfy the pertinent requirements of
section 175A(d).

g. Provisions for Future Updates of the
Annual PM, s Maintenance Plan

As required by section 175A(b) of the
CAA, Ohio and Indiana have each
committed to submit to the EPA an
updated maintenance plan eight years
after redesignation of the Cincinnati-
Hamilton area to attainment of the 1997
annual PM, 5 standard to cover an
additional ten-year period beyond the
initial ten-year maintenance period. As
required by section 175A of the CAA,
Ohio and Indiana have committed to
retain the control measures contained in
the SIP prior to redesignation, or submit
to EPA, as a SIP revision, any changes
to its rules or emission limits applicable
to SO, NOx or direct PM; 5 sources as
required for maintenance of the annual
PM, s standard in the Cincinnati-
Hamilton area.

EPA has concluded that the
maintenance plans adequately address
the requisite five basic components:
Attainment inventory, maintenance
demonstration, monitoring network,
verification of continued attainment,
and a contingency plan. Thus EPA is
fully approving the maintenance plan
SIP revisions submitted by Ohio and
Indiana for the Cincinnati-Hamilton
area as meeting the requirements of
section 175A of the CAA.

B. Adequacy of Ohio and Indiana’s
MVEBs

1. How are MVEBs developed and what
are the MVEBs for the Cincinnati-
Hamilton area?

Under the CAA, states are required to
submit, at various times, control strategy
SIP revisions and maintenance plans for
PM, s nonattainment areas and for areas
seeking redesignations to attainment of
the PM, s standard. These emission
control strategy SIP revisions (e.g., RFP
and attainment demonstration SIP
revisions) and maintenance plans create
MVEBs based on on-road mobile source
emissions for criteria pollutants and/or
their precursors to address pollution
from on-road transportation sources.
The MVEBs are the portions of the total
allowable emissions that are allocated to
highway and transit vehicle use that,
together with emissions from other
sources in the area, will provide for
attainment, RFP or maintenance, as
applicable.

Under 40 CFR part 93, a MVEB for an
area seeking a redesignation to
attainment is established for the last
year of the maintenance plan and could
also be established for an interim year
or years. The MVEB serves as a ceiling
on emissions from an area’s planned
transportation system. The MVEB
concept is further explained in the

preamble to the November 24, 1993,
transportation conformity rule (58 FR
62188).

Under section 176(c) of the CAA, new
transportation plans and transportation
improvement programs (TIPs) must be
evaluated to determine if they conform
to the purpose of the area’s SIP.
Conformity to the SIP means that
transportation activities will not cause
new air quality violations, worsen
existing air quality violations, or delay
timely attainment of the NAAQS or any
required interim milestone. If a
transportation plan or TIP does not
conform, most new transportation
projects that would expand the capacity
of roadways cannot go forward.
Regulations at 40 CFR part 93 set forth
EPA policy, criteria, and procedures for
demonstrating and assuring conformity
of such transportation activities to a SIP.

When reviewing SIP revisions
containing MVEBs, including
attainment strategies, rate-of-progress
plans, and maintenance plans, EPA
must affirmatively find adequate and/or
approve the MVEBs for use in
determining transportation conformity
before the MVEBs can be used. Once
EPA affirmatively approves and/or finds
the submitted MVEBs to be adequate for
transportation conformity purposes, the
MVEBs must be used by state and
Federal agencies in determining
whether proposed transportation plans
and TIPs conform to the SIP as required
by section 176(c) of the CAA. EPA’s
substantive criteria for determining the
adequacy of MVEBs are set out in 40
CFR 93.118(e)(4). Additionally, to
approve a motor vehicle emissions
budget EPA must complete a thorough
review of the SIP, in this case the PM, 5
maintenance plans, and conclude that
the SIP will achieve its overall purpose,
in this case providing for maintenance
of the 1997 annual PM, 5 standard in the
Indiana and Ohio portions of the
Cincinnati area.

EPA’s process for determining
adequacy of a MVEB consists of three
basic steps: (1) Providing public
notification of a SIP submission; (2)
providing the public the opportunity to
comment on the MVEB during a public
comment period; and, (3) EPA taking
action on the MVEB. The process for
determining the adequacy of submitted
SIP MVEBEs is codified at 40 CFR 93.118.

The maintenance plans submitted by
Ohio and Indiana for the Cincinnati-
Hamilton area contain new primary
PM, s and NOx MVEBs for the area for
the years 2015 and 2021. The motor
vehicle emissions budgets were
calculated using MOVES2010(a). After
the adequacy finding and approval of
the budgets become effective, the
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budgets will have to be used in future
conformity determinations and regional
emissions analyses prepared by the OKI,
will have to be based on the use of
MOVES2010a or the most recent version
of MOVES required to be used in
transportation conformity
determinations.* The states have
determined the 2015 MVEBs for the
combined Ohio and Indiana portions of
Cincinnati-Hamilton area to be 1,678.60
tpy for primary PM, s and 35,723.83 tpy
for NOx. Ohio and Indiana have
determined the 2021 MVEBs for their
combined portions of the Cincinnati-
Hamilton area to be 1,241.19 tpy for
primary PM, s and 21,747.71 tpy for
NOx. These MVEBs exceed the on-road
mobile source primary PM, s and NOx
emissions projected by the states for
2015 and 2021. Ohio and Indiana have
decided to include “safety margins” as
provided for in 40 CFR 93.124(a)
(described below) of 79.93 tpy and
112.84 tpy for primary PM, s and
4,659.63 tpy and 2,836.65 tpy for NOx
in the 2015 and 2021 MVEBs,
respectively, to provide for on-road
mobile source growth. Ohio and Indiana
did not provide emission budgets for
SO,, VOCs, and ammonia because it
concluded, consistent with EPA’s
presumptions regarding these
precursors, that emissions of these
precursors from on-road motor vehicles
are not significant contributors to the
area’s PM s air quality problem.

In the Ohio and Indiana portions of
the Cincinnati-Hamilton area, the motor
vehicle budgets including the safety
margins and motor vehicle emission
projections for both NOx and PM, s are
lower than the levels in the attainment
year.

EPA has reviewed the submitted
budgets for 2015 and 2021 including the
added safety margins using the
conformity rule’s adequacy criteria
found at 40 CFR 93.118(e)(4) and the
conformity rule’s requirements for
safety margins found at 40 CFR
93.124(a). EPA has also completed a
thorough review of the maintenance
plan for the Ohio and Indiana portions
of the Cincinnati-Hamilton area. Based
on the results of this review of the
budgets and the maintenance plans EPA
is approving the 2015 and 2021 direct
PM, 5 and NOx budgets including the
requested safety margins for the Ohio
and Indiana portions of the Cincinnati-
Hamilton area. Additionally, EPA,

4EPA described the circumstances under which
an area would be required to use MOVES in
transportation conformity determinations in its
March 2, 2010, Federal Register notice officially
releasing MOVES2010 for use in SIPs and
transportation conformity determinations. (75 FR
9413)

through this rulemaking, has found the
submitted budgets to be adequate for
use to determine transportation
conformity in the Indiana and Ohio
portions of the area, because EPA has
determined that the area can maintain
the 1997 annual PM, s NAAQS for the
relevant maintenance period with on-
road mobile source emissions at the
levels of the MVEBs including the
requested safety margins. These budgets
must be used in conformity
determinations made on or after the
effective date of this direct final
rulemaking (40 CFR 93.118(f)(iii)).
Additionally, transportation conformity
determinations made after the effective
date of this notice must be based on
regional emissions analyses using
MOVES2010a or a more recent version
of MOVES that has been approved for
use in conformity determinations.?

2. What is a safety margin?

A “safety margin” is the difference
between the attainment level of
emissions (from all sources) and the
projected level of emissions (from all
sources) in the maintenance plan. As
shown in Table 5, the combination of
the Ohio and Indiana portions of the
Cincinnati-Hamilton area is projected to
have safety margins for NOx and direct
PM, s of 42,994.13 tpy and 270.09 tpy in
2015, and 69,887.02 tpy and 702.01 tpy
for NOx and PM, s in 2021 (the
difference between the attainment year,
2008, emissions and the projected years
of 2015 and 2021 emissions for all
sources in the Cincinnati-Hamilton
area). Even if emissions exceeded
expectations by the full level of the
safety margin, the area would still
demonstrate maintenance since
emission levels would equal those in
the attainment year.

The transportation conformity rule
allows areas to allocate all or a portion
of a ““safety margin” to the area’s motor
vehicle emissions budgets (40 CFR
92.124(a)). The MVEBs requested by
Ohio and Indiana contain NOx safety
margins for mobile sources in 2015 and
2021 and PM, s safety margins for
mobile sources in 2015 and 2021 are
much smaller than the allowable safety
margins reflected in the total emissions
for the Cincinnati-Hamilton area. The
state is not requesting allocation to the
MVEBs of the entire available safety
margins reflected in the demonstration
of maintenance. Therefore, even though

5EPA described the circumstances under which
an area would be required to use MOVES in
transportation conformity determinations in its
March 2, 2010 Federal Register notice officially
releasing MOVES2010 for use in SIPs and
transportation conformity determinations. (75 FR
9413)

the state is requesting MVEBs that
exceed the projected on-road mobile
source emissions for 2015 and 2021
contained in the demonstration of
maintenance, the increase in on-road
mobile source emissions that can be
considered for transportation
conformity purposes is well within the
safety margins of the overall PM 5
maintenance demonstration.
Therefore, EPA believes that the
requested budgets, including the
requested portion of the safety margins,
provide for a quantity of mobile source
emissions that would be expected to
maintain the PM, 5 standard. Once
allocated to mobile sources, these
portions of the safety margins will not
be available for use by other sources.

3. What action is EPA taking on the
submitted motor vehicle emissions
budgets?

EPA, through this rulemaking, has
found adequate and is approving the
MVEBs for use to determine
transportation conformity in the Ohio
and Indiana portions of the Cincinnati-
Hamilton area, because EPA has
determined that the area can maintain
attainment of the 1997 annual PM, 5
NAAQS for the relevant maintenance
period with mobile source emissions at
the levels of the MVEBSs including the
requested safety margins. These budgets
must be used in conformity
determinations made on or after the
effective date of this direct final
rulemaking, December 19, 2011. (40
CFR 93.118(f)(iii)) Additionally, the
determinations made after the effective
date of this notice must be based on
regional emissions analyses using
MOVES2010a or a more recent version
of MOVES that has been approved for
use in conformity determinations.®

C. 2005 Comprehensive Emissions
Inventory

As discussed above in section
IV.A.2.a.ii., section 172(c)(3) of the CAA
requires areas to submit a
comprehensive emissions inventory.
Ohio and Indiana submitted 2005 base
year emissions inventories that meet
this requirement. Emissions contained
in the submittals cover the general
source categories of point sources, area
sources, on-road mobile sources, and
nonroad mobile sources.

For the point source sector, EGU SO,
and NOx emissions were derived from

6EPA described the circumstances under which
an area would be required to use MOVES in
transportation conformity determinations in its
March 2, 2010, Federal Register notice officially
releasing MOVES2010 for use in SIPs and
transportation conformity determinations. (75 FR
9413)
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EPA’s Clean Air Market’s database. All
other point source emissions were
obtained from Ohio and Indiana’s
source facility emissions reporting.

Area source emissions were
extrapolated from Ohio and Indiana’s
2005 periodic emissions inventories.
Source growth factors were supplied by
LADCO.

Nonroad mobile source emissions
were extrapolated from nonroad mobile
source emissions reported in EPA’s
2005 NEI. LADCO estimated emissions
for commercial marine vessels and
railroads.

On-road mobile source emissions
were calculated using EPA’s mobile
source emission factor model,
MOVES2010a, in conjunction with
roadway network traffic information
prepared by OKI.

All emissions discussed in Table 1
were documented in the submittal and
the Appendices of Ohio and Indiana’s
redesignation request submittals. EPA
has reviewed Ohio and Indiana’s
documentation of the emissions
inventory techniques and data sources
used for the derivation of the 2005
emissions estimates and has found that
Ohio and Indiana have thoroughly
documented the derivation of these
emissions inventories. The submittals
for both the Ohio and Indiana state that
the 2005 emissions inventories are
currently the most complete emissions
inventories for PM, s and PM- 5
precursors in the Cincinnati-Hamilton
area. Based upon EPA’s review, we
conclude that the 2005 emissions
inventories areas complete and accurate
as possible given the input data
available to the states.

V. Summary of Actions

EPA has previously made the
determination that the Cincinnati-
Hamilton area has attained the 1997
annual PM, 5 standard. EPA is
determining that the area continues to
attain the standard and that the Ohio
and Indiana portions of the area meet
the requirements for redesignation to
attainment of that standard under
section 107(d)(3)(E) of the CAA. EPA is
thus approving the requests from Ohio
and Indiana to change the legal
designation of their portions of the
Cincinnati-Hamilton area from
nonattainment to attainment for the
1997 annual PM, s NAAQS. EPA is
approving Ohio and Indiana’s 1997
annual PM, s maintenance plans for the
Cincinnati-Hamilton area as revisions to
the respective SIPs because the plans
meet the requirements of section 175A
of the CAA. EPA is approving the 2005
emissions inventories for primary PM: s,
NOx, and SO», documented in Indiana’s

and Ohio’s December 9, 2010, and
January 25, 2011, submittals as
satisfying the requirement in section
172(c)(3) of the CAA for a
comprehensive, current emission
inventory. Finally, EPA finds adequate
and is approving 2015 and 2021 primary
PM, 5 and NOx MVEBs submitted from
each state for the Ohio and Indiana
portions of the Cincinnati-Hamilton
area. These MVEBs will be used in
future transportation conformity
analyses for the area after the effective
date for the adequacy finding and
approval.

VI. Statutory and Executive Order
Reviews

Under the CAA, redesignation of an
area to attainment and the
accompanying approval of a
maintenance plan under section
107(d)(3)(E) are actions that affect the
status of a geographical area and do not
impose any additional regulatory
requirements on sources beyond those
imposed by state law. A redesignation to
attainment does not in and of itself
create any new requirements, but rather
results in the applicability of
requirements contained in the CAA for
areas that have been redesignated to
attainment. Moreover, the Administrator
is required to approve a SIP submission
that complies with the provisions of the
CAA and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. Accordingly, this action
merely approves state law as meeting
Federal requirements and does not
impose additional requirements beyond
those imposed by state law. For that
reason, these actions:

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

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

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

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

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

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

e Are not significant regulatory
actions subject to Executive Order
13211 (66 FR 28355, May 22, 2001);

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

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

In addition, this rule does not have
Tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on Tribal governments or preempt
Tribal law.

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

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by December 19, 2011. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of these actions for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. Parties with
objections to this direct final rule are
encouraged to file a comment in
response to the parallel notice of
proposed rulemaking for this action
published in the proposed rules section
of today’s Federal Register, rather than
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file an immediate petition for judicial
review of this direct final rule, so that
EPA can withdraw these direct final
rules and address the comment in the
proposed rulemaking. These actions
may not be challenged later in
proceedings to enforce their
requirements. (See section 307(b)(2).)

List of Subjects
40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Particulate matter.

40 CFR Part 81

Air pollution control, National parks,
Wilderness areas.

Dated: October 7, 2011.
Susan Hedman,
Regional Administrator, Region 5.

40 CFR Parts 52 and 81 are amended
as follows:

PART 52—[AMENDED]

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

Authority: 42 U.S.C. 7401 et seq.
Subpart P—Indiana

m 2. Section 52.776 is amended by

§52.776 Control strategy: Particulate
matter.

* * * * *

(V] * x %

(3) The Cincinnati-Hamilton
nonattainment area (Dearborn County),
as submitted on December 9, 2010. The
maintenance plan establishes 2015
motor vehicle emissions budgets for the
Cincinnati-Hamilton area of 1,678.60
tpy for primary PM, s and 35,723.83 tpy
for NOx and 2021 motor vehicle
emissions budgets of 1,241.19 tpy for
primary PM, s and 21,747.71 tpy for
NOx.

(W) * *x %

(3) Indiana’s 2005 NOXx, directly
emitted PM5 s, and SO, emissions
inventory satisfies the emission
inventory requirements of section
172(c)(3) of the Clean Air Act for the
Cincinnati-Hamilton area.

Subpart KK—Ohio

m 3. Section 52.1880 is amended by
adding paragraphs (p) and (q) to read as
follows:

§52.1880 Control strategy: Particulate
matter.
* * * * *

(p) Approval—The 1997 annual PM5 5

maintenance plans for the following
areas have been approved:

Hamilton, and Warren Counties), as
submitted on January 25, 2011. The
maintenance plan establishes 2015
motor vehicle emissions budgets for the
Cincinnati-Hamilton area of 1,678.60
tpy for primary PM, s and 35,723.83 tpy
for NOx and 2021 motor vehicle
emissions budgets of 1,241.19 tpy for
primary PM, s and 21,747.71 tpy for
NOx.

(2) [Reserved]

(q) Approval—The 1997 annual PM, s
comprehensive emissions inventories
for the following areas have been
approved:

(1) Ohio’s 2005 NOx, directly emitted
PM; s, and SO, emissions inventory
satisfies the emission inventory
requirements of section 172(c)(3) for the
Cincinnati-Hamilton area.

(2) [Reserved]
PART 81—[AMENDED]

m 4. The authority citation for part 81
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

m 5. Section 81.315 is amended by
revising the entry for Cincinnati-
Hamilton, IN in the table entitled
“Indiana PM2.5 (Annual NAAQS)” to
read as follows:

adding paragraphs (v)(3) and (w)(3) to (1) The Cincinnati-Hamilton §81.315 Indiana.
read as follows: nonattainment area (Butler, Clermont, * * * * *
INDIANA PM> 5
[Annual NAAQS]
Designationa
Designated area
Date Type
Cincinnati-Hamilton, IN: Dearborn COoUNtY ........cccoiiiiiiiiiii e e December 19, 2011 Attainment.
a|ncludes Indian Country located in each county or area, except as otherwise specified.
1This date is 90 days after January 5, 2005, unless otherwise noted.
* * * * * Hamilton, OH in the table entitled §81.336 Ohio.
m 6. Section 81.336 is amended by “Ohio PMy s (Annual NAAQS)” toread  »  *  »  x
revising the entry for Cincinnati- as follows:
OHIO PM5 5
[Annual NAAQS]
Designation 2
Designated area
Date Type

Cincinnati-Hamilton, Ohio:
Butler County.
Clermont County.
Hamilton County.
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OHIO PM, s—Continued
[Annual NAAQS]

Designationa

Designated area

Date ! Type
L T =Y g T o TH o YRR December 19, 2011 Attainment.

a|ncludes Indian Country located in each county or area, except as otherwise specified.
1This date is 90 days after January 5, 2005, unless otherwise noted.

* * * * *

[FR Doc. 2011-26887 Filed 10-18—11; 8:45 am]
BILLING CODE 6560-50-P
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Proposed Rules

Federal Register
Vol. 76, No. 202

Wednesday, October 19, 2011

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

Commodity Credit Corporation

7 CFR Part 1435
RIN 0560—-AH86

Sugar Program; Feedstock Flexibility
Program for Bioenergy Producers

AGENCY: Commodity Credit Corporation,
USDA.

ACTION: Proposed rule.

SUMMARY: The Commodity Credit
Corporation (CCC) proposes regulations
with respect to general sugar inventory
disposition and the establishment of a
new Feedstock Flexibility Program
(FFP) that requires the Secretary to
purchase sugar to produce bioenergy as
a means to avoid forfeitures of sugar
loan collateral under the sugar loan
program. These regulations are as
required by the Food Security and Rural
Investment Act of 2002 (the 2002 Farm
Bill), as amended by the Food,
Conservation, and Energy Act of 2008
(the 2008 Farm Bill).

DATES: We will consider comments that
we receive by December 19, 2011.
ADDRESSES: Interested persons are
invited to submit comments on this
proposed rule. In your comment,
include the volume, date, and page
number of this issue of the Federal
Register. You may submit comments by
any of the following methods:

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

e Fax:(202) 690-1480.

e Mail: Barbara Fecso, Dairy and
Sweeteners Analysis Group, Economic
Policy and Analysis Staff, USDA, FSA,
Stop 0516, 1400 Independence Ave.,
SW., Washington, DC 20250-0516.

e Hand Delivery or Courier: USDA
FSA Economic Policy and Analysis
Staff, Stop 0516, 1400 Independence
Ave., SW., Washington, DC 20250—-0516.

FOR FURTHER INFORMATION CONTACT:
Barbara Fecso, phone: (202) 720-4146;

fax: (202) 690—1480. Persons with
disabilities who require alternative
means for communication (Braille, large
print, audiotape, etc.) should contact the
USDA Target Center at (202) 720-2600
(voice and TDD).

SUPPLEMENTARY INFORMATION:

Background

CCC proposes to establish new
regulations for the sugar inventory
disposition program and FFP for
bioenergy producers mandated by Title
IX of the 2008 Farm Bill (Pub. L. 110—
246).

Sugar Program

The sugar program is designed to
support the price of sugar above a
legislatively specified threshold that has
been established by successive Farm
Bills. In adding FFP as a new element
of the sugar program, it is helpful to
understand certain aspects of the
existing program and how certain
components would relate to FFP. In the
sugar program, the level of price support
is determined by the sugar loan
program. Sugar loans from CCC can be
satisfied by repaying the loan or by
giving CCC title to the loan collateral,
also known as a “‘forfeiture” of
collateral. The sugar program is
required, to the maximum extent
possible, to operate at no cost to the
Federal government by avoiding
forfeitures to CCC. To avoid forfeitures,
the sugar program limits the domestic
sugar supply through a program of
marketing allocations and tariff-rate
quotas, thereby usually resulting in
higher domestic sugar prices than the
floor created by the sugar loan program.

Sugar Inventory Disposition

CCC proposes new general sugar
inventory disposition regulations that
are required by the 2008 amendments to
7 U.S.C. 8110. The 2008 amendments
restrict the methods CCC may use to
dispose of its sugar inventory in non-
emergency situations. The purpose of
the restrictions is to ensure that
disposed inventory only goes to non-
food uses (for example, bioenergy
production) and does not disrupt the
market for sugar for human
consumption. If there is an emergency
shortage of sugar for human
consumption, the Secretary can dispose
of the inventory to fill that shortage.

CCC proposes to add a new subpart E
on General Disposition of CCC

Inventory to 7 CFR 1435 to implement
the 2008 amendments. Subpart E would
apply to sugar in inventory that CCC
acquired by means other than FFP, such
as sugar obtained from forfeited loan
collateral.

General Disposition of CCC Inventory
(Proposed New Subpart E)

Section 9001 of the 2008 Farm Bill
amends section 9010 of the 2002 Farm
Bill establishing the methods CCC may
use to manage inventory acquired by
forfeiture or other authorities. Unless
CCC has determined that there is an
emergency shortage of sugar in the
domestic market caused by war, flood,
hurricane, other natural disaster, or
similar event, CCC can only dispose of
its sugar inventory using outlets that do
not increase the net supply of sugar
available for human consumption in the
United States.

The 2008 amendments specifically
list methods of disposition as sales
under FFP (proposed new Subpart G),
the Processor Payment-In-Kind Program
(Subpart F in the current regulations),
and buybacks of Certificates of Quota
Eligibility (identified in the 2008
amendments as certificates of quota
entry) issued by the Office of the U.S.
Trade Representative, as set forth in 15
CFR part 2011. The 2008 amendments
do not limit CCC’s ability to dispose of
its sugar for nonfood use (or uses that
do not increase the supply of sugar for
human consumption) under any
authority. This is a change from the
2002 Farm Bill (Pub. L. 107-171) as
originally enacted and the regulations
implementing the 2002 Farm Bill,
which allowed CCC to dispose of
surplus sugar into the domestic market,
including the market for human
consumption. Therefore, we are
proposing new regulations to specify
how CCC would dispose of sugar
inventory. The existing Payment in
Kind program, specified in subpart F, is
one authority CCC uses to dispose of
inventory. This proposed rule would
not change subpart F.

New subpart E would include general
provisions for disposition of inventory
that is not acquired through FFP. For
example, subpart E would apply to
disposition of sugar acquired through
forfeiture of sugar loan collateral.
Subpart E would specify the options
CCC would use to dispose of inventory
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in both normal and emergency shortage
situations.

The 2008 amendments to section 9010
of the 2002 Farm Bill also specify the
methods CCC may use to manage
inventory acquired by forfeiture under
the sugar loan program or other
authorities. Unless, as specified in the
2008 Farm Bill, CCC has determined
that “there is an emergency shortage of
sugar for human consumption in the
United States market that is caused by
a war, flood, hurricane, or other natural
disaster, or other similar event,” CCC
can only dispose of its sugar inventory
by methods that do not increase the net
supply of sugar available for human
consumption in the United States. There
should not be much inventory subject to
this provision because the main sugar
surplus management strategy in the
recently amended statute is the removal
of sugar surpluses through CCC sugar
purchases and disposal through
conversion to bioenergy.

CCC can sell sugar for human
consumption if an emergency shortage
condition exists, and the event is caused
by a war, flood, hurricane, or other
natural disaster, or other similar event.
By including the universe of causes—
manmade, natural, and “other similar
event,” CCC has great discretion in
determining the cause triggering an
emergency shortage. Therefore, the only
practical limitation on CCC’s ability to
sell sugar for human consumption
depends on what constitutes the
“existence of an emergency shortage.”
This concept is important because CCC
is required under the sugar marketing
allotment program and Harmonized
Tariff Schedule to ensure an adequate
supply of sugar for domestic
consumption. Additionally, the sugar
tariff-rate quota management provisions
of the 2008 amendments require USDA
to increase sugar supplies if an
emergency shortage exists.

CCC is requesting comment from the
public on establishing a definition of an
emergency shortage. Webster’s
Dictionary defines an emergency as a
sudden or unexpected occurrence
demanding prompt action. Some recent
examples of unexpected manmade or
natural occurrences that reduced
domestic refined sugar supplies are the
late sugar beet crop of 2005, Hurricane
Katrina, and the Imperial refinery
explosion in Savannah, Georgia in
February 2008. CCC determined that the
delayed beet crop and Katrina resulted
in sudden shortages that could not be
resolved by redistributing available
domestic supplies and took immediate
action to increase supply. However,
with respect to the February 2008
refinery explosion, CCC delayed action

until the following August when it
contemplated the threat of a refined
shortage, in recognition that shortages
are most likely to occur in the August—
September period when domestic sugar
stocks are at their yearly lowest point.
The law directs USDA to take action to
increase supplies when an emergency
shortage “‘exists,” not when it is
“contemplated.” CCC could define an
emergency shortage as a supply failure
affecting sugar deliveries and disrupting
the ongoing operations of sugar product
manufacturers, i.e., defaults or force
majeure on contracts affecting 10
percent of average monthly deliveries.
Alternatively, CCC could determine an
emergency shortage exists when sugar
prices spike a certain percentage, i.e., 50
percent above the loan level, or 10 cents
above the loan level. Alternatively, CCC
could also leave the term undefined so
as to maintain maximum flexibility in
meeting the needs of the domestic sugar
market.

Feedstock Flexibility Program
(Proposed New Subpart G)

Section 9001 of the 2008 Farm Bill
amends section 9010 of the 2002 Farm
Bill to require CCC to implement FFP to
control the domestic sugar supply and
avoid forfeitures. Under this program,
CCC is required to buy surplus sugar as
needed to avoid forfeitures of sugar loan
collateral and sell that surplus sugar to
bioenergy producers. Bioenergy, as
defined by section 9001 of the 2008
amendments, means fuel grade ethanol
and other biofuel. The 2008
amendments require the Secretary to
annually notify eligible bioenergy sugar
sellers and producers of the quantity of
sugar to be made available for purchase
and sale in the crop year following the
date of that notification. The 2008
amendments also require quarterly
revised estimates and notification.

CCC proposes to add a new subpart G
to establish general provisions for
operating FFP. Through FFP, CCC
would buy and sell sugar for bioenergy
production, based on predictions of
sugar surplus conditions months into
the future, a process that involves
unavoidable uncertainty and risk. CCC
proposes general provisions that are
intended to provide flexibility in
program administration. CCC requests
comments on alternative methods to
administer the program while meeting
the requirements of the 2008
amendments.

FFP will be administered through
contracts for the purchase and sale of
sugar, and products that yield sugar,
when CCC determines that sugar loan
collateral is likely to be forfeited under
the sugar loan program. The contracts

will include the specific terms and
conditions associated with each
purchase and sale. CCC expects to
amend its contract terms through time
as it learns how to most effectively
facilitate the diversion of sugar to
ethanol and other bioenergy production.

Surplus Determination

As required by the 2008 amendments,
each year CCC will estimate the
likelihood of sugar forfeitures by
September 1, for the following fiscal
year, and announce the quantity of
sugar to be purchased and sold for
bioenergy production. In addition, CCC
will make quarterly announcements of
revised estimates. Quarterly revised
estimates will be important because the
USDA annual estimate reported on
September 1 for the following fiscal
year’s sugar market will potentially be
subject to significant error due to
uncertainties in making the estimate.
The sugarcane and sugar beet harvest for
making sugar in the following fiscal year
does not normally begin until after
September 1 of the prior year. Very little
is known about the condition of the
crop on September 1, when USDA is
required by the 2008 amendments to
make its annual estimate of sugar
surplus. The harvest for sugar in Mexico
begins in December; therefore, the
uncertainties are aggravated by the
effect of Mexican imports on the U.S.
sugar market. Another major source of
potential error is the fact that the
current fiscal year is not over by
September 1. Any changes to the current
year automatically alter the current
year’s ending stocks, and the next year’s
beginning stocks and supply. CCC’s
purchase and sale plans would be
affected by the large degree of
uncertainty in USDA’s sugar market
projections on September 1.

CCC requests comments on how CCC
should calculate a sugar market surplus,
particularly for the estimate by
September 1, when uncertainties are
greatest. For example, CCC could
calculate the surplus by comparing the
World Agricultural Supply and Demand
Estimate (WASDE) ending stocks to the
ending stocks for an adequately
supplied market. In the past, an ending
stock of 14.5 percent of expected annual
use was considered to predict adequate
supply for the following year.
Alternatively, CCC could compare
WASDE stocks to the stock level
expected to result in forfeitures and
declare any projected stocks above these
amounts to be surplus. However, this
method is inadequate for determining
surplus by type of sugar, raw versus
refined, because the WASDE is an
amalgamation of both sugars. Certainly,



Federal Register/Vol.

76, No. 202/ Wednesday, October 19, 2011/Proposed Rules

64841

current WASDE tight ending stocks-to-
use ratios do not reflect the current raw
sugar surplus.

There are two possible types of errors
with surplus determination: (1) Over-
estimating the surplus and buying and
selling sugar for bioenergy that results
in market shortages later in the year or
(2) under-estimating the surplus
resulting in excess supply later in the
year. The consequences of these two
types of errors are different. Sugar used
to make bioenergy cannot be recovered
to be marketed for human consumption
if needed later; however, sugar not sold
early in the year can later be sold for
bioenergy production. The first type of
risk, that of over-estimating the surplus,
has more serious consequences and
costs than the second type. CCC
proposes to reduce the over-estimation
risk by staggering purchases of sugar for
bioenergy purchases, rather than making
one purchase for the entire year. CCC
plans to be more conservative in
purchasing sugar for bioenergy early in
the year than later in the year, when
market factors are better known. CCC
would calculate the surplus for the
whole year as required by the 2008
amendments, but then only tender a
percentage of the estimated surplus for
bid immediately. The percentage could
change with each quarterly revised
estimate. CCC would not retract
accepted bids.

CCC requests comments on
appropriate methods to estimate the
likelihood of forfeitures and to
determine the quantity of sugar to be
purchased in each quarter. How should
CCC calculate the annual sugar market
surplus and update that estimate?
Should a minimum percentage of the
expected surplus be tendered for bid
each quarter, and should that minimum
be set in the regulations?

Eligible Sugar

CCC is required to purchase raw,
refined, or in-process sugar for FFP that
would otherwise have been marketed
for human consumption in the United
States or could otherwise have been
used for the extraction of sugar
marketed for human consumption. The
2008 amendments define all these forms
of sugar as eligible commodities for FFP.
For example, in-process sugar products
such as beet thick juice or cane syrup
are eligible. Since the program objective
is to reduce forfeitures of CCC sugar
loan collateral, CCC proposes that the
in-process sugar products would be
evaluated in terms of refined crystalline
sugar yield in determining CCC’s unit
purchase price. For example, if
processing the thick juice would yield
70 percent sugar for human

consumption, then CCC would only
consider 70 percent of the sugar in the
thick juice in evaluating the per unit
price. Likewise, raw sugar would be
evaluated in terms of its refined
equivalent to determine a sales price per
unit. This reduction in price is not
required by the 2008 amendments, but
it is consistent with the 2008
amendments’ goal of buying sugar for
FFP to manage the market for sugar for
human consumption. CCC requests
comments on and proposed alternatives
to this provision.

CCC proposes that for FFP, it will
only purchase sugar products that are
eligible to be placed under loan with the
federal sugar loan program. Sugar
eligible to be placed under loan must be
processed in the United States from
domestically-grown sugarcane, sugar
beets, in-process sugars, or molasses. As
an alternative, CCC could allow FFP to
purchase sugar products from all
sources, including imported sugar and
sugar products from eligible domestic
sellers. Forfeitures are expected to occur
when the total sugar supply for human
consumption is greater than the level
that can support domestic sugar prices
above the price support loan proceeds.
That surplus could be caused in part by
Mexican imports or by sugar made
domestically from non-domestic
sources. CCC requests comments on
whether eligible sugar for FFP should be
limited to sugar located within the
United States and derived from
domestically produced sugarcane or
sugar beets.

Eligible Sugar Sellers and Buyers

The 2008 amendments require that
the entity selling sugar to CCC be
located in the United States and that
eligible buyers be bioenergy producers.
The 2008 amendments define eligible
sellers as entities located in the United
States, but do not require that eligible
buyers be located in the United States.
CCC proposes to limit eligible buyers to
those bioenergy producers who will use
the purchased sugar to produce
bioenergy in their facilities in United
States. This restriction is intended to
ensure that the increase in energy
supplies from the program will benefit
the American public paying for FFP.
CCC requests comments on whether to
include bioenergy producers located
outside the United States as eligible
buyers.

Competitive Procedures

CCC proposes to announce offers (also
referred to as tenders) to the public
outlining the terms and conditions of
the sugar purchase and sale contracts.
CCC also proposes to negotiate contracts

directly with sellers or buyers if CCC
determines that such negotiation will
result in either reduced likelihood of
forfeited sugar compared to alternative
means or reduced costs of removing
sugar from the market, which will
reduce the likelihood of sugar forfeited
to CCC. CCC proposes to try several
contracting strategies to discover the
most efficient and cost-effective strategy
to subsidize the production of bioenergy
with surplus sugar, given the
restrictions specified in the 2002 Farm
Bill. CCC requests comments on
alternative contracting strategies and on
whether those strategies should be
specified in the regulation.

CCC is required by the 2008
amendments to store the sugar for no
more than 30 days after CCC purchases
the sugar. Realistically, this means that
the purchasing bioenergy producer must
be identified before CCC purchases
surplus sugar. CCC does not propose
specifically how it would do that,
although CCC proposes to specify that
the buyer must take delivery of the
sugar within 30 days of purchase. CCC
could identify (pre-qualify) bioenergy
producers willing to take sugar or sugar
products under specific terms (price,
amount, type of sugar, etc.).
Alternatively, CCC could require the
sugar seller to identify the purchasing
bioenergy producer and incorporate a
contract of sale between CCC and the
bioenergy producer specifying terms,
including price, in their offer to sell
sugar to CCC. CCC proposes to use both
these strategies and evaluate which is
more effective. CCC requests comments
on alternative strategies.

The 2008 amendments prohibit, to the
maximum extent possible, CCC from
paying storage fees under FFP.
Therefore, as a condition of bid
acceptance into FFP, CCC would not
pay any storage fees.

Sugar To Be Used for Bioenergy
Production

CCC expects that the selling price for
sugar, with the restriction that it only be
used for making bioenergy, will be
considerably below the market price for
sugar that can be used for human
consumption. This price differential
could create an incentive for FFP sugar
to leak into the domestic human
consumption market. Therefore, CCC
will monitor the contracts to ensure that
the FFP sugar is only being used for
bioenergy production. CCC proposes to
include an audit clause in the contracts
to purchase sugar for bioenergy
production. The auditors would view
the records upon request, as specified in
the contract, to verify that sugar
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purchased for bioenergy production was
only used for bioenergy production.

In addition to auditing records, CCC
would send an auditor to the bioenergy
factory purchasing surplus sugar under
FFP to verify that the quantity
purchased is physically entering the
factory as an input in accordance with
the contract. Examination could be
performed for every event or by random
checks. In any case, substantial
liquidated damages, to be determined,
could be imposed for willfully
furnishing false information to CCC.
CCC requests comment on the auditing
or monitoring methods that should be
used. For example:

o Are there alternative processes that
CCC should use to ensure that the FFP
sugar is not sold for human
consumption?

e What kinds of documentation,
audits, and monitoring would be
appropriate?

e Should the methods of proof be
specified in the rule, or in the contract
between CCC and the bioenergy
producer?

Executive Orders 12866 and 13563

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

The Office of Management and Budget
(OMB) initially designated this
proposed rule as economically
significant under Executive Order 12866
and, therefore, OMB reviewed this
proposed rule. Due to increases in sugar
prices since the initial designation the
current cost benefit analysis shows the
annual regulatory impact to be less than
the threshold of $100 million, therefore
the rule is a significant regulatory
action, but is no longer considered an
economically significant regulatory
action. A summary of the cost-benefit
analysis of this rule is provided below
and is available at http://
www.regulations.gov and from the
contact listed above.

Clarity of the Regulation

Executive Order 12866, as
supplemented by Executive Order
13563, requires each agency to write all

rules in plain language. In addition to
your substantive comments on these
proposed rules, we invite your
comments on how to make them easier
to understand. For example:

e Are the requirements in the rule
clearly stated? Are the scope and intent
of the rule clear?

¢ Does the rule contain technical
language or jargon that is not clear?

e Is the material logically organized?

¢ Would changing the grouping or
order of sections or adding headings
make the rule easier to understand?

e Could we improve clarity by adding
tables, lists, or diagrams?

e Would more, but shorter, sections
be better? Are there specific sections
that are too long or confusing?

¢ What else could we do to make the
rule easier to understand?

Summary of Costs and Benefits

FFP, along with the impact of higher
sugar loan rates than in the 2002 Farm
Bill, is expected to cost an average of
$8.7 million per year for the next 10
years. Because of uncertainty about
future sugar markets and trade flows,
the $8.7 million average annual cost of
FFP is the composite of two scenarios
which differ in their assumptions about
the Mexican sugar market. The first
scenario (with a 75 percent probability)
assumes that Mexican sugarcane acreage
does not increase and that high fructose
corn syrup (HFCS) use in Mexico
continues to be strong (but not as strong
as in the second scenario), resulting in
no FFP costs. The second scenario (with
a 25 percent likelihood) assumes larger
Mexican sugarcane acreage (partly due
to higher U.S. sugar loan rates under the
2008 Farm Bill) and lower Mexican
sugar demand compared to the first
scenario. With the resulting larger sugar
shipments to the U.S., and lower U.S.
sugar prices, this second scenario
results in FFP activation and FFP costs.

These additional costs are due to two
factors. First, the higher U.S. sugar loan
rates under the 2008 Farm Bill may
encourage increased Mexican sugarcane
acreage, as described in the second
scenario above, and also mean that if
surplus sugar is purchased to prevent
forfeitures, the price at which it must be
purchased is higher than previously.
Second, the returns to the CCC
associated with selling sugar for
ethanol, if FFP is activated, are
significantly lower than if sales could be
made for human consumption (a prior
mechanism for disposal of sugar
inventory that was used but is no longer
authorized). Increased sugar program
loan rates account for $35.4 million and
restricted CCC disposal options for
surplus sugar account for $26.1 million

of the total $61.5 million increase in
over what disposal of excess sugar
inventory would cost if the 2002 Farm
Bill were still in effect.

Regulatory Flexibility Act

In accordance with the Regulatory
Flexibility Act, 5 U.S.C. 601, the Agency
has determined that there will not be a
significant economic impact on a
substantial number of small entities.
The entities that would be affected by
this rule are sugar producers and sugar
bioenergy producers. The sugar
producers are not small businesses
according to the North American
Industry Classification System and the
U.S. Small Business Administration.
There are currently no commercial
bioenergy producers in the United
States who use sugar as a feedstock. The
bioenergy producers in the United
States who use other commodities as a
feedstock and might be expected to
purchase sugar as a feedstock in the
future are not small businesses.

Environmental Review

The environmental impacts of this
rule have been considered in a manner
consistent with the provisions of the
National Environmental Policy Act
(NEPA) (42 U.S.C. 4321-4347), the
regulations of the Council on
Environmental Quality (40 CFR parts
1500-1508), and Farm Service Agency
(FSA) regulations for compliance with
NEPA (7 CFR part 799). The changes to
the sugar program required by Title IX
of the 2008 amendments identified in
this proposed rule are considered non-
discretionary. Therefore, FSA has
determined that NEPA does not apply to
this proposed rule and no
environmental assessment or
environmental impact statement will be
prepared.

Executive Order 12372

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

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, “Civil Justice
Reform.” The provisions of this
proposed rule will not have preemptive
effect with respect to any State or local
laws, regulations, or policies that
conflict with such provision or which
otherwise impede their full
implementation. The rule will not have
retroactive effect. Before any judicial
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action may be brought regarding the
provisions of this rule, the
administrative appeal provisions of 7
CFR parts 11 and 780 must be
exhausted.

Executive Order 13132

This rule has been reviewed under
Executive Order 13132, “Federalism.”
The policies contained in this rule will
not have any substantial direct effect on
States, the relationship between the
Federal government and the States, or
the distribution of power and
responsibilities among the various
levels of government. Nor would this
proposed rule impose substantial direct
compliance costs on State and local
governments. Therefore, consultation
with the States is not required.

Executive Order 13175

This proposed rule has been reviewed
for compliance with Executive Order
13175, “Consultation and Coordination
with Indian Tribal Governments.” The
policies in this rule do not have Tribal
implications that preempt Tribal law.

Unfunded Mandates

Title II of the Unfunded Mandate
Reform Act of 1995 (UMRA, Pub. L.
104-4) requires Federal agencies to
assess the effects of their regulatory
actions on State, local, or Tribal
governments or the private sector.
Agencies generally must prepare a
written statement, including a cost
benefit analysis, for proposed and final
rules with Federal mandates that may
result in expenditures of $100 million or
more in any 1 year for State, local, or
Tribal governments, in the aggregate, or
to the private sector. UMRA generally
requires agencies to consider
alternatives and adopt the more cost
effective or least burdensome alternative
that achieves the objectives of the rule.
This rule contains no Federal mandates
under the regulatory provisions of Title
II of the Unfunded Mandates Reform
Act of 1995 (UMRA, Pub. L. 104—4) for
State, local, and Tribal government or
the private sector. Therefore, this rule is
not subject to the requirements of
sections 202 and 205 of UMRA.

Paperwork Reduction Act

The information collection for FFP is
currently approved under OMB control
number 0560-0177. We anticipate that
fewer than 10 sugar producers will
participate in the bioenergy program in
the next three years. Therefore, there are
no changes to the current information
collection as approved by OMB.

E-Government Act Compliance

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

List of Subjects in 7 CFR Part 1435

Loan programs—agriculture,
Penalties, Price support programs,
Reporting and recordkeeping
requirements, Sugar.

For the reasons discussed above, FSA
proposes to amend 7 CFR part 1435 as
follows:

PART 1435—SUGAR PROGRAM

1. Revise the authority citation for
part 1435 to read as follows:

Authority: 7 U.S.C. 1359aa—1359jj, 7272,
and 8110; 15 U.S.C. 714b and 714c.

2. Add subpart E to read as follows:

Subpart E—Disposition of CCC Inventory
Sec.

1435.400 General statement.
1435.401 CCC sugar inventory disposition.

Subpart E—Disposition of CCC
Inventory

§1435.400 General statement.

(a) This subpart will be applicable in
the event that an eligible commodity is
owned and held in CCC inventory and
not acquired through the Feedstock
Flexibility Program as set forth in
subpart G of this part.

(b) An eligible commodity is raw,
refined, or in-process sugar that is
eligible to be marketed in the United
States for human consumption or to be
used for the extraction of sugar for
human consumption.

§1435.401
disposition.
(a) CCC will dispose of inventory in
the following manner, if CCC has not

determined there is an emergency
shortage of sugar for human
consumption in the domestic market:

(1) By sale to bioenergy producers
under the Feedstock Flexibility Program
as set forth in subpart G of this part,

(2) By transfer to sugarcane and sugar
beet processors under the Processor
Sugar Payment-In-Kind Program as set
forth in subpart F of this part,

(3) Buyback of certificates of quota
eligibility, or

(4) Using any other authority for the
disposition of CCC-owned sugar that
does not increase the net quantity of
sugar available for human consumption
in the United States.

CCC sugar inventory

(b) CCC may use any authority for the
disposition of CCC-owned sugar, if CCC
has determined there is an emergency
shortage of sugar for human
consumption in the domestic market
caused by war, flood, hurricane, or other
natural disaster, or similar event, as
determined by CCC.

3. Add subpart G to read as follows:

Subpart G—Feedstock Flexibility Program

Sec.

1435.600 General statement.

1435.601 Sugar surplus determination and
public announcement.

1435.602 Eligible commodity to be
purchased by CCC.

1435.603 Eligible sugar seller.

1435.604 Eligible sugar buyer.

1435.605 Competitive procedures.

1435.606 Miscellaneous.

1435.607 Appeals.

Subpart G—Feedstock Flexibility
Program

§1435.600 General statement.

(a) This subpart will be applicable to
any sugar seller located in the United
States and any bioenergy producer
located in the United States who
contracts with CCC to sell or purchase
surplus sugar, which may be sold in the
United States for the production of
bioenergy as set forth in this subpart or
other purposes as set forth in subpart E
of this part, when CCC determines that
such action will reduce forfeitures of
sugar pledged as collateral for CCC
sugar loans.

(b) [Reserved]

§1435.601 Sugar surplus determination
and public announcement.

(a) The Secretary will estimate the
quantity of sugar likely to be forfeited to
CCC in the following fiscal year by
September 1.

(b) Not later than the January 1, April
1, and July 1 of the fiscal year, the
Secretary will re-estimate the quantity
of sugar likely to be forfeited to CCC in
the fiscal year.

(c) The Secretary will announce by
press release for the above dates a
purchase and sale strategy, which
includes the quantity and timing of the
sugar to be purchased and sold to
bioenergy producers, and that reflects
the estimate of sugar likely to be
forfeited to CCC and the uncertainty
surrounding the estimate.

§1435.602 Eligible commodity to be
purchased by CCC.

(a) CCC will only purchase raw sugar,
refined sugar, or in-process sugar that is
eligible to be used as collateral in the
federal Sugar Loan Program.

(1) Sugar may not have been
processed from imported sugarcane,
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sugar beets, in-process sugars, or
molasses; and

(2) Sugar must have been processed in
the United States.

(b) Sugar or in-process sugar
purchased directly from any domestic
sugar beet and sugarcane processor that
made the sugar or in-process sugar must
be credited against its sugar marketing
allocation to be eligible for purchase
under this program.

(c) CCC will purchase sugar located in
the United States.

(d) CCC will only purchase an eligible
commodity if the purchased commodity
would reduce the likelihood of
forfeitures of CCC sugar loans, as
determined by CCC.

(e) CCC will evaluate an offer to sell
an eligible commodity to CCC based
upon CCC’s estimate of the reduction in
refined sugar supply available for
human consumption due to the
purchase. For example, if processing the
thick juice would yield 70 percent sugar
for human consumption, then CCC will
only consider 70 percent of the sugar in
the thick juice in evaluating the per unit
sales price.

§1435.603 Eligible sugar seller.

(a) To be considered an eligible sugar
seller, the sugar seller must be located
in the United States.

(b) [Reserved]

§1435.604 Eligible sugar buyer.

(a) To be considered an eligible sugar
buyer, the bioenergy producer must
produce bioenergy products, including
fuel grade ethanol or other biofuels.

(b) The bioenergy producer and its
production facilities that use CCC sugar
or in-process sugar must be located in
the United States.

§1435.605 Competitive procedures.

(a) CCC will generally submit tenders
for bids, before entering into contracts
with any eligible sugar seller and buyer
that minimize CCC net outlays.

(b) CCC may, at times, negotiate
contracts directly with sellers or buyers,
if CCC determines that such negotiation
will result in either reduced likelihood
of forfeited sugar under the CCC sugar
loan program or reduced costs of
removing sugar from the market, which
will reduce the likelihood of sugar
forfeited to CCC.

§1435.606 Miscellaneous.

(a) As a sugar buyer, the bioenergy
producer must take possession of the
sugar or in-process sugar no more than
30 days from the date of CCC’s
purchase.

(b) CCC, to the maximum extent
practicable, will not pay storage fees for

sugar or in-process sugar purchased
under this program.

(c) Each bioenergy producer that
purchases sugar through FFP must
provide proof to CCC that the sugar has
been used in the bioenergy factory for
the production of bioenergy.

§1435.607 Appeals.

(a) The administrative appeal
regulations of parts 11 and 780 of this
title apply to this part.

(b) [Reserved]

Signed at Washington, DC, on October 13,
2011.

Bruce Nelson,

Executive Vice President, Commodity Credit
Corporation.

[FR Doc. 2011-26974 Filed 10-18-11; 8:45 am]
BILLING CODE 3410-05-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-0068; Directorate
Identifier 2010-NE—05—-AD]

RIN 2120-AA64
Airworthiness Directives; General
Electric Company Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to supersede two
existing airworthiness directives (ADs)
that apply to General Electric Company
(GE) CF6—45 and CF6-50 series turbofan
engines with certain low-pressure
turbine (LPT) rotor stage 3 disks
installed. The existing ADs currently
require inspections of high pressure
turbine (HPT) and LPT rotors, engine
checks, and surveys. Since we issued
those ADs, GE has determined that the
low-cycle fatigue (LCF) lives of the LPT
rotor stage 3 disks affected by those ADs
are below the current published engine
manual life limits and has introduced a
new LPT rotor stage 3 disk part number.
This proposed AD would establish a
new lower life limit for the LPT rotor
stage 3 disks. We are proposing this AD
to prevent critical life-limited rotating
engine part failure, which could result
in an uncontained engine failure and
damage to the airplane.

DATES: We must receive comments on
this proposed AD by December 5, 2011.
ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

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

e Fax:202—493-2251.

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

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

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

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Tomasz Rakowski, Aerospace Engineer,
Engine Certification Office, FAA, Engine
& Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
phone: 781-238-7735; fax: 781-238—
7199; e-mail: tomasz.rakowski@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2010-0068; Directorate Identifier
2010-NE-05—-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD because of those
comments.

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

Discussion

On January 14, 2011, we issued AD
2011-02-07, Amendment 39-16580 (76
FR 6323, February 4, 2011), for GE CF6—
45 and CF6-50 series turbofan engines
with certain LPT rotor stage 3 disks
installed. That AD requires initial and
repetitive HPT rotor stage 1 and stage 2
blade inspections for wear and damage,
including excessive airfoil material loss,
and initial and repetitive exhaust gas
temperature (EGT) system checks
(inspections). That AD also requires a
one-time ultrasonic inspection (UI) of
the LPT rotor stage 3 disk forward
spacer arm, fluorescent penetrant
inspection (FPI) of the LPT rotor stage
3 disk under certain conditions, and
removal of cracked disks from service
before further flight. That AD also
requires initial and repetitive engine
core vibration surveys and reporting to
the FAA any crack findings, disks that
fail the UI, and engines that fail the
engine core vibration survey. That AD
resulted from reports received of
additional causes of HPT rotor
imbalance not addressed in AD 2010—
12—10, Amendment 39-16331 (75 FR
32649, June 9, 2010), and from two
additional LPT rotor stage 3 disk events
since the original AD 2010-06-15,
Amendment 39-16240 (75 FR 12661,
March 17, 2010) was issued.

On August 15, 2011, we issued AD
2011-18-01, Amendment 39—-16783 (76
FR 52213, August 22, 2011) to require
performing an FPI of the LPT rotor stage
3 disk forward spacer arm at every shop
visit when the LPT module assembly is
separated from the engine. That AD
resulted from seven reports of
uncontained failures of LPT rotor stage
3 disks and eight reports of cracked LPT
rotor stage 3 disks found during shop
visit inspections.

We issued those ADs to prevent
critical life-limited rotating engine part
failure, which could result in an
uncontained engine failure and damage
to the airplane.

Actions Since Existing AD Was Issued

Since we issued AD 2011-02—-07,
Amendment 39-16580 (76 FR 6323,
February 4, 2011), GE has determined
that the LCF lives of the LPT rotor stage
3 disks affected by that AD were below
the current published manual life limits,
and has introduced a new LPT rotor
stage 3 disk part number. Moreover, we
no longer require the reporting of
inspection findings to the FAA.

FAA’s Determination

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

Proposed AD Requirements

This proposed AD would retain the
requirements of AD 2011-02-07
Amendment 39-16580 (76 FR 6323,
February 4, 2011), and AD 2011-18-01,
Amendment 39-16783 (76 FR 52213,
August 22, 2011), except that reporting
to the FAA would no longer be required
and there would be an optional LPT
rotor stage 3 disk removal after a failed
HPT blade borescope inspection or a
failed engine core vibration survey. This
proposed AD would also establish a
new lower life limit for the LPT rotor
stage 3 disk part numbers listed in Table
1 of the proposed AD, and would
require removing these disks from
service at times determined by a
drawdown plan.

Costs of Compliance

We estimate that this proposed AD
would affect 387 CF6—45 and CF6-50
series turbofan engines installed on
airplanes of U.S. registry. We also
estimate that it would take about 8
work-hours to perform the HPT blade
inspection, 6 work-hours to perform a
vibration survey, 4 work-hours to
perform an ultrasonic inspection,

2 work-hours to perform an EGT
resistance check, 1 work-hour to
perform an EGT thermocouple
inspection, and 7 work-hours to clean
and perform an FPI of the LPT rotor
stage 3 disk for each engine. The average
labor rate is $85 per work-hour. The cost
estimate for the work just described was
covered in the two ADs we are
proposing to supersede. For this
proposed AD, we estimate that a
replacement LPT rotor stage 3 disk
prorated part cost is $75,000. Based on
these figures, we estimate the total cost
of this proposed AD to U.S. operators to
be $29,025,000.

Authority for This Rulemaking

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

We are issuing this rulemaking under
the authority described in Subtitle VII,
Part A, Subpart III, Section 44701,
“General requirements.” Under that
section, Congress charges the FAA with

promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

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

For the reasons discussed above, I
certify that the proposed regulation:

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

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

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

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

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by
removing airworthiness directive (AD)
2011-02-07, Amendment 39-16580 (76
FR 6323, February 4, 2011) and AD
2011-18-01, Amendment 39-16783 (76
FR 52213, August 22, 2011), and adding
the following new AD:

General Electric Company: Docket No. FAA-

2010-0068; Directorate Identifier 2010—
NE-05-AD.
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(a) Comments Due Date

The FAA must receive comments on this
AD action by December 5, 2011.

(b) Affected ADs

This AD supersedes AD 2011-02-07,
Amendment 39-16580 and AD 2011-18-01,
Amendment 39-16783.

(c) Applicability

This AD applies to General Electric
Company (GE) CF6-45A, CF6-45A2, CF6—
50A, CF6-50C, CF6-50CA, CF6-50C1, CF6—
50C2, CF6-50C2B, CF6-50C2D, CF6—50E,
CF6-50E1, CF6-50E2, and CF6-50-E2D
turbofan engines, including engines marked

on the engine data plate as CF6-50C2-F and
CF6-50C2-R, with any of the low-pressure
turbine (LPT) rotor stage 3 disk part numbers
listed in Table 1 of this AD installed.

TABLE 1—APPLICABLE LPT ROTOR STAGE 3 DISK PART NUMBERS

9061M23P06 9061M23P07 9061M23P08 9061M23P09 9224M75P01
9061M23P10 1473M90P01 1473M90P02 1473M90P03 1473M90P04
9061M23P12 9061M23P14 9061M23P15 9061M23P16 1479M75P01
1479M75P02 1479M75P03 1479M75P04 1479M75P05 1479M75P06
1479M75P07 1479M75P08 1479M75P09 1479M75P11 1479M75P13
1479M75P14 N/A N/A N/A N/A

(d) Unsafe Condition

This AD was prompted by the
determination that a new lower life limit for
the LPT rotor stage 3 disks listed in Table 1
of this AD is necessary. We are issuing this
AD to prevent critical life-limited rotating
engine part failure, which could result in an
uncontained engine failure and damage to
the airplane.

(e) Compliance

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

(f) Borescope Inspections of HPT Rotor Stage
1 and Stage 2 Blades

For the borescope inspections required by
paragraphs (f)(1), (f)(2), and (f)(3) of this AD,
inspect the blades from the forward and aft
directions. Inspect all areas of the blade
airfoil. Your inspection must include blade
leading and trailing edges, and their convex
and concave airfoil surfaces. Inspect for signs
of impact, cracking, burning, damage, or
distress.

(1) Perform an initial borescope inspection
of the HPT rotor stage 1 and stage 2 blades,

within 10 cycles after the effective date of
this AD.

(2) Thereafter, repeat the borescope
inspection of the HPT rotor stage 1 and stage
2 blades within every 75 cycles-since-last-
inspection (CSLI).

(3) Borescope-inspect the HPT rotor stage
1 and stage 2 blades within the cycle limits
after the engine has experienced any of the
events specified in Table 2 of this AD.

(4) Remove any engine from service before
further flight if the engine fails any of the
borescope inspections required by this AD.

TABLE 2—CONDITIONAL BORESCOPE INSPECTION CRITERIA

If the engine has
experienced:

Then borescope-inspect:

(i) An exhaust gas temperature (EGT) above redline.

(i) A shift in the smoothed EGT trending data that exceeds 18 °F (10 °C), but is less than or equal to 36 °F (20

°C).

(iii) A shift in the smoothed EGT trending data that exceeds 36 °F (20 °C).

(iv) Two consecutive raw EGT trend data points that exceed 18 °F (10 °C) above the smoothed average, but is

less than or equal to 36 °F (20 °C).

(v) Two consecutive raw EGT trend data points that exceed 36 °F (20 °C) above the smoothed average.

Within 10 cycles.
Within 10 cycles.

Before further flight.
Within 10 cycles.

Before further flight.

(g) Actions Required for Engines With
Damaged HPT Rotor Blades

For those engines that fail any borescope
inspection requirements of this AD, before
returning the engine to service:

(1) Remove the LPT rotor stage 3 disk from
service; or

(2) Perform a fluorescent-penetrant
inspection (FPI) of the inner diameter surface
forward cone body (forward spacer arm) of
the LPT rotor stage 3 disk as specified in
paragraphs (1)(1)(i) through (1)(1)(iii) of this
AD.

(h) EGT Thermocouple Probe Inspections

(1) Inspect the EGT thermocouple probe for
damage within 50 cycles after the effective
date of this AD or before accumulating 750
CSLI, whichever occurs later.

(2) Thereafter, re-inspect the EGT
thermocouple probe for damage within every
750 CSLL

(3) If any EGT thermocouple probe shows
wear through the thermocouple guide sleeve,
remove and replace the EGT thermocouple
probe before further flight, and ensure the

turbine mid-frame liner does not contact the
EGT thermocouple probe.

(i) EGT System Resistance Check Inspections

(1) Perform an EGT system resistance
check within 50 cycles from the effective
date of this AD or before accumulating 750
cycles-since-the-last-resistance check on the
EGT system, whichever occurs later.

(2) Thereafter, repeat the EGT system
resistance check within every 750 cycles-
since-the-last-resistance check.

(3) Remove and replace, or repair any EGT
system component that fails the resistance
system check before further flight.

(j) Ultrasonic Inspection (UI) of the LPT
Rotor Stage 3 Disk Forward Spacer Arm

Within 75 cycles after the effective date of
this AD, perform a UI of the forward cone
body (forward spacer arm) of the LPT rotor
stage 3 disk. Use paragraphs E. through K. of
Appendix A of GE Service Bulletin (SB) No.
CF6-50-SB 72—-1312, Revision 1, dated
October 18, 2010, to do the Ul

(k) Engine Core Vibration Survey

(1) Within 75 cycles after the effective date
of this AD, perform an initial engine core
vibration survey.

(2) Use about a one-minute acceleration
and a one-minute deceleration of the engine
between ground idle and 84% N2 (about
8,250 rpm) to perform the engine core
vibration survey.

(3) Use a spectral/trim balance analyzer or
equivalent to measure the N2 rotor vibration.

(4) If the vibration level is above 5 mils
Double Amplitude then, before further flight,
remove the engine from service.

(5) For those engines that fail any engine
core vibration survey requirements of this
AD, then before returning the engine to
service:

(i) Remove the LPT rotor stage 3 disk from
service; or

(ii) Perform an FPI of the inner diameter
surface forward cone body (forward spacer
arm) of the LPT rotor stage 3 disk as specified
in paragraphs (1)(1)(i) through (1)(1)(iii) of this
AD.
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(6) Thereafter, within every 350 cycles-
since-the-last-engine core vibration survey,
perform the engine core vibration survey as
required in paragraphs (k)(1) through (k)(5) of
this AD.

(7) If the engine has experienced any
vibration reported by maintenance or flight
crew that is suspected to be caused by the
engine core (N2), perform the engine core
vibration survey as required in paragraphs
(k)(1) through (k)(5) of this AD within 10
cycles after the report.

(1) Initial and Repetitive FPI of LPT Rotor
Stage 3 Disks

(1) At the next shop visit after the effective
date of this AD:

(i) Clean the LPT rotor stage 3 disk forward
spacer arm, including the use of a wet-
abrasive blast to eliminate residual or
background fluorescence.

(ii) Perform an FPI of the LPT rotor stage
3 disk forward spacer arm for cracks and for
a band of fluorescence. Include all areas of
the disk forward spacer arm and the inner
diameter surface forward cone body (forward
spacer arm) of the LPT rotor stage 3 disk.

(iii) Remove the disk from service before
further flight if a crack or a band of
fluorescence is present.

(2) Thereafter, clean and perform an FPI of
the LPT rotor stage 3 disk forward spacer
arm, as specified in paragraphs (1)(1)(i)
through (1)(1)(iii) of this AD, at each engine
shop visit that occurs after 1,000 cycles-
since-the last FPI of the LPT rotor stage 3
disk forward spacer arm.

(m) Removal of LPT Rotor Stage 3 Disks

Remove LPT rotor stage 3 disks listed in
Table 1 from service as follows:

(1) For disks that have fewer than 3,200
flight cycles since new (CSN) on the effective
date of this AD, remove the disk from service
before exceeding 6,200 CSN.

(2) For disks that have 3,200 CSN or more
on the effective date of this AD, do the
following:

(i) If the engine has a shop visit before the
disk exceeds 6,200 CSN, remove the disk
from service before exceeding 6,200 CSN.

(ii) If the engine does not have a shop visit
before the disk exceeds 6,200 CSN, remove
the disk from service at the next shop visit
after 6,200 CSN, not to exceed 3,000 cycles
from the effective date of this AD.

(n) Installation Prohibition

(1) After the effective date of this AD, do
not install or reinstall in any engine any LPT
rotor stage 3 disk that exceeds the new life
limit of 6,200 CSN.

(2) Remove from service any LPT rotor
stage 3 disk that is installed or re-installed
after the effective date of this AD, before the
disk exceeds the new life limit of 6,200 CSN.

(o) Definitions

(1) For the purposes of this AD, an EGT
above redline is a confirmed over-
temperature indication that is not a result of
EGT system error.

(2) For the purposes of this AD, a shift in
the smoothed EGT trending data is a shift in
a rolling average of EGT readings that can be
confirmed by a corresponding shift in the
trending of fuel flow or fan speed/core speed

(N1/N2) relationship. You can find further
guidance about evaluating EGT trend data in
GE Company Service Rep Tip 373
”Guidelines For Parameter Trend
Monitoring.”

(3) For the purposes of this AD, an engine
shop visit is the induction of an engine into
the shop after the effective date of this AD,
where the separation of a major engine flange
occurs; except the following maintenance
actions, or any combination, are not
considered engine shop visits:

(i) Introduction of an engine into a shop
solely for removal of the compressor top or
bottom case for airfoil maintenance or
variable stator vane bushing replacement.

(ii) Introduction of an engine into a shop
solely for removal or replacement of the stage
1 fan disk.

(iii) Introduction of an engine into a shop
solely for replacement of the turbine rear
frame.

(iv) Introduction of an engine into a shop
solely for replacement of the accessory
gearbox or transfer gearbox, or both.

(v) Introduction of an engine into a shop
solely for replacement of the fan forward
case.

(p) Previous Credit

(1) A borescope inspection performed
before the effective date of this AD using AD
2010-06—15, Amendment 39-16240 (75 FR
12661, March 17, 2010) or AD 2010-12-10,
Amendment 39-16331 (75 FR 32649, June 9,
2010) or AD 2011-02-07, Amendment 39—
16580 (76 FR 6323, February 4, 2011) within
the last 75 cycles, satisfies the initial
borescope inspection requirement in
paragraph (f)(1) of this AD.

(2) A UI performed before the effective date
of this AD using AD 2011-02-07,
Amendment 39-16580 (76 FR 6323, February
4,2011) or GE SB No. CF6-50-SB 72-1312,
dated August 9, 2010 or GE SB No. CF6-50—
SB 72-1312 Revision 1, dated October 18,
2010, satisfies the inspection requirement in
paragraph (j) of this AD.

(3) An engine core vibration survey
performed before the effective date of this AD
using AD 2011-02-07, Amendment 39—
16580 (76 FR 6323, February 4, 2011) or GE
SB No. CF6-50-SB 72—-1313, dated August 9,
2010 or GE SB No. CF6-50-SB 72—-1313
Revision 1, dated October 18, 2010, within
the last 350 cycles, satisfies the initial survey
requirement in paragraphs (k)(1) through
(k)(5) of this AD.

(4) An FPI of the LPT rotor stage 3 disk
forward spacer arm performed before the
effective date of this AD using AD 2011-18—
01, Amendment 39-16783 (75 FR 3, 52213,
August 22, 2011), within the last 1,000 flight
cycles of the LPT rotor stage 3 disk, satisfies
the initial inspection requirements in
paragraphs (1)(1)(i) through (1)(1)(iii) of this
AD.

(q) Alternative Methods of Compliance
(AMOCs)

(1) AMOGC:s previously approved for AD
2010-06-15, Amendment 39-16240 (75 FR
12661, March 17, 2010) are not approved for
this AD. However, AMOCs previously
approved for AD 2010-12-10, Amendment
39-16331 (75 FR 32649, June 9, 2010), AD

2011-02-07, Amendment 39-16580 (76 FR
6323, February 4, 2011), or AD 2011-18-01,
Amendment 39-16783 (76 FR 52213, August
22, 2011) are approved for this AD.

(2) The Manager, Engine Certification
Office, may approve alternative methods of
compliance for this AD. Use the procedures
found in 14 CFR 39.19 to make your request.

(r) Related Information

(1) For more information about this AD,
contact Tomasz Rakowski, Aerospace
Engineer, Engine Certification Office, FAA,
Engine & Propeller Directorate, 12 New
England Executive Park, Burlington, MA
01803; phone: 781-238-7735; fax: 781-238—
7199; e-mail: tomasz.rakowski@faa.gov.

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

Issued in Burlington, Massachusetts, on
October 13, 2011.
Peter A. White,

Manager, Engine & Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27006 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2011-1090; Directorate
Identifier 2011-NM-138-AD]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model DHC-8-400 Series
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above. This proposed
AD results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

One case of the inability to open the
airstair door while on ground was reported
in service. The airstair door seal did not
deflate, preventing the airstair door from
opening. It was found that the existing
airstair door pneumatic shut-off valve control
logic prevents the airstair door seal from
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deflating due to a single Input/Output
Module failure under certain conditions. The
inability to open the airstair door could
impede evacuation in the event of an
emergency.

* * * * *

The proposed AD would require
actions that are intended to address the

unsafe condition described in the MCAI

DATES: We must receive comments on
this proposed AD by December 5, 2011.

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

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

e Fax:(202) 493-2251.

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

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

For service information identified in
this proposed AD, contact Bombardier,
Inc., Q—Series Technical Help Desk, 123
Garratt Boulevard, Toronto, Ontario
M3K 1Y5, Canada; telephone 416—-375—
4000; fax 416—-375—4539; e-mail
thd.qseries@aero.bombardier.com;
Internet http://www.bombardier.com.
You may review copies of the
referenced service information at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA,
call 425-227-1221.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Cesar Gomez, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
New York 11590; telephone (516) 228—
7318; fax (516) 794-5531.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2011-1090; Directorate Identifier
2011-NM-138-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

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

Discussion

The Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued Canadian
Airworthiness Directive CF-2011-15,
dated June 20, 2011 (referred to after
this as ‘“the MCAI"’), to correct an unsafe
condition for the specified products.
The MCALI states:

One case of the inability to open the
airstair door while on ground was reported
in service. The airstair door seal did not
deflate, preventing the airstair door from
opening. It was found that the existing
airstair door pneumatic shut-off valve control
logic prevents the airstair door seal from
deflating due to a single Input/Output
Module failure under certain conditions. The
inability to open the airstair door could
impede evacuation in the event of an
emergency.

This [Canadian] directive mandates the
wiring changes [ModSum 4-126513, Seal
System Shut Off Valve Control Logic Change]
to prevent the above-mentioned failure
conditions.

You may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Bombardier, Inc. has issued Service
Bulletin 84-52-69, Revision C, dated
June 28, 2011. The actions described in
this service information are intended to
correct the unsafe condition identified
in the MCAL

FAA’s Determination and Requirements
of This Proposed AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified

of the unsafe condition described in the
MCALI and service information
referenced above. We are proposing this
AD because we evaluated all pertinent
information and determined an unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have proposed
different actions in this AD from those
in the MCAI in order to follow FAA
policies. Any such differences are
highlighted in a NOTE within the
proposed AD.

Costs of Compliance

Based on the service information, we
estimate that this proposed AD would
affect about 81 products of U.S. registry.
We also estimate that it would take
about 12 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Required
parts would cost about $0 per product.
Where the service information lists
required parts costs that are covered
under warranty, we have assumed that
there will be no charge for these parts.
As we do not control warranty coverage
for affected parties, some parties may
incur costs higher than estimated here.
Based on these figures, we estimate the
cost of the proposed AD on U.S.
operators to be $82,620, or $1,020 per
product.

Authority for This Rulemaking

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

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

Regulatory Findings

We 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 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. 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 regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new AD:

Bombardier, Inc.: Docket No. FAA-2011—
1090; Directorate Identifier 2011-NM—
138-AD.

Comments Due Date

(a) We must receive comments by

December 5, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier, Inc.
Model DHC-8-400, —401, and —402

airplanes, certificated in any category, serial
numbers 4001 through 4361 inclusive.

Subject

(d) Air Transport Association (ATA) of
America Code 52: Doors.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

One case of the inability to open the
airstair door while on ground was reported
in service. The airstair door seal did not
deflate, preventing the airstair door from
opening. It was found that the existing
airstair door pneumatic shut-off valve control
logic prevents the airstair door seal from
deflating due to a single Input/Output
Module failure under certain conditions. The
inability to open the airstair door could
impede evacuation in the event of an
emergency.
* * * * *

Compliance

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

Actions

(g) Within 6,000 flight hours after the
effective date of this AD: Incorporate
ModSum 4-126513, Seal System Shut Off
Valve Control Logic Change, in accordance
with the Accomplishment Instructions of
Bombardier Service Bulletin 84-52-69,
Revision C, dated June 28, 2011.

Credit for Actions Accomplished in
Accordance With Previous Service
Information

(h) Actions accomplished before the
effective date of this AD according to
Bombardier Service Bulletin 84-52—69, dated
January 28, 2011; Revision A, dated April 26,
2011; or Revision B, dated May 9, 2011; are
considered acceptable for compliance with
the corresponding actions specified in
paragraph (g) of this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(i) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOGC:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the ACO, send it to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone 516—228-7300; fax 516—
794-5531. Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office. The AMOC

approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(j) Refer to MCAI Canadian Airworthiness
Directive CF—2011-15, dated June 20, 2011;
and Bombardier Service Bulletin 84-52-69,
Revision C, dated June 28, 2011; for related
information.

Issued in Renton, Washington, on
October 6, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27009 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-1088; Directorate
Identifier 2011-NM-099-AD]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model DHC-8—-400 Series
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above. This proposed
AD results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

Several operators have reported difficulties
in opening the airstair door. Investigation
revealed that the airstair door gearbox drain
paths were blocked by sealant, causing water
to accumulate and freeze in the gearbox
assembly. An airstair door that is unable to
be opened could hinder evacuation in the
event of an emergency.

* * * * *

The proposed AD would require actions
that are intended to address the unsafe
condition described in the MCAL
DATES: We must receive comments on
this proposed AD by December 5, 2011.
ADDRESSES: You may send comments by
any of the following methods:
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e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493—2251.

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

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

For service information identified in
this proposed AD, contact Bombardier,
Inc., Q-Series Technical Help Desk, 123
Garratt Boulevard, Toronto, Ontario
M3K 1Y5, Canada; telephone 416-375—
4000; fax 416-375-4539; e-mail
thd.qseries@aero.bombardier.com;
Internet http://www.bombardier.com.
You may review copies of the
referenced service information at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA,
call 425-227-1221.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Cesar Gomez, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
New York 11590; telephone (516) 228—
7318; fax (516) 794-5531.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2011-1088; Directorate Identifier
2011-NM-099-AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy

aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

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

Discussion

The Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued Canadian
Airworthiness Directive CF—2011-06,
dated April 26, 2011 (referred to after
this as “the MCAI”), to correct an unsafe
condition for the specified products.
The MCAI states:

Several operators have reported difficulties
in opening the airstair door. Investigation
revealed that the airstair door gearbox drain
paths were blocked by sealant, causing water
to accumulate and freeze in the gearbox
assembly. An airstair door that is unable to
be opened could hinder evacuation in the
event of an emergency.

This [Canadian] directive mandates a one-
time [general visual] inspection [for sealant
blockages| and [remove any] sealant
interfering with the airstair gearbox drain
paths.

You may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Bombardier, Inc. has issued Service
Bulletin 84-53—48, dated December 2,
2010. The actions described in this
service information are intended to
correct the unsafe condition identified
in the MCAL

FAA’s Determination and Requirements
of This Proposed AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are proposing this
AD because we evaluated all pertinent
information and determined an unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.

operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have proposed
different actions in this AD from those
in the MCAI in order to follow FAA
policies. Any such differences are
highlighted in a NOTE within the
proposed AD.

Costs of Compliance

Based on the service information, we
estimate that this proposed AD would
affect about 83 products of U.S. registry.
We also estimate that it would take
about 2 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Where the
service information lists required parts
costs that are covered under warranty,
we have assumed that there will be no
charge for these parts. As we do not
control warranty coverage for affected
parties, some parties may incur costs
higher than estimated here. Based on
these figures, we estimate the cost of the
proposed AD on U.S. operators to be
$14,110, or $170 per product.

In addition, we estimate that any
necessary follow-on actions would take
about 3 work-hours and require parts
costing $0, for a cost of $255 per
product. We have no way of
determining the number of products
that may need these actions.

Authority for This Rulemaking

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

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

Regulatory Findings
We determined that this proposed AD
would not have federalism implications

under Executive Order 13132. This
proposed AD would not have a
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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 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. 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 regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39
Air transportation, Aircraft, Aviation

safety, Incorporation by reference,
Safety.

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new AD:

Bombardier, Inc.: Docket No. FAA-2011—
1088; Directorate Identifier 2011-NM—
099-AD.

Comments Due Date

(a) We must receive comments by

December 5, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier, Inc.
Model DHC-8—400, —401, and —402

airplanes; certificated in any category; serial
numbers 4161 through 4296 inclusive.

Subject

(d) Air Transport Association (ATA) of
America Code 53: Fuselage.
Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

Several operators have reported difficulties
in opening the airstair door. Investigation
revealed that the airstair door gearbox drain
paths were blocked by sealant, causing water

to accumulate and freeze in the gearbox
assembly. An airstair door that is unable to
be opened could hinder evacuation in the
event of an emergency.

* * * * *

Compliance

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

Actions

(g) Within 600 flight hours after the
effective date of this AD, do a general visual
inspection of the structure and gearbox drain
paths for blockages by sealant, in accordance
with the Accomplishment Instructions of
Bombardier Service Bulletin 84-53—48, dated
December 2, 2010. If any blockages are found,
before further flight, remove blockages in
accordance with the Accomplishment
Instructions of Bombardier Service Bulletin
84—-53-48, dated December 2, 2010.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(h) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOC:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the ACO, send it to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone 516—228-7300; fax 516—
794-5531. Before using any approved AMOG,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(i) Refer to MCAI Transport Canada Civil
Aviation (TCCA) Airworthiness Directive
CF-2011-06, dated April 26, 2011; and
Bombardier Service Bulletin 84-53—48, dated
December 2, 2010; for related information.

Issued in Renton, Washington, on October
6, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27023 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-1069; Directorate
Identifier 2011-NM-025-AD]

RIN 2120-AA64

Airworthiness Directives; Learjet Inc.
Model 45 Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above. This proposed
AD would require revising the
maintenance program to include new or
more restrictive life-limits and
inspections. This proposed AD was
prompted by changes to the
Airworthiness Limitations Section
(ALS) of the maintenance manual,
which adds life-limits, revises life-
limits, or adds inspections not
previously identified. We are proposing
this AD to limit exposure of flight
critical components to corrosion,
cracking, or failure due to life-limits,
which if not corrected, could result in
loss of roll control, fatigue cracking, or
loss of structural components.

DATES: We must receive comments on
this proposed AD by December 5, 2011.

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

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

e Fax:202-493-2251.

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

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

For service information identified in
this proposed AD, contact Learjet, Inc.,
One Learjet Way, Wichita, Kansas
67209-2942; phone 316-946—2000; fax
316—946—2220; e-mail
ac.ict@aero.bombardier.com; Internet


http://www.regulations.gov
mailto:ac.ict@aero.bombardier.com
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http://www.bombardier.com. You may
review copies of the referenced service
information at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington. For
information on the availability of this
material at the FAA, call 425-227-1221.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
William Griffith, Aerospace Engineer,
Airframe Branch, ACE-118W, FAA,
Wichita Aircraft Certification Office,
1801 Airport Road, Room 100, Mid-
Continent Airport, Wichita, Kansas
67209; phone: 316—-946—4116; fax: 316—
946—4107; e-mail:
William.E.Griffith@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about

this proposal. Send your comments to
an address listed under the ADDRESSES
section. Include ‘“Docket No. FAA—
2011-1069; Directorate Identifier 2011—
NM-025—-AD" at the beginning of your
comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD because of those
comments.

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

Discussion

We have reviewed the design
approval holder’s changes to the ALS of
the maintenance manual, which adds
life-limits, revises life-limits, or adds
inspections not previously identified.
These changes resulted from the design
holder’s analysis, testing, and in-service
history of certain components. We are
proposing this AD to limit exposure of
flight critical components to corrosion,
cracking, or failure due to life-limits,
which if not corrected, could result in
loss of roll control, fatigue cracking, or
loss of structural components. The

ESTIMATED COSTS

corrective action is revising the
maintenance program.

Relevant Service Information

We reviewed Chapter 04,
Airworthiness Limitations, of the
Bombardier Learjet 45 Maintenance
Manual MM-104, Revision 53, dated
January 10, 2011; and Bombardier
Learjet 40 Maintenance Manual MM—
105, Revision 21, dated January 10,
2011. This service information describes
component and system checks and
replacements and includes new or
revised life-limits and new inspections.

FAA’s Determination

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

Proposed AD Requirements

This proposed AD would require
accomplishing the actions specified in
the service information described
previously.

Costs of Compliance

We estimate that this proposed AD
affects 336 of U.S. registry.

We estimate the following costs to
comply with this proposed AD:

; Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Change ALS in maintenance manual ............. 1 work-hour x $85 per hour = $85 ................. $0 $85 $28,560

Authority for This Rulemaking

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

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

products identified in this rulemaking
action.

Regulatory Findings

We 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 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),

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

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

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

Learjet Inc.: Docket No. FAA-2011-1069;
Directorate Identifier 2011-NM-025—-AD.

Comments Due Date

(a) We must receive comments by
December 5, 2011.

Affected ADs

(b) None
Applicability

(c) This AD applies to all Learjet Inc.
Model 45 airplanes, certificated in any
category.

Note 1: This AD requires revisions to
certain operator maintenance documents to
include new actions (e.g. inspections).
Compliance with these actions is required by
14 CFR 91.403(c). For airplanes that have
been previously modified, altered, or
repaired in the areas addressed by these
actions, the operator may not be able to

accomplish the inspections described in the
revisions. In this situation, to comply with 14
CFR 91.403(c), the operator must request
approval for an alternative method of
compliance according to paragraph (i) of this
AD. The request should include a description
of changes to the required actions that will
ensure the continued operational safety of
the airplane. The FAA has provided guidance
for this determination in Advisory Circular
(AC) 25.1529-1A.

Subject

(d) Joint Aircraft System Component
(JASC)/Air Transport Association (ATA) of
America Code 05: Periodic Inspections.

Unsafe Condition

(e) This AD was prompted by changes to
the Airworthiness Limitations Section (ALS)
of the maintenance manual (MM), which
adds life-limits, revises life-limits, or adds
inspections not previously identified. We are
issuing this AD to limit exposure of flight
critical components to corrosion, cracking, or
failure due to life-limits, which if not
corrected, could result in loss of roll control,
fatigue cracking, or loss of structural
components.

TABLE 1—IRN TASK REVISION

Compliance

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

Maintenance Program Revision

(g) Within 90 days after the effective date
of this AD, revise the maintenance program
by incorporating the applicable inspection
reference number (IRN) tasks identified in
table 1 of this AD as specified in Chapter 04,
Airworthiness Limitations, of the Bombardier
Learjet 45 Maintenance Manual MM-104,
Revision 53, dated January 10, 2011; or
Bombardier Learjet 40 Maintenance Manual
MM-105, Revision 21, dated January 10,
2011; as applicable. The initial task
compliance time is within 90 days after the
effective date of this AD, or the applicable
initial compliance time specified in Table 1
of this AD, whichever is later.

Note 2: IRN # R2710041 shown in table 1
of this AD is identified as IRN # N2710041
in prior revisions of Bombardier Learjet 45
Maintenance Manual MM-104; and
Bombardier Learjet 40 Maintenance Manual
MM-105.

Model— IRN #— Initial compliance time— Chapter 04 of these documents—

Model 40, 45 ...... R2710041 ..o Within 10 years after the date of | Bombardier Learjet 45 Maintenance
issuance of the original standard air- Manual MM-104, Revision 53, dated
worthiness certificate or the date of January 10, 2011; or Bombardier
issuance of the original export certifi- Learjet 40 Maintenance Manual MM-
cate of airworthiness, or within 10 105, Revision 21, dated January 10,
years after the most recent replace- 2011; as applicable.
ment, whichever occurs later.

Model 40, 45 ...... Q55100971 ..oiiiiiiieeeeee e Within 600 flight hours after the most | Bombardier Learjet 45 Maintenance
recent inspection done in accordance Manual MM-104, Revision 53, dated
with IRN # Q5510091. January 10, 2011; or Bombardier

Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.

Model 40, 45 ...... Q5530011 e Before the accumulation of 9,600 total | Bombardier Learjet 45 Maintenance

flight hours. Manual MM-104, Revision 53, dated
January 10, 2011; or Bombardier
Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.

Model 40, 45 ...... P3220007 ....ooveiiieeeiieee e Within 48 months after the most recent | Bombardier Learjet 45 Maintenance
inspection done in accordance with Manual MM-104, Revision 53, dated
IRN # P3220007. January 10, 2011; or Bombardier

Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.
Model 40, 45 ...... P3220146 ....ccoeveeeeeeeeeeeee e Before the accumulation of 4,800 total | Bombardier Learjet 45 Maintenance
landings. Manual MM-104, Revision 53, dated
January 10, 2011; or Bombardier
Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.
Model 40, 45 ...... N3220012, N3220023, N3220035, | Before the accumulation of 10,000 total | Bombardier Learjet 45 Maintenance
N3220036, and N3220037. landings on the component. Manual MM-104, Revision 53, dated
January 10, 2011; or Bombardier
Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.
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TABLE 1—IRN TAsk REvisioN—Continued
Model— IRN #— Initial compliance time— Chapter 04 of these documents—
Model 40, 45 ...... N3220103, N3220104, N3220105, and | Before the accumulation of 17,000 total | Bombardier Learjet 45 Maintenance
N3220106. landings on the component. Manual MM-104, Revision 53, dated
January 10, 2011; or Bombardier
Learjet 40 Maintenance Manual MM-
105, Revision 21, dated January 10,
2011; as applicable.
Model 45 ............ N5710147, N5710171, and N5710173 .. | Before the accumulation of 6,500 total | Bombardier Learjet 45 Maintenance
flight hours. Manual MM-104, Revision 53, dated
January 10, 2011.
Model 45 ............ NS710175 .o Before the accumulation of 6,900 total | Bombardier Learjet 45 Maintenance
flight hours. Manual MM-104, Revision 53, dated
January 10, 2011.
Model 45 ............ NS710177 e Before the accumulation of 7,000 total | Bombardier Learjet 45 Maintenance
flight hours. Manual MM-104, Revision 53, dated
January 10, 2011.

No Alternative Intervals

(h) After accomplishing the revisions
required by paragraphs (g) of this AD, no
alternative IRN task or IRN task interval may
be used unless the IRN task or IRN task
interval is approved as an AMOC in
accordance with the procedures specified in
paragraph (i)(1) of this AD.

Alternative Methods of Compliance
(AMOCs)

(i)(1) The Manager, Wichita Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOGCs for this AD, if
requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the ACO, send it to the
attention of the person identified in the
Related Information section of this AD.

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

Related Information

(j) For more information about this AD,
contact William Griffith, Aerospace Engineer,
Airframe Branch, ACE-118W, FAA, Wichita
Aircraft Certification Office, 1801 Airport
Road, Room 100, Mid-Continent Airport,
Wichita, Kansas 67209; phone: 316—946—
4116; fax: 316—946—4107; e-mail:
William.E.Griffith@faa.gov.

(k) For service information identified in
this AD, contact Learjet, Inc., One Learjet
Way, Wichita, Kansas 67209-2942; telephone
316—-946—-2000; fax 316—946—2220; e-mail
ac.ict@aero.bombardier.com; Internet http://
www.bombardier.com. You may review
copies of the referenced service information
at the FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

Issued in Renton, Washington, on October
5, 2011.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27010 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-1087; Directorate
Identifier 2011-NM-032-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A318, A319, A320, and A321 Series
Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above that would
supersede two existing ADs. This
proposed AD results from mandatory
continuing airworthiness information
(MCAI) originated by an aviation
authority of another country to identify
and correct an unsafe condition on an
aviation product. The MCAI describes
the unsafe condition as:

Following in-service experience, analyses
of the failure to follow procedure or heed
existing cockpit cues were conducted to
assess the consequences of mismanagement
of thrust levers during landing.

The investigation results identified the
need for improvements in the identification
of throttle mis-positioning and so providing
further opportunity for the flight crew to
identify an incorrect thrust lever
configuration and to correct this. * * * In
addition, the analysis of the thrust lever

management issue shows two categories of
scenarios that could lead to thrust asymmetry
during landing with controllability and
deceleration consequences |.]

* * * * *

These thrust asymmetry conditions, if not
corrected, could result in loss of control of
the aeroplane during landing.

* * * * *

The proposed AD would require actions
that are intended to address the unsafe
condition described in the MCAI

DATES: We must receive comments on
this proposed AD by December 5, 2011.

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

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

e Fax:(202) 493—-2251.

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

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

For service information identified in
this proposed AD, contact Airbus,
Airworthiness Office—EAS, 1 Rond
Point Maurice Bellonte, 31707 Blagnac
Cedex, France; telephone +33 5 61 93 36
96; fax +33 5 61 93 44 51; e-mail:
account.airworth-eas@airbus.com;
Internet http://www.airbus.com. You
may review copies of the referenced
service information at the FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington.
For information on the availability of
this material at the FAA, call 425-227—
1221.
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Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT: Tim
Dulin, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2141; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA—-2011-1087; Directorate Identifier
2011-NM-032—AD” at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

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

Discussion

On October 23, 1997, we issued AD
97-22-13, Amendment 39-10185 (62
FR 58891, October 31, 1997) (which
corresponds to Direction Générale de
I’ Aviation Civile (DGAC) AD 96-079—
079(B), dated April 10, 1996, and which
supersedes FAA AD 94-20-02,
Amendment 39-9030 (59 FR 48563,
September 22, 1994)); and on May 10,
2002, we issued AD 2002—10-06,
Amendment 39-12752 (67 FR 35425,
May 20, 2002) (which corresponds to
DGAC AD 2000-320-147(B), dated July
26, 2000). AD 97—22—13 required a
limitations section revision to the
airplane flight manual and the
installation of a new flight warning
computer (FWC). AD 2002—10-06
required the replacement of the FWC.

Since we issued AD 97-22-13,
Amendment 39-10185 (62 FR 58891,
October 31, 1997) and AD 2002—10-06,
Amendment 39-12752 (67 FR 35425,
May 20, 2002), we have determined in
consultation with the European
Aviation Safety Agency (EASA), which
is the Technical Agent for the Member
States of the European Community, that
additional actions are necessary to
address the unsafe condition. EASA has
issued EASA Airworthiness Directive
2011-0001, dated January 10, 2011
(referred to after this as ‘““the MCAI”’), to
correct an unsafe condition for the
specified products. The MCALI states:

Following in-service experience, analyses
of the failure to follow procedure or heed
existing cockpit cues were conducted to
assess the consequences of mismanagement
of thrust levers during landing.

The investigation results identified the
need for improvements in the identification
of throttle mis-positioning and so providing
further opportunity for the flight crew to
identify an incorrect thrust lever
configuration and to correct this. For the
A320 family of aeroplanes this being IDLE or
REVERSE, which is necessary to enable
ground spoiler (G/S) extension and auto-
brake (A/BRK) functions. In addition, the
analysis of the thrust lever management issue
shows two categories of scenarios that could
lead to thrust asymmetry during landing with
controllability and deceleration
consequences:

—One thrust lever kept in forward thrust
when the other is put in IDLE or REVERSE.
This has been seen in cases of dispatch
with one thrust reverser inoperative; and

—One thrust lever moved in forward position
after landing, usually when bringing the
thrust lever back from REVERSE to IDLE.

These thrust asymmetry conditions, if not
corrected, could result in loss of control of
the aeroplane during landing.

This [EASA] AD supersedes DGAC France
AD 94-211-059(B) R2 and 96—079-079(B)
[which corresponds to FAA AD 97-22-13 (62
FR 58891, October 31, 1997], mandating
Aircraft Flight Manual Temporary Revision
reference 9.99.99/20 and the installation of
FWC P/N 350E017248685 (H1D2) as
terminating action for both ADs.

This [EASA] AD retains the requirements
of DGAC France AD 2000-320-147(B) [which
corresponds to FAA AD 2002-10-06 (67 FR
35425, May 20, 2002)], which is also
superseded, which required the installation
of FWC P/N 350E017271616 (H1E2).

For the reasons described above, this
[EASA] AD requires the replacement of both
FWC units with minimum FWC P/N
350E053020909 (H2F5) units, introducing
“Enhanced RETARD” logic.

You may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Airbus has issued Mandatory Service
Bulletin A320-31-1106, Revision 05,
dated September 21, 2000; Service

Bulletin A320-31-1141, Revision 04,
dated February 14, 2002; Service
Bulletin A320-31-1334, Revision 04,
including Appendix 01, dated
September 12, 2011. The actions
described in this service information are
intended to correct the unsafe condition
identified in the MCAL

FAA’s Determination and Requirements
of This Proposed AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are proposing this
AD because we evaluated all pertinent
information and determined an unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have proposed
different actions in this AD from those
in the MCAI in order to follow FAA
policies. Any such differences are
highlighted in a NOTE within the
proposed AD.

Costs of Compliance

Based on the service information, we
estimate that this proposed AD would
affect about 729 products of U.S.
registry.

The actions that are required by AD
2002—-10-06 Amendment 39-12752 (67
FR 35425, May 20, 2002) and retained
in this proposed AD take about 7 work-
hours per product, at an average labor
rate of $85 per work-hour. Required
parts would cost about $0 per product.
Where the service information lists
required parts costs that are covered
under warranty, we have assumed that
there will be no charge for these parts.
As we do not control warranty coverage
for affected parties, some parties may
incur costs higher than estimated here.
Based on these figures, the estimated
cost of the currently required actions is
$595 per product.
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We estimate that it would take about
4 work-hours per product to comply
with the new basic requirements of this
proposed AD. The average labor rate is
$85 per work-hour. Required parts
would cost about $0 per product. Based
on these figures, we estimate the cost of
the proposed AD on U.S. operators to be
$247,860, or $340 per product.

Authority for This Rulemaking

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

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

Regulatory Findings

We 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 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. 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 regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

2. The FAA amends § 39.13 by
removing Amendment 39-10185 (62 FR
58891, October 31, 1997) and
Amendment 39-12752, (67 FR 35425,
May 20, 2002) and adding the following
new AD:

Airbus: Docket No. FAA-2011-1087;
Directorate Identifier 2011-NM—-032—-AD.

Comments Due Date

(a) We must receive comments by
December 5, 2011.

Affected ADs

(b) This AD supersedes AD 97-22-13,
Amendment 39-10185 (62 FR 58891, October
31, 1997); and AD 2002—10—06, Amendment
39-12752 (67 FR 35425, May 20, 2002).
Applicability

(c) This AD applies to Airbus Model A318—
111, -112, -121, and —122 airplanes; Model
A319-111,-112,-113,-114, -115, -131,
—132, and —133 airplanes; Model A320-111,
-211,-212,-214,-231, -232, and —233
airplanes; and Model A321-111, -112, —131,
-211,-212,-213, -231, and —232 airplanes;
certificated in any category; all serial
numbers; if equipped with a flight warning
computer (FWC) with a part number (P/N)
listed in table 1 of this AD.

TABLE 1—LIST OF FWC PART
NUMBERS AFFECTED BY THIS AD

FWC Part No.

350E017238484 (H1D1)
350E016187171 (C5)
350E017248685 (H1D2)
350E017251414 (H1E1)
350E017271616 (H1E2)
350E018291818 (H1E3CJ)
350E018301919 (H1E3P)
350E018312020 (H1E3Q)
350E053020202 (H2E2)
350E053020303 (H2E3)
350E053020404 (H2E4)
350E053020606 (H2F2)
350E053020707 (H2F3)
350E053021010 (H2F3P)
350E053020808 (H2F4)

Subject

(d) Air Transport Association (ATA) of
America Code 31: Indicating and Recording
Systems.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

Following in-service experience, analyses
of the failure to follow procedure or heed
existing cockpit cues were conducted to
assess the consequences of mismanagement
of thrust levers during landing.

The investigation results identified the
need for improvements in the identification
of throttle mis-positioning and so providing
further opportunity for the flight crew to
identify an incorrect thrust lever
configuration and to correct this. * * * In
addition, the analysis of the thrust lever
management issue shows two categories of
scenarios that could lead to thrust asymmetry
during landing with controllability and
deceleration consequences:

* * * * *

These thrust asymmetry conditions, if not
corrected, could result in loss of control of
the aeroplane during landing.

* * * * *

Compliance

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

Restatement of Requirements of AD 2002-
10-06, Amendment 39-12752 (67 FR 35425,
May 20, 2002), With New Optional Method
of Compliance

Modification

(g) For Model A319, A320, and A321 series
airplanes without Airbus modification 26017:
Within 18 months after June 24, 2002 (the
effective date of AD 2002—-10-06,
Amendment 39-12752 (67 FR 35425, May 20,
2002)), replace the flight warning computers
(FWGCs) in accordance with Airbus Service
Bulletin A320-31-1106, Revision 04, dated
December 21, 1999; or Revision 05, dated
September 21, 2000.

Note 1: FWC replacement accomplished
prior to June 24, 2002, in accordance with
Airbus Service Bulletin A320-31-1106,
dated January 3, 1997; Revision 01, dated
April 16, 1997; Revision 02, dated January
20, 1998; or Revision 03, dated July 9, 1999;
is acceptable for compliance with the
requirements of paragraph (g) of this AD.

Optional Method of Compliance

(h) Installation of a FWC standard in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A320—
31-1141, Revision 04, dated February 14,
2002, is an acceptable method of compliance
with the replacement required by paragraph
(g) of this AD.

New Requirements of This AD

Flight Warning Computer Replacement

(i) Within 48 months after the effective
date of this AD: Replace both FWC units with
FWC part number 350E053020909, in
accordance with the Accomplishment
Instructions of Airbus Service Bulletin A320-
31-1334, Revision 04, including Appendix
01, dated September 12, 2011.
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Credit for Actions Accomplished in
Accordance With Previous Service
Information

(j) For all airplanes, except for Model A319
series airplanes on which modifications
28238, 28162, and 28342 have been
incorporated, replacing both FWCs in
accordance with Airbus Service Bulletin
A320-31-1334, dated July 30, 2009; Revision
01, dated December 14, 2009; or Revision 02,
dated September 13, 2010; or Revision 03,
dated March 15, 2011; before the effective
date of this AD is acceptable for compliance
with the corresponding replacement required
by paragraph (i) of this AD.

(k) Replacing both FWCs in accordance
with Airbus Service Bulletin A320-31-1141,
dated March 6, 2000; Revision 01, dated May
25, 2000; Revision 02, dated January 22,
2001; or Revision 03, dated June 12, 2001;
before the effective date of this AD is
acceptable for compliance with the
corresponding installation specified in
paragraph (h) of this AD.

Parts Installation

(1) As of the effective date of this AD, and
after accomplishing the actions in paragraph
(i) of this AD, no person may install a FWC
with a P/N listed in table 1 of this AD on any
airplane.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(m) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOGC:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
In accordance with 14 CFR 39.19, send your
request to your principal inspector or local
Flight Standards District Office, as
appropriate. If sending information directly
to the International Branch, send it to ATTN:
Tim Dulin, Aerospace Engineer, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356; telephone
425-227-2141; fax 425-227-1149.
Information may be e-mailed to: 9-ANM-116-
AMOC-REQUESTS@faa.gov. Before using
any approved AMOC, notify your appropriate
principal inspector, or lacking a principal
inspector, the manager of the local flight
standards district office/certificate holding
district office. The AMOC approval letter
must specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(n) Refer to MCAI EASA Airworthiness
Directive 2011-0001, dated January 10, 2011;

Airbus Service Bulletin A320-31-1106,
Revision 04, dated December 21, 1999;
Airbus Mandatory Service Bulletin A320-31—
1106, Revision 05, dated September 21, 2000;
Airbus Service Bulletin A320-31-1141,
Revision 04, dated February 14, 2002; and
Airbus Service Bulletin A320-31-1334,
Revision 04, including Appendix 01, dated
September 12, 2011; for related information.

Issued in Renton, Washington, on October
11, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27026 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2011-1089; Directorate
Identifier 2011-NM-110-AD]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model BD-100-1A10 (Challenger
300) Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: We propose to adopt a new
airworthiness directive (AD) for the
products listed above. This proposed
AD results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

During a routine inspection, deformation
was found at the neck of the pressure
regulator body on the oxygen Cylinder and
Regulator Assemblies (CRA) of a BD-700—
1A11 aeroplane.

An investigation by the vendor * * *
revealed that the deformation was attributed
to two (2) batches of raw material that did not
meet the required tensile strength. This may
cause elongation of the pressure regulator
neck, which could result in rupture of the
oxygen cylinder and in the case of cabin
depressurization, oxygen not being available
when required.

* * * * *

The proposed AD would require
actions that are intended to address the
unsafe condition described in the MCAI

DATES: We must receive comments on
this proposed AD by December 5, 2011.

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

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

e Fax:(202) 493—2251.

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

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

For service information identified in
this proposed AD, contact Bombardier,
Inc., 400 Cote-Vertu Road West, Dorval,
Québec H4S 1Y9, Canada; telephone
514—855-5000; fax 514—-855-7401;
e-mail thd.crj@aero.bombardier.com;
Internet http://www.bombardier.com.
You may review copies of the
referenced service information at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA,
call 425-227-1221.

Examining the AD Docket

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

FOR FURTHER INFORMATION CONTACT:
Cesar Gomez, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
New York 11590; telephone (516) 228—
7318; fax (516) 794—5531.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send any written
relevant data, views, or arguments about
this proposed AD. Send your comments
to an address listed under the
ADDRESSES section. Include “Docket No.
FAA-2011-1089; Directorate Identifier
2011-NM-110-AD" at the beginning of
your comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of this proposed AD. We will
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consider all comments received by the
closing date and may amend this
proposed AD based on those comments.

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

Discussion

Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued Canadian
Airworthiness Directive CF-2011-09,
dated May 13, 2011 (referred to after
this as “the MCAI”’), to correct an unsafe
condition for the specified products.
The MCAI states:

During a routine inspection, deformation
was found at the neck of the pressure
regulator body on the oxygen Cylinder and
Regulator Assemblies (CRA) of a BD-700-
1A11 aeroplane.

An investigation by the vendor, Avox
Systems Inc., revealed that the deformation
was attributed to two (2) batches of raw
material that did not meet the required
tensile strength. This may cause elongation of
the pressure regulator neck, which could
result in rupture of the oxygen cylinder and
in the case of cabin depressurization, oxygen
not being available when required.

Although there have been no reported
failures to date on any Model BD-100-1A10
aeroplanes, oxygen pressure regulators, Part
Numbers (P/N) 806370—-06 and 806370-14
could be part of the affected batches.

This [Canadian] directive mandates [an
inspection to determine if a certain oxygen
CRA is installed and] the replacement of
oxygen CRAs containing pressure regulators
that do not meet the required material
properties.

You may obtain further information
by examining the MCAI in the AD
docket.

Relevant Service Information

Bombardier has issued Service
Bulletin 100-35-05, Revision 02, dated
January 31, 2011. The actions described
in this service information are intended
to correct the unsafe condition
identified in the MCAL

FAA’s Determination and Requirements
of This Proposed AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are proposing this
AD because we evaluated all pertinent
information and determined an unsafe
condition exists and is likely to exist or

develop on other products of the same
type design.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have proposed
different actions in this AD from those
in the MCAI in order to follow FAA
policies. Any such differences are
highlighted in a Note within the
proposed AD.

Costs of Compliance

Based on the service information, we
estimate that this proposed AD would
affect about 79 products of U.S. registry.
We also estimate that it would take
about 3 work-hours per product to
comply with the basic requirements of
this proposed AD. The average labor
rate is $85 per work-hour. Required
parts would cost about $0 per product.
Where the service information lists
required parts costs that are covered
under warranty, we have assumed that
there will be no charge for these parts.
As we do not control warranty coverage
for affected parties, some parties may
incur costs higher than estimated here.
Based on these figures, we estimate the
cost of the proposed AD on U.S.
operators to be $20,145, or $255 per
product.

Authority for This Rulemaking

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

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

Regulatory Findings

We 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, 1
certify 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. 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 regulatory evaluation
of the estimated costs to comply with
this proposed AD and placed it in the
AD docket.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]
2. The FAA amends § 39.13 by adding
the following new AD:

Bombardier, Inc.: Docket No. FAA-2011—
1089; Directorate Identifier 2011-NM—
110-AD.

Comments Due Date

(a) We must receive comments by
December 5, 2011.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier, Inc.
Model BD-100-1A10 (Challenger 300)
airplanes, certificated in any category, serial
numbers 20003 and subsequent.
Subject

(d) Air Transport Association (ATA) of
America Code 35: Oxygen.
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Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

During a routine inspection, deformation
was found at the neck of the pressure
regulator body on the oxygen Cylinder and
Regulator Assemblies (CRA) of a BD-700—
1A11 aeroplane.

An investigation by the vendor * * *
revealed that the deformation was attributed
to two (2) batches of raw material that did not
meet the required tensile strength. This may
cause elongation of the pressure regulator
neck, which could result in rupture of the
oxygen cylinder and in the case of cabin
depressurization, oxygen not being available
when required.

* * * * *

Compliance

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

Actions

(g) For airplanes having serial numbers
20003 through 20291 inclusive: Within 750
flight hours after the effective date of this AD,
do an inspection of oxygen pressure
regulators having P/N 806370-06 or 806370—
14, to determine the serial number, in
accordance with paragraph 2.B.(2) of the
Accomplishment Instructions of Bombardier
Service Bulletin 100-35-05, Revision 02,
dated January 31, 2011.

(1) If the serial number of the oxygen
pressure regulator is listed in Table 2 of the
Accomplishment Instructions of Bombardier
Service Bulletin 100-35-05, Revision 02,
dated January 31, 2011, replace the affected
oxygen CRA, in accordance with paragraph
2.C. of the Accomplishment Instructions of
Bombardier Service Bulletin 100-35-05,
Revision 02, dated January 31, 2011.

(2) If the serial number of the oxygen
pressure regulator is not listed in Table 2 of
the Accomplishment Instructions of
Bombardier Service Bulletin 100-35-05,
Revision 02, dated January 31, 2011, no
further action is required by this paragraph.

Parts Installation

(h) For all airplanes: As of the effective
date of this AD, no person may install an
oxygen pressure regulator (P/N 806370-06 or
806370-14) having any serial number listed
in Table 2 of Bombardier Service Bulletin
100-35-05, Revision 02, dated January 31,
2011, on any airplane, unless a suffix “-A”
is beside the serial number.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows:

The MCAI applicability specifies only
airplanes having certain serial numbers and
prohibits installation of the affected part on
those airplanes. Because the affected part
could be rotated onto any of the Model BD—
100-1A10 (Challenger 300) airplanes, this
AD applies to serial numbers 20003 and
subsequent. This difference has been
coordinated with Transport Canada Civil
Aviation (TCCA).

Other FAA AD Provisions

(i) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOGC:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. In accordance with 14 CFR
39.19, send your request to your principal
inspector or local Flight Standards District
Office, as appropriate. If sending information
directly to the ACO, send it to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone 516—228-7300; fax 516—
794-5531. Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office. The AMOC
approval letter must specifically reference
this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

Related Information

(j) Refer to MCAI Canadian Airworthiness
Directive CF-2011-09, dated May 13, 2011;
and Bombardier Service Bulletin 100—-35-05,
Revision 02, dated January 31, 2011; for
related information.

Issued in Renton, Washington, on October
11, 2011.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2011-27011 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 43

[Docket No. FAA-2011-0763; Notice No. 11—
05]

RIN 2120-AJ91

Pilot Loading of Navigation and Terrain
Awareness Database Updates

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to amend
the maintenance regulations by
removing from the preventive
maintenance category the task of
updating databases used in self-
contained, front-panel or pedestal-

mounted navigation equipment. This
change would allow pilots who operate
certificated aircraft to update the
specified databases and eliminate the
requirement for certificated mechanics
or repair stations to perform the update.
The effect of this revision would be to
ensure that pilots using specified
navigation equipment have the most
current and accurate navigational data
and thereby increase aviation safety.
DATES: Send comments on or before
December 19, 2011.

ADDRESSES: Send comments identified
by docket number [Docket No. FAA—
2011-0763; Notice No. 11-05] using any
of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the online instructions for sending your
comments electronically.

¢ Mail: Send comments to Docket
Operations, M—-30; U.S. Department of
Transportation (DOT), 1200 New Jersey
Avenue, SE., Room W12-140, West
Building Ground Floor, Washington, DC
20590-0001.

e Hand Delivery or Courier: Take
comments to Docket Operations in
Room W12-140 of the West Building
Ground Floor at 1200 New Jersey
Avenue, SE., Washington, DC, between
9 a.m. and 5 p.m., Monday through
Friday, except Federal holidays.

e Fax:Fax comments to Docket
Operations at 202—493-2251.

Privacy: The FAA will post all
comments it receives, without change,
to http://www.regulations.gov, including
any personal information the
commenter provides. Using the search
function of the docket Web site, anyone
can find and read the electronic form of
all comments received into any FAA
dockets, including the name of the
individual sending the comment (or
signing the comment for an association,
business, labor union, etc.). DOT’s
complete Privacy Act Statement can be
found in the Federal Register published
on April 11, 2000 (65 FR 19477-78), as
well as at http://DocketsInfo.dot.gov.

Docket: Background documents or
comments received may be read at
http://www.regulations.gov at any time.
Follow the online instructions for
accessing the docket or Docket
Operations in Room W12-140 of the
West Building Ground Floor at 1200
New Jersey Avenue, SE., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: For
technical questions about this
rulemaking action, contact Chris Parfitt,
Flight Standards Service, Aircraft
Maintenance Division—Avionics
Maintenance Branch, AFS-360, Federal
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Aviation Administration, 950 L’Enfant
Plaza, SW., Washington, DC 20024;
telephone (202) 385-6398; facsimile
(202) 385—6474; e-mail
chris.parfitt@faa.gov.

For legal questions about this action,
contact Viola Pando, Office of the Chief
Counsel, Regulations Division—Policy
and Adjudication Branch, AGC-210,
Federal Aviation Administration, 800
Independence Ave., SW., Washington,
DC 20591; telephone (202) 493—-5293;
e-mail viola.pando@faa.gov.
SUPPLEMENTARY INFORMATION: See the
“Additional Information” section for
information on how to comment on this
proposal and how the FAA will handle
comments received. The “Additional
Information” section also contains more
information about the docket, privacy,
and handling of proprietary or
confidential business information. In
addition, there is information on
obtaining copies of related rulemaking
documents.

Authority for This Rulemaking

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

This rulemaking is promulgated
under the authority described in
Subtitle VII, Part A, Subpart III,
§44701(a)(1), section 44703 (a)(D), and
section 44711(a)(2). In section
44701(a)(1), the FAA is charged with
prescribing regulations and minimum
standards in the interest of safety for
and the manner of servicing of aircraft
appliances. In section 44703(a)(D), the
FAA is charged with specifying the
capacity in which the holder of a
certificate may serve as an airman with
respect to an aircraft. Section
44711(a)(2) prohibits any person from
serving in any capacity as an airman
with respect to a civil aircraft, aircraft
appliance used, or intended for use, in
air commerce—without an airman
certificate authorizing the airman to
serve in the capacity for which the
certificate was issued. This regulation is
within the scope of the cited authority.

I. Overview of the Proposed Rule

This rulemaking would allow pilots of
all certificated aircraft equipped with
self-contained, front-panel or pedestal-
mounted navigational systems (‘“Nav-
Systems”’) to update the database.
Currently, only pilots of aircraft
operated under part 91 (general
aviation) are allowed to perform the
update. Nav-Systems provide many
services for pilots, including

navigational information for which
accuracy of data is critical to the safe
operation of an aircraft. Accuracy of
navigational data is achieved by
maintaining current data, which is
ensured by performing database updates
that are typically required every 28
days.

Under the current regulations, except
general aviation aircraft, updates to Nav-
System databases must be performed by
certificated mechanics and repair
stations (“‘qualified personnel”).
Consequently, if the database were to
expire when the aircraft is not
accessible to qualified personnel, the
aircraft would have to be operated with
an expired database, rerouted to the
nearest repair station, or have a
certificated mechanic transported to the
aircraft to perform the update. Each of
these options increase the workload for
pilots and air traffic control (ATC), as
well as increase the likelihood for data
errors caused by pilots during manual
input of data. These options also present
increased operational costs.

Changes to Nav-System design have
made updating databases a simple
procedure that any pilot can perform.
The FAA established the requirement to
have qualified personnel update Nav-
System databases to address the
complexity of older systems, for which
a person needed training and
specialized equipment and access to
installed equipment to perform the
update. Updating newer Nav-Systems is
now a simple procedure that does not
require special training or specialized
equipment. Consequently, the safety
concerns that existed when the current
regulations were promulgated are no
longer valid. We are therefore proposing
to end the requirement for qualified
personnel to perform database updates
because the requirement no longer
serves the purpose for which it was
established.

If adopted, this rulemaking would
reduce workloads for pilots and ATC
and reduce compliance-related
operational costs. However, it also may
have a negative economic impact on
certificated mechanics and repair
stations that currently perform required
updates for affected operations. Aircraft
operated under part 121 are less likely
to be affected because they are not
generally equipped with the Nav-
Systems affected by this rulemaking,
and they would therefore continue to
require the services of qualified
personnel.

The FAA has preliminarily
determined there would be minimal
costs imposed by the proposed rule. In
practice, the rule would simply allow
the pilot to upload the current database

rather than transporting a certificated
mechanic to the aircraft, or flying the
aircraft to a repair station. Benefits from
this proposed rulemaking would
include reduced workloads for pilots
and ATC, as discussed below in the
Background section. This proposed
rulemaking would also reduce the
potential for error in navigational data.
In addition, the proposed rulemaking
would foster practices that will
contribute to the success of the Next
Generation (NexGen) modernization of
the National Aerospace System (NAS) as
it is implemented, resulting in an
overall increase in aviation safety.

II. Background

A. Statement of the Problem

Currently, § 43.3(g) and Appendix A,
paragraph (c)(32) require that updates to
databases for Nav-Systems installed on
aircraft operated under parts 121, 125,
129, 133, 135, and 137 (‘“certificated
operations’’) must be performed by
qualified personnel. Nav-Systems
affected by this rulemaking could be
easily updated using a simple procedure
that pilots can perform without special
training or specialized equipment. The
requirement for qualified personnel to
perform the update is therefore no
longer necessary to ensure the update
has been performed properly.

A large percentage of aircraft used in
certificated operations are equipped
with fully integrated Nav-Systems that
rely on data stored in ATC navigational
databases. Data stored in a database
serve various navigational functions.
Those functions include providing
coordinates for fixed points in the
airspace or on the ground that are used
for basic en route navigation, complex
departure and arrival navigation, fuel
planning, and precise vertical
navigation. This data is updated by
uploading a current database to the Nav-
System, which can be done by inserting
a data storage disc into a slot on a front-
instrument panel or pedestal-mounted
Nav-System, similar to inserting a
memory card into a digital camera.
Updates of navigation databases are
typically required every 28 days.

The regulatory requirement that
allows only authorized mechanics and
repair stations (hereafter referred to as
“qualified personnel”) to upload the
most current data imposes a burden on
the system in terms of workloads and
demands on the National Airspace
System (NAS). If the database expires
when the aircraft is at a location where
qualified personnel are not available to
perform the update, the operator must:
(1) Operate the aircraft with an expired
database under the minimum
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equipment list (MEL) procedures, (2)
reroute the aircraft to an authorized
repair station, or (3) transport an
authorized mechanic to the aircraft’s
location. The aircraft also can be flown
with an expired navigational database
under Minimum Equipment List (MEL)
procedures, but doing so imposes more
duties on the flightcrew and ATC. Each
of these options presents safety
concerns and increased operational
costs.

In addition, each of these options is
problematic because they can increase
the flightcrew’s and ATC’s workload
when controlling the affected aircraft.
Further, they are costly to the operator.
This is particularly true for operations
in remote areas. If the operator decides
to move the aircraft to a repair station,
the increased workload associated with
rerouting the aircraft, for both flightcrew
and ATC, requires planning an
alternative flight route. Similarly, if the
decision is to transport qualified
personnel to the aircraft, the operator
must locate personnel and schedule a
flight to the aircraft. If the decision is to
operate the aircraft with an expired
database, in accordance with applicable
regulations and operations
specifications, among other tasks, the
flightcrew must: (1) Verify fixes before
dispatch, (2) verify navigational aid
status and suitability for the flight route,
and (3) advise ATC that published area
navigational (RNAV) procedures, RNAV
standard instrument departures, and
RNAV airways cannot be used.

RNAYV terminal procedures
authorizations and some RNAYV route
authorizations require a current
navigational database. Those
authorizations typically are denied to
anyone operating with an expired
database. This is significant because use
of RNAV routes and procedures provide
a safer, more efficient National Airspace
System (NAS).

Changes to the flightcrew’s preflight
procedures and to ATC duties add to
already heavy workloads. ATC’s
workload is increased because it must
assign alternate terminal RNAV
procedures and other services to the
affected flightcrew. In both cases, the
rate of error can be increased either by
pilot input of inaccurate data during
verification, or by errors in ATC
assignments which may occur during
redirection of the flight. Both types of
error have the potential to compromise
aviation safety.

The FAA is committed to increasing
aviation safety and creating a more
efficient NAS. To that end the FAA has
targeted innovative navigational
solutions that rely on Nav-Systems,
which in turn are dependent on

accurate and current databases. For
instance, Required Navigation
Performance (RNP), an important
program for enhancing safety through
establishing a high degree of precision
air navigation, allows for more efficient
use of the airspace. In addition, RNP
assists in developing constant angle
descent approaches, which increase
safety during approach and landing.
RNP operations rely on equipment and
systems that depend on updateable
databases for operational accuracy.

The increasing use of Nav-Systems
and the criticality of maintaining
current databases for RNP operations
under NexGen require that the two work
seamlessly and impose no greater
burden on the NAS than necessary.

We have tentatively determined that
the burdens attendant to compliance
with current regulatory requirements for
qualified personnel to perform database
updates may no longer be justified.
Developments in navigational system
technology have made it possible for
pilots to perform updates properly
without special training or equipment.
Therefore, a safety-related reason may
no longer exist for continuing to require
that mechanics and repair stations
perform updates for modern Nav-
Systems. Absent the safety concerns
related to the complexity of updating an
older navigational system that served as
the impetus for the current
requirements, there may no longer be
reason to prohibit pilots from
performing updates.

B. History

Before 1996, the regulations
categorized the task of updating any
navigational system database as
maintenance because these systems
were large, complex, and installed on
large transport category aircraft. The
FAA required that qualified personnel
perform the updates because doing so
required special training and
specialized equipment. By 1996, a
second type of Nav-System was
developed that was small, self-
contained, and easily accessible. The
newer Nav-System was targeted for use
on general aviation aircraft because
unlike older navigational systems, the
new Nav-Systems introduced simple
updating procedures that enabled any
pilot to update a database without
special training or equipment. The FAA
addressed this improvement by
amending the regulations.

In 1996, the FAA amended §43.3 and
Appendix A of Title 14, Code of Federal
Regulations, part 43 (61 FR 19501, May
1, 1996). Among other actions, the
amendment allowed owners and
operators of general aviation aircraft to

update easily updateable Nav-System
databases. However, while the
amendment allowed GA pilots to
perform updates to Nav-Systems, it
prohibited pilots of aircraft operated
under parts 121, 129, and 135 from
updating databases on the older
navigational systems. For these
operations, the task of updating
databases was categorized as
maintenance.

Unlike the older systems, the FAA
allowed pilots of smaller general
aviation aircraft to perform updates to
Nav-System databases because the
systems were not similar to those
installed on aircraft operated under
parts 121, 129, and 135. Newer Nav-
Systems were self-contained, easily
accessible and updated, compact
devices. Conversely, navigational
systems installed on aircraft operating
under parts 121, 129, and 135 were
more complex. Those Nav-Systems were
frequently composed of two hardware
components. One was a central data
storage/processing unit (CPU), which
was installed in a location remote from
the second piece of hardware. The other
was the Control Display Unit (CDU),
which was installed in the cockpit.
Updating the more complex systems
requires that qualified personnel use
specialized equipment to upload the
new data into the CPU.

Since then, the number of newer self-
contained Nav-Systems installed on
most non-transport category aircraft has
increased. Updating a Nav-System
database is as simple as inserting a
memory card into a digital camera, with
automatic verification to the pilot that
the update has been successful
occurring via display of the update’s
revision number on the CDU.

III. Discussion of the Proposal

The FAA proposes to amend §43.3 to
allow pilots of aircraft operated under
parts 121, 125, 133, 135, and 137
(“certificated operations”) to update
Nav-System databases. The task of
updating a Nav-System is currently
categorized as preventive maintenance
under part 43, Appendix A, paragraph
(c)(32). As such, §43.3, which
prescribes who may perform
maintenance, requires that it be
performed by a certificated mechanic or
repair station unless that preventive
maintenance, as specifically enumerated
in Appendix A, “may be performed by
the holder of a pilot certificate issued
under part 61 on an aircraft owned or
operated by that pilot which is not used
under part 121, 129, or 135 * * *”
(emphasis added).

This proposal would extend
authorization for pilots on all
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certificated operations to perform Nav-
System database updates. The FAA has
determined that the ease of successfully
updating modern Nav-Systems remains
the same regardless of the regulatory
part under which the aircraft is
operated.

We are proposing to remove
paragraph (c)(32) from part 43,
Appendix A, which will remove from
the preventive maintenance category the
task of updating “* * * self-contained
front-instrument panel and pedestal-
mounted air traffic control (ATC)
navigational software databases
(excluding those of automatic flight
control systems, transponders, and
microwave frequency distance
measuring equipment (DME)), provided
no disassembly of the unit is required
and pertinent instructions are
provided.” The effect of removing
paragraph (c)(32) will be to allow pilots
to update Nav-System databases.

Note that the regulatory text refers to
the newer systems targeted by this
rulemaking as navigational systems. For
purposes of discussion, in this
preamble, we have used the term
“navigational system” to refer to older
systems, and “Nav-System” to refer to
the newer systems targeted by this
rulemaking.

The FAA has considered two
alternatives to this proposed
rulemaking. One alternative was to
continue to require that qualified
personnel perform updates to Nav-
System databases installed on
certificated operations. The FAA has
tentatively rejected this alternative for
three reasons. First, the original reasons
for creating the requirement appear to
have been invalidated by technology.
Second, eliminating the existing
requirements for qualified personnel to
perform the update will reduce pilot
and ATC workloads and reduce the
likelihood that pilots will input
inaccurate data into the Nav-System.
The cumulative effect of reduced
workloads and elimination of data
errors ultimately would improve
aviation safety. Third, the costs imposed
on operators to ensure compliance with
the existing requirements may no longer
be justified now that special training
and equipment is not required, and
safety would not be compromised by
allowing pilots to perform the update.

The second alternative considered
was continuing to use the exemption
process as need is demonstrated by
operators to enable pilots of aircraft not
operated under part 91 to update Nav-
System databases. However, this
approach would not reduce the
numerous petitions for exemption
submitted for aircraft operations

conducted under parts 121, 129, and
135, which would force the FAA to
continue processing an excessive
number of exemptions with a limited
workforce, thus requiring the agency use
valuable manpower for administrative
purposes. Finally, the cumulative effect
of granting large numbers of petitions
for exemption from the same regulation
for the same reason(s) would be the
equivalent of rulemaking by exemption.

For the reasons cited above, the FAA
has determined that amending the
regulations to allow pilots on any
certificated aircraft equipped with a
specified Nav-System to update
databases would improve aviation
safety, would be economically
beneficial to operators, and would
enable the FAA to use manpower in
areas of greater need.

IV. Regulatory Notices and Analyses
Paperwork Reduction Act

The Paperwork Reduction Act of 1995
(44 U.S.C. 3507(d)) requires that the
FAA consider the impact of paperwork
and other information collection
burdens imposed on the public. The
FAA has determined that there would
be no new requirement for information
collection associated with this proposed
rule.

International Compatibility

In keeping with U.S. obligations
under the Convention on International
Civil Aviation, it is FAA policy to
comply with International Civil
Aviation Organization (ICAO) Standards
and Recommended Practices to the
maximum extent practicable. The FAA
has reviewed the corresponding ICAO
Standards and Recommended Practices
and has identified no differences with
these regulations.

Regulatory Evaluation, Regulatory
Flexibility Determination, International
Trade Impact Assessment, and
Unfunded Mandates Assessment

Changes to Federal regulations must
undergo several economic analyses.
First, Executive Orders 12866 and 13563
direct that each Federal agency shall
propose or adopt a regulation only upon
areasoned determination that the
benefits of the intended regulation
justify its costs. Second, the Regulatory
Flexibility Act of 1980 (Pub. L. 96—354)
requires agencies to analyze the
economic impact of regulatory changes
on small entities. Third, the Trade
Agreements Act (Pub. L. 96-39)
prohibits agencies from setting
standards that create unnecessary
obstacles to the foreign commerce of the
United States. In developing U.S.

standards, this Trade Act requires
agencies to consider international
standards and, where appropriate, that
they be the basis of U.S. standards.
Fourth, the Unfunded Mandates Reform
Act of 1995 (Pub. L. 104—4) requires
agencies to prepare a written assessment
of the costs, benefits, and other effects
of proposed or final rules that include

a federal mandate likely to result in the
expenditure by state, local, or Tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
annually (adjusted for inflation with
base year of 1995). This portion of the
preamble summarizes the FAA’s
analysis of the economic impacts of this
proposed rule.

In conducting these analyses, FAA
has determined that this proposed rule:
(1) Has benefits that justify its costs, (2)
is not an economically “‘significant
regulatory action” as defined in section
3(f) of Executive Order 12866, (3) is not
“significant” as defined in DOT’s
Regulatory Policies and Procedures, (4)
would not have a significant economic
impact on a substantial number of small
entities, (5) would not create
unnecessary obstacles to the foreign
commerce of the United States, and
(6) would not impose an unfunded
mandate on state, local, or Tribal
governments, or on the private sector by
exceeding the threshold identified
above.

Department of Transportation Order
DOT 2100.5 prescribes policies and
procedures for simplification, analysis,
and review of regulations. If the
expected cost impact is so minimal that
a proposed or final rule does not
warrant a full evaluation, this order
allows that a statement to that effect and
the basis for it to be included in the
preamble if a full regulatory evaluation
of the cost and benefits is not prepared.
Such a determination has been made for
this proposed rule. The reasoning for
this determination follows:

The proposed rule would reduce costs
to certificated operators by allowing
their pilots to update databases for self-
contained navigation systems installed
either in the front panel or pedestal-
mounted in the cockpit. Allowing pilots
to perform the updates would
occasionally save the operator the
expense of either a positioning flight to
a repair station or transporting a
certificated mechanic to the aircraft to
perform the database update.

The FAA has, therefore, determined
that this proposed rule is not a
“significant regulatory action” as
defined in section 3(f) of Executive
Order 12866, and this proposed rule is
not “‘significant” as defined in DOT’s
Regulatory Policies and Procedures.



Federal Register/Vol. 76, No. 202/ Wednesday, October 19, 2011/Proposed Rules

64863

Total Estimated Benefits and Costs of
This Final Rule

There would be two general benefits
from this proposed rule. The primary
benefit would be that affected aircraft
operators would no longer operate
aircraft without the most current
navigational data. As previously
discussed, the use of Nav-Systems
improves safety by providing the pilot
with accurate navigational information,
by increasing access to airports under
less than optimal flight conditions, by
increasing workforce efficiency and by
encouraging a more efficient use of the
navigable airspace system. Nav-System
database software is updated every 28
days, a recurring task that cannot always
be accomplished within the prescribed
timeframe due to the unavailability of
qualified personnel. Increasing airspace
congestion as well as the increasing
number of non-Part 91 aircraft that are
equipped with Nav-Systems magnifies
the importance for Nav-Systems to be
operating with the most current data.
Further, the FAA knows of no accidents
or incidents attributable to pilot error
when part 91 pilots updated
navigational database software.

The second benefit would be potential
cost savings. Allowing pilots to update
Nav-System databases for aircraft used
on certificated operations would
eliminate costs associated with
positioning flights to a repair station or
transporting a certificated mechanic to
the aircraft. Estimates from an industry
source indicate that the cost of a single
positioning flight could range between
$1,000 and $2,500 and that, depending
upon the circumstances, the cost to
transport a certified mechanic to an
aircraft are similar. The FAA does not
have an estimate of the number of times
an aircraft with an expiring database
would require one of these actions to
occur. As such, the FAA cannot
estimate a total potential cost-savings
from this proposed rule because the
annual savings would depend upon
how often these aircraft encounter
expired database conditions and
whether the aircraft is flown to a repair
station or whether a mechanic is
transported to the aircraft.

The FAA requests comments on the
number of positioning flights conducted
annually for the purpose of updating a
database and the average cost of such a
flight, or, alternatively, the costs of
transporting mechanics to the aircraft.
Further, for those situations where the
aircraft is operated with an expired
database, an estimate of pilot time
expended manually checking database
information for accuracy.

This proposed rule is cost-relieving
because an operator would be able to
choose a pilot or a mechanic to upload
data into navigational systems, whereas
today, only a certificated mechanic or a
repair station can perform the upload.

Who is potentially affected by this rule?

This proposed rule would affect all
operators of certificated aircraft
equipped with self-contained, front-
instrument panel or pedestal-mounted
navigational equipment. Large transport
category airplanes generally operated
under Part 121 and manufactured by
Boeing, Airbus, McDonnell-Douglas,
Bombardier, and Embraer are equipped
with larger and more sophisticated
navigational systems that would not be
affected by the proposed rulemaking.
Based on a preliminary review, the FAA
has determined that there are no aircraft
currently operated under parts 121 and
129 that are equipped with the Nav-
Systems targeted by this rulemaking. We
request comments on this
determination.

The avionics equipment for many
smaller aircraft used in part 135
operations are in self-contained, front-
instrument panel or pedestal-mounted
units. However, this is optional
equipment, and older aircraft may not
have it. Many of these aircraft are
operated under part 91, and pilots
operating under part 91 are currently
allowed to upload these software
updates in these aircraft.

Assumptions and Sources of
Information

The primary sources of information
were a part 135 operator that would be
affected by the proposed rule and an
aircraft electronics association
representative.

Costs of This Proposed Rule

The FAA has preliminarily
determined that there would be minimal
costs imposed by the proposed rule
because it would simply allow a pilot to
upload the current Nav-System database
that currently must be performed by a
certificated mechanic or in a repair
station. Thus, instead of having to call
out a certificated mechanic or repair
station, or even fly the aircraft to a
certificated mechanic or repair station,
the pilot could perform the update
before the next flight. Time spent by the
pilot uploading the current database
software and completing the required
records would be part of the pilot’s
flight duty time for which the pilot
would not receive additional
compensation.

Although the pilot would need to
complete the paperwork demonstrating

that the update had been performed,
without the rule change, a certificated
mechanic or repair station would still be
required to complete the same
paperwork.

However, the FAA anticipates that the
majority of these updates would
continue to be completed by a
certificated mechanic or repair station
as part of the standard maintenance that
the aircraft would undergo.

Benefits of This Proposed Rule

The Nav-System databases must be
updated every 28 days. For certain part
135 operators, there may be situations
when the aircraft is being operated in
remote areas and may not be scheduled
to return to the home base for several
days. Under those circumstances and
the current rule, the part 135 operator
would either have to make a positioning
flight to the home base or to a repair
station or transport a certificated
mechanic to the aircraft. Estimates from
an industry source indicate that the cost
of a single positioning flight could range
between $1,000 and $2,500 and that,
depending upon the circumstances, the
cost to transport a certified mechanic to
an aircraft are similar.

Regulatory Flexibility Determination

The Regulatory Flexibility Act of 1980
(Pub. L. 96-354) (RFA) establishes “‘as a
principle of regulatory issuance that
agencies shall endeavor, consistent with
the objectives of the rule and of
applicable statutes, to fit regulatory and
informational requirements to the scale
of the businesses, organizations, and
governmental jurisdictions subject to
regulation. To achieve this principle,
agencies are required to solicit and
consider flexible regulatory proposals
and to explain the rationale for their
actions to assure that such proposals are
given serious consideration.” The RFA
covers a wide-range of small entities,
including small businesses, not-for-
profit organizations, and small
governmental jurisdictions.

Agencies must perform a review to
determine whether a proposed rule
would have a significant economic
impact on a substantial number of small
entities. If the agency determines that it
would, the agency must prepare an
initial regulatory flexibility analysis as
described in the RFA. However, if an
agency determines that a proposed rule
is not expected to have a significant
economic impact on a substantial
number of small entities, section 605(b)
of the RFA provides that the head of the
agency may so certify and a regulatory
flexibility analysis is not required. The
certification must include a statement
providing the factual basis for this
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determination, and the reasoning should
be clear.

The net effect of this proposed rule
would be to provide regulatory cost
relief. As this proposed rule would
reduce costs for small entities, the FAA
certifies that this proposed rule would
not have a significant economic impact
on a substantial number of small
entities.

International Trade Impact Assessment

The Trade Agreements Act of 1979
(Pub. L. 96-39), as amended by the
Uruguay Round Agreements Act (Pub.
L. 103—465), prohibits Federal agencies
from establishing standards or engaging
in related activities that create
unnecessary obstacles to the foreign
commerce of the United States.
Pursuant to these Acts, the
establishment of standards is not
considered an unnecessary obstacle to
the foreign commerce of the United
States, so long as the standard has a
legitimate domestic objective, such as
protection of safety, and does not
operate in a manner that excludes
imports that meet this objective. The
statute also requires consideration of
international standards and, where
appropriate, that they be the basis for
U.S. standards. We assessed the
potential effect of this proposed rule
and determined that it would not
constitute an obstacle to the foreign
commerce of the United States, and,
thus, is consistent with the Trade
Assessments Act.

Unfunded Mandates Assessment

Title II of the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4)
requires each Federal agency to prepare
a written statement assessing the effects
of any Federal mandate in a proposed or
final agency rule that may result in an
expenditure of $100 million or more
(adjusted annually for inflation with the
base year 1995) in any one year by state,
local, and Tribal governments, in the
aggregate, or by the private sector; such
a mandate is deemed to be a “‘significant
regulatory action.” The FAA currently
uses an inflation-adjusted value of
$140.8 million in lieu of $100 million.
This proposed rule does not contain
such a mandate; therefore, the
requirements of Title II do not apply to
this proposal.

Environmental Analysis

FAA Order 1050.1E identifies FAA
actions that are categorically excluded
from preparation of an environmental
assessment or environmental impact
statement under the National
Environmental Policy Act in the
absence of extraordinary circumstances.

The FAA has determined this
rulemaking action qualifies for the
categorical exclusion identified in
paragraph 312(f) of the Order and
involves no extraordinary
circumstances.

Executive Order 13132, Federalism

The FAA has analyzed this proposed
rule under the principles and criteria of
Executive Order 13132, Federalism. The
agency has determined that this action
would not have a substantial direct
effect on the States, or the relationship
between the Federal Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government, and,
therefore, would not have Federalism
implications.

Executive Order 13211, Regulations
That Significantly Affect Energy Supply,
Distribution, or Use

The FAA analyzed this proposed rule
under Executive Order 13211, Actions
Concerning Regulations that
Significantly Affect Energy Supply,
Distribution, or Use (May 18, 2001). The
agency has determined that it would not
be a “significant energy action” under
the executive order and would not be
likely to have a significant adverse effect
on the supply, distribution, or use of
energy.

VI. Additional Information
A. Comments Invited

The FAA invites interested persons to
participate in this rulemaking by
submitting written comments, data, or
views. The agency also invites
comments relating to the economic,
environmental, energy, or federalism
impacts that might result from adopting
the proposals in this document. The
most helpful comments reference a
specific portion of the proposal, explain
the reason for any recommended
change, and include supporting data. To
ensure the docket does not contain
duplicate comments, commenters
should send only one copy of written
comments, or if comments are filed
electronically, commenters should
submit only one time.

The FAA will file in the docket all
comments it receives, as well as a report
summarizing each substantive public
contact with FAA personnel about this
proposed rulemaking. Before acting on
this proposal, the FAA will consider all
comments it receives on or before the
closing date for comments. The FAA
will consider comments filed after the
comment period has closed if it is
possible to do so without incurring
expense or delay. The agency may

change this proposal in light of the
comments it receives.

Proprietary or Confidential Business
Information: Commenters should not
file proprietary or confidential business
information in the docket. Such
information must be sent or delivered
directly to the person identified in the
FOR FURTHER INFORMATION CONTACT
section of this document, and marked as
proprietary or confidential. If submitting
information on a disc or Compact Disc
Read-Only Memory (CD-ROM), mark
the outside of the disc or CD-ROM, and
identify electronically within the disc or
CD-ROM the specific information that
is proprietary or confidential.

Under 14 CFR 11.35(b), if the FAA is
aware of proprietary information filed
with a comment, the agency does not
place it in the docket. It is held in a
separate file to which the public does
not have access, and the FAA places a
note in the docket that it has received
it. If the FAA receives a request to
examine or copy this information, it
treats it as any other request under the
Freedom of Information Act (5 U.S.C.
552). The FAA processes such a request
under Department of Transportation
procedures found in 49 CFR part 7.

B. Availability of Rulemaking
Documents

An electronic copy of rulemaking
documents may be obtained from the
Internet by—

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

2. Visiting the FAA’s Regulations and
Policies Web page at http://
www.faa.gov/regulations policies; or

3. Accessing the Government Printing
Office’s Web page at http://
www.gpoaccess.gov/fr/index.html.

Copies may also be obtained by
sending a request to the Federal
Aviation Administration, Office of
Rulemaking, ARM-1, 800 Independence
Avenue, SW., Washington, DC 20591, or
by calling (202) 267-9680. Commenters
must identify the docket or notice
number of this rulemaking.

All documents the FAA considered in
developing this proposed rule,
including economic analyses and
technical reports, may be accessed from
the Internet through the Federal
eRulemaking Portal referenced in item
(1) above.

List of Subjects in 14 CFR Part 43

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

The Proposed Amendment

In consideration of the foregoing, the
Federal Aviation Administration
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proposes to amend part 43 of Title 14,
Code of Federal Regulations, as follows:

PART 43—MAINTENANCE,
PREVENTIVE MAINTENANCE,
REBUILDING, AND ALTERATION

1. The authority citation for part 43
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44703, 44705, 44707, 44711, 44713, 44717,
44725.

2. Amend §43.3 by adding paragraph
(k) to read as follows:

§43.3 Persons authorized to perform
maintenance, preventive maintenance,
rebuilding, and alterations.

* * * * *

(k) The holder of a pilot certificate
issued under part 61 of this chapter may
perform updating of self-contained,
front-instrument panel-mounted and
pedestal-mounted air traffic control
(ATC) navigational system databases
(excluding those of automatic flight
control systems, transponders, and
microwave frequency distance
measuring equipment (DME), and any
updates that affect system operating
software) provided—

(1) No disassembly of the unit is
required;

(2) The pilot has written procedures
available to perform and evaluate the
accomplishment of the task; and

(3) The database is contained in a
field-loadable configuration and imaged
on a medium, such as a Compact Disc
Read-Only Memory (CD-ROM),
Synchronous Dynamic Random-Access
Memory (SDRAM), or other non-
volatile memory that contains database
files that are non-corruptible upon
loading, and where integrity of the load
can be assured and verified by the pilot
upon completing the loading sequences.

(4) Records of when such database
uploads have occurred, the revision
number of the software, and who
performed the upload must be
maintained.

(5) The data to be uploaded must not
contain system operating software
revisions.

Appendix A to Part 43 [Amended]

3. Amend Appendix A to part 43 by
removing paragraph (c)(32).

Issued in Washington, DC, on August 31,
2011.
John W. McGraw,
Deputy Director, Flights Standards Service.
[FR Doc. 2011-27036 Filed 10-18-11; 8:45 am]
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

[Docket No. CPSC—-2011-0078]
16 CFR Chapter Il

Review of Commission’s Regulations;
Request for Comments and
Information

AGENCY: Consumer Product Safety
Commission.
ACTION: Request for comments and
information.

SUMMARY: Consumer Product Safety
Commission (“CPSC” or “we”’) staff is
considering the appropriate process and
substance of a plan to review existing
CPSC regulations. CPSC has conducted
reviews of rules in the past and intends
to build on that experience to develop

a plan of review that also satisfies recent
direction from President Obama, set
forth in Executive Order 13579,
“Regulation and Independent
Regulatory Agencies” (76 FR 41587
(July 14, 2011)), which states that
independent regulatory agencies should
follow certain key principles when
developing new regulations and should
review existing significant regulations.
To that end, Executive Order 13579
(“E.O. 13579”’) emphasizes the
importance of retrospective analysis of
rules and the need to develop a plan
under which the agency will conduct
periodic reviews of existing regulations.
We invite comments on the issues
discussed in this document to help us
formulate a plan that builds on our past
review efforts while incorporating the
principles outlined in E.O. 13579.
DATES: Comments must be submitted by
December 19, 2011.

ADDRESSES: You may submit comments,
identified by Docket No. CPSC-2011—
0078, by any of the following methods:

Electronic Submissions

Submit electronic comments in the
following way:

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

To ensure timely processing of
comments, the Commission is no longer
accepting comments submitted by
electronic mail (e-mail), except through
http://www.regulations.gov.

Written Submissions

Submit written submissions in the
following way:

Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions),
preferably in five copies, to: Office of
the Secretary, Consumer Product Safety
Commission, Room 820, 4330 East West

Highway, Bethesda, MD 20814;
telephone (301) 504-7923.

Instructions: All submissions received
must include the agency name and
docket number for this rulemaking. All
comments received may be posted
without change, including any personal
identifiers, contact information, or other
personal information provided to:
http://www.regulations.gov. Do not
submit confidential business
information, trade secret information, or
other sensitive or protected information
electronically. Such information should
be submitted in writing and marked as
confidential.

Docket: For access to the docket to
read background documents or
comments received, go to: http://
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Robert J. Howell, Deputy Executive
Director for Safety Operations, U.S.
Consumer Product Safety Commission,
4330 East-West Highway, Bethesda,
Maryland 20814; telephone (301) 504—
7621; e-mail rhowell@cpsc.gov.

SUPPLEMENTARY INFORMATION:
A. Previous Review Programs

1. The Systematic Review Program
(2004 to 2007)

In 2004, CPSC began a program to
review existing regulations. This review
resulted from an initiative by the Office
of Management and Budget (“OMB”),
the Program Assessment Rating Tool
(“PART”’), which was intended to
provide a consistent approach to rating
programs across the federal government.
OMB recommended that the CPSC
develop a plan to systematically review
its regulations to ensure consistency
among them in accomplishing program
goals. In fiscal year (FY) 2004, we
conducted a pilot review program as the
initial step in implementing that
recommendation. The notice
announcing the pilot program appeared
in the Federal Register on January 28,
2004 (69 FR 4095), and we continued
the program for several years thereafter
(see 70 FR 18338 (April 11, 2005); 71 FR
32882 (June 7, 2006); 72 FR 40265 (July
24, 2007)).

The rule review focused on
determining whether the CPSC’s
regulations were:

¢ Consistent with CPSC’s program
goals;

¢ Consistent with other CPSC
regulations;

e Current with respect to technology,
economic, or market conditions, and
other mandatory or voluntary standards;
and
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¢ Subiject to revision to reduce
regulatory burdens, particularly burdens
on small entities.

See 69 FR 4096. When choosing which
rules to review, the CPSC decided to
exclude from review any rules that it
considered nonsubstantive (i.e., those
with requirements that were:
administrative or procedural;
exemptions; labeling; test methods; or
definitions).

The CPSC used the following criteria
to select rules for the 2004 pilot
program: (1) The rule had been in effect
at least 10 years; (2) at least one of the
rules selected for review had multiple
requirements; (3) the rules addressed
different hazard areas to ensure the
review process was not overly
burdensome to any one internal
discipline; and (4) the rules were issued
under different statutes. Once the rules
were chosen, CPSC staff reviewed the
rule to look for: Inconsistencies within
the rule or with other CPSC rules;
references to, or use of, obsolete
standards, technology, procedures, or
requirements that were no longer
needed; and the potential to streamline
requirements of the rule. Following that
analysis, CPSC staff prepared a memo
for the Commission’s consideration,
discussing these issues and noted areas
where changes to the rule were needed.
This approach was followed for the
review program in 2004 through 2007.

The rules reviewed in the 2004 pilot
included the safety standard for walk-
behind mowers; requirements for
electrically operated toys; the standard
for the flammability of vinyl plastic
film; and the child-resistant packaging
requirements for aspirin and methyl
salicylate. 69 FR 4095 (Jan. 28, 2004). In
FY 2005, the CPSC reviewed the safety
standard for cigarette lighters and
multipurpose lighters; the requirements
for bicycles; the standards for surface
flammability of carpets and rugs; and
the regulations requiring child-resistant
packaging for oral subscription drugs
subject to the Comprehensive Drug
Abuse Prevention and Control Act. 70
FR 18338 (April 11, 2005). In FY 2006,
the CPSC reviewed the safety standard
for matchbooks; the requirements for toy
rattles; and the requirements for baby
bouncers, walker-jumpers, or baby
walkers. 71 FR 32882 (June 7, 2006). In
FY 2007, the CPSC reviewed the ban of
unstable refuse bins and the
requirements for pacifiers. 72 FR 40265
(July 24, 2007).

In 2008, the enactment of the
Consumer Product Safety Improvement
Act of 2008 (Pub. L. 110-314) required
us to assign resources to implement the
new law. Consequently, we have not

pursued additional systematic rule
reviews since 2007.

2. Periodic Review Under the Regulatory
Flexibility Act

In addition to the Systematic Review
Program discussed in the previous
section, the CPSC conducts reviews of
rules in accordance with the Regulatory
Flexibility Act (“RFA”). The RFA
directs agencies to publish in the
Federal Register, a “‘plan for the
periodic review of the rules issued by
the agency which have or will have a
significant economic impact on a
substantial number of small entities.”

5 U.S.C. 610(c). The plan must “provide
for the review of all such agency rules
existing on the effective date of [the
RFA] within ten years” of that date and
for the review of such rules adopted
after the RFA’s effective date within 10
years of the publication of such rules.
(The RFA took effect on January 1,
1981.)

The review is to “determine whether
such rules should be continued without
change, or should be amended or
rescinded, consistent with the stated
objectives of applicable statutes, to
minimize any significant economic
impact of the rules upon a substantial
number of such small entities.” The
review must consider:

¢ The continued need for the rule;

¢ The nature of complaints or
comments concerning the rule received
from the public;

e The complexity of the rule;

¢ The extent to which the rule
overlaps, duplicates or conflicts with
other Federal rules, and, to the extent
feasible, with state and local
governmental rules; and

o The length of time since the rule
has been evaluated or the degree to
which technology, economic conditions,
or other factors have changed in the area
affected by the rule.

Furthermore, each year, an agency
must publish in the Federal Register a
list of the rules that have a significant
economic impact on a substantial
number of small entities. The list must
include a brief description of each rule
and the need for and legal basis of such
rule, and public comment upon the rule
must be invited.

We published both our plan for
review under the RFA and the list of
rules in the Federal Register on August
14, 1981 (46 FR 45621). The plan
contemplated a two-part review process:
(a) a review of CPSC regulations that
were in existence on the effective date
of the RFA (January 1, 1981), and (b) a
second review process for regulations
issued after January 1, 1981. The plan
provided that the first part of the review

process (for rules issued before January
1, 1981) would run from 1981 to 1987,
and the second part of the process (for
regulations issued after that date) would
run from 1986 through 1991. In general,
the plan stated that we would invite
comments from all interested parties on
our regulations, review the comments,
and consider staff recommendations for
appropriate administrative action for
those regulations that have a significant
economic impact on a substantial
number of small entities. The plan
further indicated that Commission
action based on the recommendations
would be consistent with the objectives
of the statute(s) under which the
regulations were issued.

The CPSC reviewed the rules it had
issued before the RFA took effect in
1981 and found that none of them had
a significant economic impact on a
substantial number of small entities.
After the RFA took effect, the CPSC
reviewed the potential impact on small
entities whenever it issued a proposed
and final rule. Few of the CPSC’s rules
had a significant economic impact on a
substantial number of small entities
when they were issued. Therefore, few
of CPSC’s rules warrant section 610
reviews.

3. Retrospective Analysis of Existing
Regulations Under Executive Orders
13563 and 13579

On January 18, 2011, President Barack
Obama issued Executive Order (“E.O.”)
13563, “Improving Regulation and
Regulatory Review”” (76 FR 3821
(January 21, 2011)), which articulated
certain principles of regulation and
directed agencies to take certain actions
to promote those principles, including a
retrospective analysis of existing
significant regulations. “Agency,” as
defined in E.O 13563, does not include
independent agencies.

On July 11, 2011, the President issued
E.O. 13579, which applies to
independent agencies such as the CPSC.
Section 2 of E.O. 13579 states: “To
facilitate the periodic review of existing
significant regulations, independent
regulatory agencies should consider
how best to promote retrospective
analysis of rules.” Further, E.O. 13579
directs that within 120 days, each
independent regulatory agency should
(consistent with law and reflecting the
agency’s resources and regulatory
priorities and processes) develop and
provide to the public a plan for periodic
review of existing significant rules. The
retrospective analysis is to identify
significant rules that “may be
outmoded, ineffective, insufficient, or
excessively burdensome.”” The agency is
to “modify, streamline, expand, or
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repeal” identified rules in accordance
with what it learns through the review
process.

Both Executive Orders call for review
of “significant regulations.” Neither
order defines that term. However, E.O.
13563 supplements E.O. 12866,
“Regulatory Planning and Review.”
Although E.O. 12866 does not define
“significant regulation,” it does define
“significant regulatory action” as,
among other things, “any regulatory
action that is likely to result in a rule
that may: Have an annual effect on the
economy of $100 million or more or
adversely affect, in a material way, the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal governments or
communities.” 1 58 FR 51375, 51378
(October 4, 1993). The CPSC has issued
few rules that would be considered
“significant” under this criterion.

On July 22, 2011, OMB issued a
memorandum providing guidance
concerning E.O. 13579. This OMB
memorandum states that the aim behind
the retrospective review plans called for
in E.O. 13579 is “‘to create a defined
method and schedule for identifying
certain significant rules that are
obsolete, unnecessary, redundant,
unjustified, excessively burdensome, or
counterproductive,” but that “such
review should also consider
strengthening, complementing, or
modernizing rules where necessary or
appropriate—including, if relevant,
undertaking new rulemaking.” The
OMB memorandum identifies certain
types of rules that would be good
candidates for review, such as rules that
“new technologies or unanticipated
circumstances have overtaken” or that
impose significant reporting or
paperwork burdens.”

The OMB memorandum recognizes
that each agency should set its own
priorities for review in its plan,
“tailored to its specific mission,
resources, organizational structure, and
rulemaking history and volume.” The
memorandum notes some topics that all
plans might address, including:

¢ Public participation: Solicit the
public’s views, preferably before the
agency develops its plan;

1The additional criteria under E.O. 12866 that
could make a regulatory action “significant’ are:
““create a serious inconsistency or otherwise
interfere with an action taken or planned by another
agency; materially alter the budgetary impact of
entitlements, grants, user fees, or loan programs or
the rights and obligations of recipients thereof; or
raise novel or policy issues arising out of legal
mandates, the President’s priorities, or the
principles set forth in this Executive Order.”” 58 FR
51378. These are not likely to come into play in the
CPSC’s review of existing rules.

e Prioritization: Specify factors that
will be considered in choosing rules for
review and include an initial list of
candidate rules for review over the next
two years;

e Analysis of costs and benefits and
potential savings: Such analysis could
be useful to identify rules where reforms
could have the greatest potential for
significant impact;

e Structure and staff: Responsibility
for review should be vested with a high-
level agency official and the plan should
consider how to maintain sufficient
independence from the offices that write
and implement rules; and

e Coordination with other forms of
review: Coordinate with other programs
in place to review existing rules (e.g.,
review under the RFA).

B. Proceeding With Retrospective
Review of Existing CPSC Rules

In accordance with E.O. 13579, the
CPSC is proceeding with review of
existing CPSC rules. Chairman Inez
Tenenbaum directed agency staff to
reinvigorate the CPSC’s voluntary
review process for existing rules. (See
the Chairman’s statement posted on the
CPSC’s Web site on July 11, 2011
(http://www.cpsc.gov/pr/regreform
07112011.html).)

With this notice, we are seeking
public comments and information to
help us develop a plan for review of
existing rules that will be appropriate to
the agency, be consistent with (and not
duplicate) previous and ongoing
reviews, and fulfill the spirit of E.O.
13579. We intend for the CPSC’s review
to be broader than the reviews
contemplated by the RFA and the
Executive Orders because we are not
limiting our evaluation to only
regulations that have a significant
economic impact on a substantial
number of small entities, nor are we
limiting it to significant regulations, as
defined in E.O. 12866.

We invite comments on any aspects of
the review discussed in this document
and particularly concerning the
following issues:

1. Selection of Rules for Review
a. Criteria

e What criteria should we use to
select candidate rules for review?

¢ Should we use any of the criteria
that were used to select rules for the
2004 pilot project for CPSC’s Systematic
Rule Review Program (these were: The
rule has been in effect at least 10 years;
at least one of the rules selected for
review has multiple requirements; the
rules address different hazard areas; and
the rules were issued under different
statutes)?

e How should we identify rules that
may be obsolete, unnecessary,
redundant, unjustified, excessively
burdensome, or counterproductive? Are
there specific rules that commenters can
identify?

e How should we identify rules that
may be in need of strengthening,
complementing, modernizing, or, if
relevant, undertaking new rulemaking?

e How should we identify rules that
may have been overtaken by new
technologies or unanticipated
circumstances, or that impose
significant reporting or paperwork
burdens? Are there specific rules that
commenters can identify?

b. Possible Exclusions

e Should the review exclude rules
that were excluded under the CPSC’s
Systematic Rule Review Program (rules
that are administrative or procedural;
exemptions; labeling; test methods; or
definitions)?

o Are there other categories of rules
that should be excluded?

2. Process of Review
a. Timing

e How should we determine the
number of rules to be reviewed, and
possibly revised, each year and at what
intervals?

e How should the number of rules
reviewed, and possibly revised, each
year be prioritized against other agency
work?

e Should different rules be reviewed
at different intervals? Please explain.

e Should the schedule for review be
similar to that under section 610 of the
RFA (i.e., a rule should be reviewed
after it has been in effect for 10 years?)

b. Public Participation

e How should we involve the public
in the review?

e Should comments be requested for
each rule reviewed?

¢ Should we hold public meetings
concerning the selection of rules for
review?

e Should there be public meetings
related to each rule as it is reviewed?

c. Coordination

e How can we coordinate our review
with reviews required by section 610 of
the RFA and with reviews envisioned
by E.O. 135797

e How can we coordinate better with
other agencies and with other
jurisdictions (such as states, other
countries, and international bodies) to
harmonize regulatory requirements and
eliminate redundant or inconsistent
regulations?
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e How can we modify, streamline, or
expand our regulatory review process?

d. Prioritization

e How should we prioritize rules that
are to be reviewed (e.g., chronologically;
based on rules where the greatest impact
could be made from potential changes;
rules with potential to have greatest
savings in costs or paperwork/reporting
burdens; rules with most potential for
changes to enhance safety)?

3. Substance of Review

e Should the review include any or
all of the considerations in RFA reviews
(i.e., continued need for the rule; nature
of complaints or comments concerning
the rule; complexity of the rule; extent
of overlap or conflicts with other federal
(and possibly state and local) rules; and
length of time since the rule has been
evaluated; or extent of change in
technology, economic conditions, or
other factors)?

¢ Should we conduct cost-benefit
analyses with every rule we review or
only for significant rules as anticipated
by the Executive Orders? Please explain
your reasoning. Do commenters have
suggestions for how we might develop
our analysis of costs and benefits for
rules under consideration for
retrospective review?

Dated: October 12, 2011.
Todd A. Stevenson,

Secretary, Consumer Product Safety
Commission.

[FR Doc. 2011-26820 Filed 10-18-11; 8:45 am]
BILLING CODE 6355-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 316
[Docket No. FDA-2011-N-0583]
RIN 0910-AG72

Orphan Drug Regulations

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the 1992 Orphan Drug
Regulations issued to implement the
Orphan Drug Act. These amendments
are intended to clarify regulatory
provisions and make minor
improvements to address issues that
have arisen since those regulations were
issued.

DATES: Submit either electronic or
written comments on the proposed rule
by January 17, 2012. Submit comments
on information collection issues under
the Paperwork Reduction Act of 1995 by
November 18, 2011 (see the ‘“Paperwork
Reduction Act of 1995” section of this
document).

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2011-N—
0583 and/or RIN number 0910-AG72,
by any of the following methods, except
that comments on information
collection issues under the Paperwork
Reduction Act of 1995 must be
submitted to the Office of Regulatory
Affairs, Office of Management and
Budget (OMB) (see the “Paperwork
Reduction Act of 1995 section of this
document).

Electronic Submissions

Submit electronic comments in the
following way:

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

Written Submissions

Submit written submissions in the
following ways:

e Fax:301-827-6870.

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2011-N-0583 and
Regulatory Information Number (RIN)
0910-AG?72 for this rulemaking. All
comments received may be posted
without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, 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.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Erica K. McNeilly, Office of Orphan
Products Development, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, rm. 5271, Silver Spring,
MD 20993, 301-796-8660.

SUPPLEMENTARY INFORMATION:

Table of Contents

1. Background
II. Description of the Proposed Changes
A. Demonstration of an “Orphan Subset”
of a Disease or Condition
B. Eligibility for Orphan-Drug Designation
of a Drug That Was Previously Approved
for the Orphan Indication
C. Eligibility for Multiple Orphan-Drug
Exclusive Approvals
D. Demonstration of Clinical Superiority
E. Name of the Drug
F. Required Drug Description and
Scientific Rationale in a Request for
Orphan-Drug Designation
G. Removal of Requirement To Submit
Statement as to Whether Sponsor
Submitting the Request Is the Real Party
in Interest
H. Timing of Request for Orphan-Drug
Designation
I. Responding to a Deficiency Letter From
FDA on an Orphan-Drug Designation
Request
J. Publication of Orphan-Drug Designations
K. FDA Recognition of Orphan-Drug
Exclusive Approval
L. Miscellaneous Terminology Changes
M. Address Change
III. Environmental Impact
IV. Legal Authority
V. Proposed Implementation Plan
VI. Executive Order 13132: Federalism
VII. Paperwork Reduction Act of 1995
VIIL. Analysis of Impacts
A. Background
B. Benefits and Costs of the Proposed Rule
C. Small Business Analysis
IX. Request for Comments

I. Background

Since the publication of the Orphan
Drug Regulations in the Federal
Register of December 29, 1992 (57 FR
62076), FDA has reviewed over 3,350
requests for orphan-drug designation of
drugs for rare diseases and conditions.
Based on these experiences, FDA
believes it is useful to clarify certain
regulatory language in the current
orphan drug regulations and to propose
areas of minor improvement. These
amendments are intended to assist
sponsors who are seeking and who have
obtained orphan-drug designation of
their drugs, as well as FDA in
administering the orphan drug program.
These amendments are consistent with
the Orphan Drug Act (Pub. L. 97-414)
and continue to provide incentives for
the development of potentially
promising orphan drugs that otherwise
would not be developed for rare
diseases and conditions.

The specific issues addressed in this
proposal include: (1) Demonstration of
an appropriate “orphan subset” of
persons with a particular disease or
condition that otherwise affects 200,000
or more persons in the United States, for
the purpose of designating a drug for
use in that subset; (2) eligibility for
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orphan-drug designation of a drug that
is otherwise the same drug for the same
orphan indication as a previously
approved drug; (3) eligibility for
multiple orphan-drug exclusive
approvals when a designated orphan
drug is separately approved for use in
different subsets of the rare disease or
condition; (4) requirement for
demonstrating clinical superiority for
the purpose of orphan-drug exclusive
approval; (5) requirement for submitting
the name of the drug in an orphan-drug
designation request; (6) required drug
description and scientific rationale in a
designation request; (7) required
information in a designation request
relating to the sponsor’s interest in the
drug; (8) timing of a request for orphan-
drug designation; (9) responding to a
deficiency letter from FDA on an
orphan-drug designation request; (10)
FDA publication of information
regarding designated orphan drugs; (11)
FDA recognition of orphan-drug
exclusive approval; (12) miscellaneous
terminology changes; and (13) an
address change.

II. Description of the Proposed Changes

A. Demonstration of an “Orphan
Subset” of a Disease or Condition

As set forth in part 316 (21 CFR part
316), a sponsor may request orphan-
drug designation of a drug for use in
persons with a rare disease or condition
or, in some special circumstances, a
subset of persons with a disease or
condition that may not otherwise be rare
(hereinafter, a “‘non-rare”’ disease or
condition). With respect to the latter,

§ 316.20(b)(6) stipulates that when a
drug is to be developed for only a subset
of persons with a particular disease or
condition, the sponsor must provide “a
demonstration that the subset is
medically plausible.” This concept has
been the subject of some confusion, and
FDA has received requests for further
clarification.

The term “medically plausible”
subset used in § 316.20(b)(6) refers to a
regulatory concept specific to the
orphan drug regulations. The
applicability of this regulatory concept
is explained in section II.B of the
preamble to the notice of proposed rule
making (NPRM) entitled “Orphan Drug
Regulations” published in the Federal
Register of January 29, 1991 (56 FR 3338
at 3339). Because the term “medically
plausible” has not been further clarified
through regulations or guidance, it has
been misinterpreted to mean any
medically recognizable or any clinically
distinguishable subset of persons with a
particular disease or condition.
Inappropriate application of the concept

of a “medically plausible” subset could
result in the creation of subsets of non-
rare diseases or conditions that are
artificially narrow. This result would be
inconsistent with the purpose of the
Orphan Drug Act.

For example, some requests for
orphan-drug designation have been for
use of a drug in a subset of persons with
a particular pathohistologic grade or
clinical stage of a specific malignancy,
but without a plausible argument why
the drug could not be used to safely
treat all persons with the malignancy,
regardless of disease grade or stage.
Another example of misinterpretation of
the term “medically plausible”” has been
its application to a select group of
persons with a disease or condition who
are eligible to enroll in a clinical trial to
support a specific indication for use of
a drug when there is no scientific reason
to preclude investigational use of the
drug in other persons with the disease
or condition. Patients who meet
inclusion and exclusion criteria for a
trial do not automatically qualify as a
“medically plausible” subset because it
could be medically appropriate to
evaluate the same drug for use in the
remaining persons with the same
disease or condition. Similarly, a
sponsor’s intention to use or study a
drug in a certain limited group of
persons with a non-rare disease or
condition does not necessarily qualify
that group as a “medically plausible”
subset.

Any of the interpretations described
in the previous paragraphs would
permit a non-rare disease or condition
to be artificially subdivided into smaller
groups for the purpose of establishing
subsets that are under the prevalence
limit for orphan-drug designation. FDA
does not believe that such an approach
serves the intent of the Orphan Drug
Act, because it would permit the
creation of artificial “orphan”
populations. Designation of drugs for
use in such artificial “orphan”
populations could encourage sponsors
to study and seek approval for the use
of a drug in the narrowest patient group
possible, in order to avail themselves of
the orphan-drug incentives, including
tax benefits and orphan-drug exclusive
approval. In addition, use of such
artificial orphan populations to obtain
orphan designation and its related
benefits could divert resources away
from research and development of drugs
for true orphan diseases and conditions.

To limit the confusion arising from
the use of the term “medically
plausible,” FDA proposes to remove the
term “medically plausible” in
§316.20(b)(6) and instead provide a
description of how an appropriate

subset may be identified for the purpose
of orphan-drug designation (“‘orphan
subset”’). The process for identifying an
orphan subset remains the same as has
been used by FDA for identifying a
medically plausible subset under the
regulations currently in effect.

For a subset of persons with a non-
rare disease or condition to be
considered an orphan subset for the
purpose of orphan-drug designation, the
subset cannot be arbitrarily chosen
simply to reduce the prevalence
numbers to qualify a drug to treat that
population as an orphan drug. One way
for a sponsor to demonstrate that the
proposed subset rests on a non-arbitrary
foundation is to show that there is a
reasonable scientific or medical
rationale for limiting the investigation
and potential use of the drug to only the
subset of interest. When a sponsor has
established that the selected population
constitutes a non-arbitrary subset, e.g.,
by describing the scientific or medical
basis for limiting the potential use of the
drug to that population and
demonstrating that such scientific or
medical basis is reasonable, the target
population is an acceptable orphan
subset of persons with the particular
disease or condition for the drug of
interest.

For example, it might not be
appropriate to treat all persons with a
non-rare disease or condition with a
drug that is highly toxic; however, those
patients who are refractory to, or
intolerant of, other less toxic drugs
might be reasonable candidates for
treatment with the drug. Therefore,
those patients who are refractory to, or
intolerant of, other less toxic drugs may
be considered an appropriate orphan
subset for purposes of orphan-drug
designation of the highly toxic drug. In
addition, other inherent properties of a
drug, such as its pharmacologic or
biopharmaceutical characteristics, may
provide a reasonable basis upon which
to identify a subset of patients to whom
it would be appropriate to limit
treatment and who thus would qualify
as an orphan subset of a non-rare
disease or condition. Likewise,
characteristics of the drug that have
been demonstrated through previous
clinical experiences may be used to
identify an appropriate orphan subset.
Examples of such characteristics
include:

e Pharmacological Property: The
mechanism of action is a common
principle for limiting the investigation
and use of a drug to a subset of patients.
For example, it is reasonable to expect
that use of a monoclonal antibody
directed against a specific surface
antigen would be restricted to treatment
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of subtypes of tumors that possess that
specific antigen, and not subtypes of
tumors that lack the antigen.

e Previous Clinical Experience:
Information on the drug’s activity
available from completed trials or
published in clinical literature may be
used to establish an orphan subset. If,
for example, relevant data show that the
drug has no significant activity in the
remaining subset of patients with high-
grade tumors, then patients with low-
grade tumors may constitute an orphan
subset.

FDA recommends that the following
practical questions be asked when
assessing whether a subset of a non-rare
disease or condition is an appropriate
orphan subset:

¢ Is the intended subset artificially
restricted in any way with respect to the
use of the drug to treat the disease or
condition?

¢ Given that the drug may potentially
benefit this particular subset of persons,
is there a reasonable scientific or
medical basis for believing that the drug
would also potentially benefit the
remaining population with the non-rare
disease or condition or a larger subset of
that population? If not, why not?

These questions serve to test whether
a subset of patients with a disease or
condition that otherwise affects 200,000
or more persons in the United States can
be considered an appropriate orphan
subset for the purpose of orphan-drug
designation.?

B. Eligibility for Orphan-Drug
Designation of a Drug That Was
Previously Approved for the Orphan
Indication

According to §§316.20(a) and
316.25(a)(3), a sponsor of a subsequent
drug that is otherwise the same drug as
an already approved orphan drug may
seek and obtain orphan-drug
designation of its drug for the same rare
disease or condition, provided that it
can present a plausible hypothesis that
the subsequent drug may be clinically
superior to the approved orphan drug.
In the absence of a clinical superiority
hypothesis, the Agency does not
interpret the orphan-drug regulations to
permit orphan designation of a drug that
is otherwise the same as a drug that is
already approved for the orphan use,

1In this proposed rule, FDA is not proposing to
change the current regulatory provisions allowing
sponsors to obtain orphan-drug designation for a
drug intended for a disease or condition affecting
200,000 or more people, or for a vaccine, diagnostic
drug, or preventive drug to be administered to
200,000 or more people per year, if there is no
reasonable expectation that research and drug
development costs can be recovered by sales of the
drug in the United States (§§316.20(b)(8)(ii) and
316.21(c)).

either where the approved drug received
orphan-drug exclusive approval (even
after such drug’s exclusivity period has
run out) or where the approved drug
was not previously designated as an
orphan drug and thus did not receive
orphan exclusive approval. If the same
drug has already been approved for the
orphan disease or condition, with or
without orphan exclusivity, designation
would be inappropriate because it
would be inconsistent with the primary
purpose of the Orphan Drug Act, which
is to provide incentives to develop
promising drugs for rare diseases or
conditions that would not otherwise be
developed and approved. Furthermore,
permitting orphan-drug designation of a
drug that is already approved for the
orphan indication could permit
inappropriate “‘evergreening”’ of
exclusive approval periods. For
example, a sponsor might obtain
approval and 5-year new chemical
entity exclusivity as described in
§314.108 (21 CFR 314.108) for a drug
product and then, once that 5-year
exclusivity period is expiring, seek
orphan-drug designation and exclusive
approval for a drug that is the same as
the drug (e.g., in a new dosage form) for
the same indication that was previously
approved. This outcome would be
inconsistent with the provisions of the
Orphan Drug Act, which provide that
exclusive approval for a drug for an
orphan disease or condition runs for 7
years from the date of approval of the
application for the drug (21 U.S.C.
360cc(a)).

Accordingly, FDA proposes to delete
the word “orphan” in the phrase
“approved orphan drug” in
§§316.3(b)(3), 316.20(a), and
316.20(b)(5), to clarify that these
provisions would be applicable to a
drug that is otherwise the same drug as
any previously approved drug for the
same orphan disease or condition,
regardless of whether such drug was
designated as an orphan drug. FDA
proposes that the text of § 316.25(a)(3)
be revised. FDA is not changing its
position that, as described in the NPRM
preamble (56 FR 3338), section ILE,
paragraph 8, “even a drug considered
the ‘same’ drug structurally could
become a ‘different’ drug * * * by
showing clinical superiority.” In section
I1.I, comment 77, of the preamble to the
final rule, “Orphan Drug Regulations”
(57 FR 62076 at 62084), FDA reiterated
that it would “designate a structurally
identical subsequent drug as an orphan
drug, even in the face of a holder’s
exclusive marketing rights, if the
subsequent sponsor advances a
plausible basis on which to conclude

that its product may be proven
‘clinically superior.”” FDA believes that
permitting a sponsor to receive orphan-
drug designation of a potentially
clinically superior drug that is
otherwise the same drug as an already
approved drug promotes development
of potentially superior drugs to the
benefit of persons with rare diseases or
conditions.

C. Eligibility for Multiple Orphan-Drug
Exclusive Approvals

When FDA designates an orphan
drug, it generally designates the drug for
use by all persons with the rare disease
or condition and expects that a sponsor
will seek approval of the drug for all
persons with the rare disease or
condition designated. The uses for
which a drug will be approved,
however, are those for which there is
adequate data and information to
support approval, and may be limited to
subsets of patients with the orphan
disease or condition. As new data
emerge, FDA may approve the drug for
use in additional subsets of the disease
or condition for which the drug was
designated.

The scope of orphan exclusive
approval for a designated drug is limited
to the approved indication or use, even
if the underlying orphan designation is
broader. If the sponsor who originally
obtained orphan exclusive approval of
the drug for only a subset of the orphan
disease or condition for which the d