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Presidential Documents

Title 3—

The President

Proclamation 8269 of June 6, 2008

Flag Day and National Flag Week, 2008

By the President of the United States of America

A Proclamation

The American flag has been our national symbol for 231 years, and it
remains a beacon of freedom wherever it is flown. Since the Second Conti-
nental Congress adopted the Stars and Stripes as our flag in 1777, it has
stood for freedom, justice, and the resolve of our Nation.

When Francis Scott Key saw the American flag flying over Fort McHenry
in 1814, he believed that liberty would triumph. The flag that inspired
Key to write our National Anthem still energizes and emboldens the Amer-
ican spirit today. As our Nation faces the challenges of a new era, Old
Glory reminds us that liberty can prevail over oppression.

Since the first days of our Republic, Americans have flown the flag to
show their pride and appreciation for the freedoms they enjoy in this great
Nation. Every day, Americans pledge their allegiance to the flag of the
United States, and our troops carry it before them as they defend the liberties
for which it stands.

On Flag Day and during National Flag Week, we remember those in uniform
whose courage and sacrifice inspire us here at home. We also remember
the rich history of one of our oldest national symbols and reflect on our
duty to carry our heritage of freedom into the future.

To commemorate the adoption of our flag, the Congress, by joint resolution
approved August 3, 1949, as amended (63 Stat. 492), designated June 14
of each year as “Flag Day” and requested that the President issue an annual
proclamation calling for its observance and for the display of the flag of
the United States on all Federal Government buildings. The Congress also
requested, by joint resolution approved June 9, 1966, as amended (80 Stat.
194), that the President issue annually a proclamation designating the week
in which June 14 occurs as ‘“National Flag Week” and calling upon all
citizens of the United States to display the flag during that week.

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States
of America, do hereby proclaim June 14, 2008, as Flag Day and the week
beginning June 8, 2008, as National Flag Week. I direct the appropriate
officials to display the flag on all Federal Government buildings during
that week, and I urge all Americans to observe Flag Day and National
Flag Week by flying the Stars and Stripes from their homes and other
appropriate places. I also call upon the people of the United States to
observe with pride and all due ceremony those days from Flag Day through
Independence Day, also set aside by the Congress (89 Stat. 211), as a time
to honor America, to celebrate our heritage in public gatherings and activities,
and to publicly recite the Pledge of Allegiance to the Flag of the United
States of America.
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IN WITNESS WHEREOF, I have hereunto set my hand this sixth day of
June, in the year of our Lord two thousand eight, and of the Independence
of the United States of America the two hundred and thirty-second.

Lo

[FR Doc. 08-1346
Filed 6-10-08; 8:45 am]
Billing code 3195-01-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0292; Directorate
Identifier 2007-NM—-286-AD; Amendment
39-15550; AD 2008-12-07]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model EMB-135BJ and
EMB-145XR Airplanes

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

It has been found that in case of fuel
leakage inside the conduit used to route the
clear ice detector wiring through the wing
fuel tank, it is possible to have fuel
accumulation inside the conduit due to
application of wiring protection sealant in
the conduit end. The absence of fuel leakage
detectability into the clear ice detector wiring
conduit, associated with an ignition source,
could result in fire or explosion inside the
tank.

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

DATES: This AD becomes effective July
16, 2008.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of July 16, 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:
Sanjay Ralhan, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1405; 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 March 13, 2008 (73 FR
13494). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

It has been found that in case of fuel
leakage inside the conduit used to route the
clear ice detector wiring through the wing
fuel tank, it is possible to have fuel
accumulation inside the conduit due to
application of wiring protection sealant in
the conduit end. The absence of fuel leakage
detectability into the clear ice detector wiring
conduit, associated with an ignition source,
could result in fire or explosion inside the
tank.

Corrective action includes removing the
sealant used to protect the wiring
conduits of the left- and right-hand clear
ice detectors at the holes through the
wing spars, and installing protective
Teflon spiral around the wiring. 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 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
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 142 products of U.S. registry. We
also estimate that it will take about 3
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $80 per work-hour.
Required parts cost will be negligible.
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 $34,080, or $240 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.
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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, 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

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

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

2008-12-07 Empresa Brasileira De
Aeronautica S.A. (EMBRAER):
Amendment 39-15550. Docket No.
FAA-2008-0292; Directorate Identifier
2007-NM-286—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective July 16, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to EMBRAER Model
EMB-135B]J and EMB-145XR airplanes,
certificated in any category, as identified in
EMBRAER Service Bulletins 145-30-0048

and 145LEG-30-0015, both dated March 31,
2006.

Subject

(d) Air Transport Association (ATA) of
America Code 30: Ice and Rain Protection.

Reason

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

It has been found that in case of fuel
leakage inside the conduit used to route the
clear ice detector wiring through the wing
fuel tank, it is possible to have fuel
accumulation inside the conduit due to
application of wiring protection sealant in
the conduit end. The absence of fuel leakage
detectability into the clear ice detector wiring
conduit, associated with an ignition source,
could result in fire or explosion inside the
tank.

Corrective action includes removing the
sealant used to protect the wiring conduits of
the left-hand (LH) and right-hand (RH) clear
ice detectors at the holes through the wing
spars, and installing protective Teflon spiral
around the wiring.

Actions and Compliance

(f) At the applicable compliance time
specified in paragraph (f)(1) or (f)(2) of this
AD, unless already done, remove the sealant
used to protect the LH and RH clear ice
detector wiring conduits at the holes through
the wing spars and install protective Teflon
spiral, in accordance with the
Accomplishment Instructions of EMBRAER
Service Bulletin 145-30-0048 or 145LEG—
30-0015, both dated March 31, 2006, as
applicable.

(1) For Model EMB-135B]J airplanes:
Within 4,000 flight hours or 48 months after
the effective date of this AD, whichever
occurs first.

(2) For Model EMB-145XR airplanes:
Within 5,000 flight hours or 48 months after
the effective date of this AD, whichever
occurs first.

FAA AD Differences

Note: This AD differs from the MCAI and/
or service information as follows. The MCAI
specifies a compliance time of “5,000 flight
hours” for all affected airplanes. This AD
requires a compliance time of ‘5,000 flight
hours” for Model EMB-145XR airplanes, and
4,000 flight hours”” for Model EMB-135B]
airplanes. This difference has been
coordinated with the Agéncia Nacional de
Aviacao Civil.

Other FAA AD Provisions

(g) 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.
Send information to ATTN: Sanjay Ralhan,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
227-1405; fax (425) 227-1149. Before using
any approved AMOC on any airplane 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, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCALI Brazilian Airworthiness
Directive 2007-02—-03, effective March 15,
2007; EMBRAER Service Bulletin 145-30—
0048, dated March 31, 2006; and EMBRAER
Service Bulletin 145LEG-30-0015, dated
March 31, 2006 for related information.

Material Incorporated by Reference

(i) You must use EMBRAER Service
Bulletin 145-30-0048, dated March 31, 2006
or EMBRAER Service Bulletin 145LEG-30—
0015, dated March 31, 2006, 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 Empresa Brasileira de
Aeronautica S.A. (EMBRAER), P.O. Box
343—CEP 12.225, Sao Jose dos Campos—SP,
Brazil.

(3) You may review copies at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on May 30,
2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8—12734 Filed 6—10—-08; 8:45 am]
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0306; Directorate
Identifier 2008—CE—014-AD; Amendment
39-15544; AD 2008-12-01]

RIN 2120-AA64

Airworthiness Directives; Cessna
Aircraft Company Model 525 Airplanes

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

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Cessna Aircraft Company (Cessna)
Model 525 airplanes. This AD requires
you to inspect for missing firewall
sealant between the aft firewall
assembly and seal assembly; and, if you
find that firewall sealant is missing, seal
with firewall sealant between the aft
firewall assembly and seal assembly.
This AD results from a report that
firewall sealant may not have been
applied between the aft firewall
assembly and seal assembly during
manufacture of certain Model 525
airplanes. We are issuing this AD to
detect and correct missing firewall
sealant between the aft firewall
assembly and seal assembly, which
could result in failure of the fire
extinguishing system to prevent the

spread of fire through the firewall gap.
This failure could lead to an
uncontrolled fire.

DATES: This AD becomes effective on
July 16, 2008.

On July 16, 2008, the Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in this AD.
ADDRESSES: For service information
identified in this AD, contact Cessna
Aircraft Company, Product Support,
P.O. Box 7706, Wichita, Kansas 67277;
telephone: (316) 517-5800; fax: (316)
942-9006.

To view the AD docket, go to U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue, SE., Washington,
DC 20590, or on the Internet at http://
www.regulations.gov. The docket
number is FAA—-2008-0306; Directorate
Identifier 2008—CE-014—-AD.

FOR FURTHER INFORMATION CONTACT:
James Galstad, Aerospace Engineer,
Wichita Aircraft Certification Office,
1801 Airport Road, Room 100, Wichita,
Kansas 67209; telephone: (316) 946—
4135; fax: (316) 946—4107.

SUPPLEMENTARY INFORMATION:
Discussion

On March 7, 2008, we issued a
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an AD that would apply to
certain Cessna Model 525 airplanes.

This proposal was published in the
Federal Register as a notice of proposed
rulemaking (NPRM) on March 13, 2008
(73 FR 13486). The NPRM proposed to
require you to inspect for missing
firewall sealant between the aft firewall
assembly and seal assembly; and, if you
find that firewall sealant is missing, seal
with firewall sealant between the aft
firewall assembly and seal assembly.

Comments

We provided the public the
opportunity to participate in developing
this AD. We received no comments on
the proposal or on the determination of
the cost to the public.

Conclusion

We have carefully reviewed the
available data and determined that air
safety and the public interest require
adopting the AD as proposed except for
minor editorial corrections. We have
determined that these minor
corrections:

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

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

Costs of Compliance

We estimate that this AD affects 45
airplanes in the U.S. registry.

We estimate the following costs to do
the inspection:

Labor cost

Parts cost

Total cost on
U.S. operators

Total cost per
airplane

1 work-hour x $80 per hour = $80 ..........cc........

Not Applicable

$80 $3,600

We estimate the following costs to do
any necessary repairs that would be

required based on the results of the
inspection. We have no way of

determining the number of airplanes
that may need this repair:

Total cost per
Labor cost Parts cost airplane
4 WOrk-hours X $80 Per NOUI = $320 .....c.ccuciiiiiiiiieiieieti ettt sttt ettt e e beebe st et e s eaeebeetestesbesesseseeseabessennennens $30 $350

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 AD.

Regulatory Findings

We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will

not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that 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
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3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a summary of the costs
to comply with this AD (and other
information as included in the
Regulatory Evaluation) and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “Docket No. FAA—-2008-0306;
Directorate Identifier 2008—CE-014—
AD” in your request.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,

the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. FAA amends § 39.13 by adding the

following new AD:

2008-12-01 Cessna Aircraft Company:
Amendment 39-15544; Docket No.

FAA-2008-0306; Directorate Identifier
2008—CE-014—AD.

Effective Date

(a) This AD becomes effective on July 16,
2008.

Applicability

(c) This AD applies to Model 525 airplanes,
serial numbers 525-0600 through 525-0662,
that are certificated in any category.

Affected ADs
(b) None.

Unsafe Condition

(d) This AD results from a report that
firewall sealant may not have been applied
between the aft firewall assembly and seal
assembly during manufacture of certain
Model 525 airplanes. We are issuing this AD
to detect and correct missing firewall sealant
between the aft firewall assembly and seal
assembly, which could result in failure of the
fire extinguishing system to prevent the
spread of fire through the firewall gap. This
failure could lead to an uncontrolled fire.

Compliance

(e) To address this problem, you must do
the following, unless already done:

Actions

Compliance

Procedures

(1) Inspect between the 6352225 aft firewall as-
sembly and 6352226 seal assembly for miss-
ing firewall sealant.

(2) If, as a result of the inspection required by
paragraph (e)(1) of this AD, you find there is
missing firewall sealant between the 6352225
aft firewall assembly and 6352226 seal as-
sembly, seal with U000117S firewall sealant
in the gap between the 6352225 aft firewall
assembly and 6352226 seal assembly.

Within the next 60 hours time-in-service (TIS)
after July 16, 2008 (the effective date of
this AD) or within 60 days after July 16,
2008 (the effective date of this AD), which-
ever occurs first.

Before further flight after the inspection re-
quired by paragraph (e)(1) of this AD.

Follow Cessna Aircraft Company Citation
Service Letter SL525-71-05, Revision 1,
dated February 6, 2008.

Follow Cessna Aircraft Company Citation
Service Letter SL525-71-05, Revision 1,
dated February 6, 2008.

Alternative Methods of Compliance
(AMOCs)

(f) The Manager, Wichita Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOGC:s for this AD, if
requested using the procedures found in 14
CFR 39.19. Send information to ATTN: James
Galstad, Aerospace Engineer, Wichita ACO,
1801 Airport Road, Room 100, Wichita,
Kansas 67209; telephone: (316) 946—4135;
fax: (316) 946—4107. Before using any
approved AMOC on any airplane to which
the AMOG applies, notify your appropriate
principal inspector (PI) in the FAA Flight
Standards District Office (FSDO), or lacking
a PI, your local FSDO.

Material Incorporated by Reference

(g) You must use Cessna Aircraft Company
Citation Service Letter SL.525-71-05,
Revision 1, dated February 6, 2008, 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 Cessna Aircraft Company,
Product Support, P.O. Box 7706, Wichita,
Kansas 67277; telephone: (316) 517-5800;
fax: (316) 942—9006.

(3) You may review copies at the FAA,
Central Region, Office of the Regional
Counsel, 901 Locust, Kansas City, Missouri
64106; or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html.

Issued in Kansas City, Missouri, on May
27, 2008.
David R. Showers,
Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.
[FR Doc. E8—-12305 Filed 6—-10-08; 8:45 am]

BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008—-0369; Directorate
Identifier 2008—-CE-015-AD; Amendment
39-15545; AD 2008-12-02]

RIN 2120-AA64

Airworthiness Directives; British
Aerospace Regional Aircraft Model
HP.137 Jetstream Mk.1, Jetstream
Series 200 and 3101, and Jetstream
Model 3201 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (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
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product. The MCAI describes the unsafe
condition as:

A failure mode has been identified
following the examination of parts from
another aircraft type (Jetstream 4100 series)
that can lead to the loss of a nose-wheel. The
Jetstream (HP.137) Mk1, 200, 3100 and 3200
series use a similar method for retaining the
wheel assemblies on the landing gear axle
and can therefore experience the same type
of failure, i.e. a combination of excessive
wear and/or adverse tolerances on the axle
inner cone, outer cone or wheel hub splined
sleeve cones resulting in the loss of the
critical gap between the inner flange face of
the wheel outer cone and the axle end face.
If this gap is lost, it results in the wheel
having free play along the length of the axle.
This condition, if not corrected, can cause
the wheel nut lock plate to break, leading to
the wheel retention nut unscrewing and
subsequent separation of the nose wheel from
the landing gear axle.

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

DATES: This AD becomes effective July
16, 2008.

On July 16, 2008, the Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in this AD.
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 FURTHER INFORMATION CONTACT:
Taylor Martin, Aerospace Engineer,
FAA, Small Airplane Directorate, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4138; fax: (816) 329—4090.
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 March 31, 2008 (73 FR
16790). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

A failure mode has been identified
following the examination of parts from
another aircraft type (Jetstream 4100 series)
that can lead to the loss of a nose-wheel. The
Jetstream (HP.137) Mk1, 200, 3100 and 3200
series use a similar method for retaining the
wheel assemblies on the landing gear axle
and can therefore experience the same type
of failure, i.e. a combination of excessive
wear and/or adverse tolerances on the axle
inner cone, outer cone or wheel hub splined

sleeve cones resulting in the loss of the
critical gap between the inner flange face of
the wheel outer cone and the axle end face.

If this gap is lost, it results in the wheel
having free play along the length of the axle.
This condition, if not corrected, can cause
the wheel nut lock plate to break, leading to
the wheel retention nut unscrewing and
subsequent separation of the nose wheel from
the landing gear axle.

For the reasons described above, this AD
requires repetitive inspections of the nose
landing gear to ensure that the wheels are
correctly retained and, depending on
findings, replacement of worn parts.

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 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
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

Costs of Compliance

Based on the service information, we
estimate that this AD will affect 190
products of U.S. registry. We also
estimate that it will take about 1 work-
hour per product to comply with basic
requirements of this AD. The average
labor rate is $80 per work-hour.

Based on these figures, we estimate
the cost of this AD to the U.S. operators
to be $15,200 or $80 per product.

In addition, we estimate that any
necessary follow-on actions would take
about 1 work-hour and require parts
costing $250, for a cost of $330 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
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, 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.
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List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the 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:

2008-12-02 British Aerospace Regional
Aircraft: Amendment 39-15545; Docket
No. FAA-2008-0369; Directorate
Identifier 2008—CE-015-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective July 16, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Model HP.137
Jetstream MKk.1, Jetstream Series 200 and

3101, and Jetstream Model 3201 airplanes, all
serial numbers, certificated in any category.

Subject

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

Reason

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

A failure mode has been identified
following the examination of parts from
another aircraft type (Jetstream 4100 series)
that can lead to the loss of a nose-wheel. The
Jetstream (HP.137) Mk1, 200, 3100 and 3200
series use a similar method for retaining the
wheel assemblies on the landing gear axle
and can therefore experience the same type
of failure, i.e. a combination of excessive
wear and/or adverse tolerances on the axle
inner cone, outer cone or wheel hub splined
sleeve cones resulting in the loss of the
critical gap between the inner flange face of
the wheel outer cone and the axle end face.
If this gap is lost, it results in the wheel
having free play along the length of the axle.

This condition, if not corrected, can cause
the wheel nut lock plate to break, leading to
the wheel retention nut unscrewing and
subsequent separation of the nose wheel from
the landing gear axle.

For the reasons described above, this AD
requires repetitive inspections of the nose
landing gear to ensure that the wheels are
correctly retained and, depending on
findings, replacement of worn parts.

Actions and Compliance

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

(1) Within the next 3 months after July 16,
2008 (the effective date of this AD), initially
inspect the left and right nose wheel
attachments to the axle following British
Aerospace Jetstream Series 3100 and 3200
Service Bulletin 32-JA070241, dated July 13,
2007.

(2) Repetitively thereafter inspect the left
and right nose wheel attachments to the axle
at the intervals specified in Table 1 of this
AD following British Aerospace Jetstream
Series 3100 and 3200 Service Bulletin 32—
JA070241, dated July 13, 2007. If during any
repetitive inspection the gap measurement
changes from the previous inspection
measurement, adjust the repetitive inspection
interval as necessary based on Table 1 of this
AD.

TABLE 1.—REPETITIVE INSPECTION INTERVALS

If the measured gap size is:

Then repetitively inspect at the following intervals:

0.002 through 0.005 inches (0.05 through 0.13 mm)
More than 0.005 through 0.010 inches (0.13 through 0.25 mm) ...
More than 0.010 through 0.020 inches (0.25 through 0.51 mm) .............

More than 0.020 inches (0.51 mm)

Within 500 hours time-in-service (TIS).
Within 1,000 hours TIS.
Within 2,000 hours TIS.
Within 3,000 hours TIS.

(3) Before further flight, if during any of the
inspections required in paragraphs (f)(1) or
(f)(2) of this AD you find the gap between the
inner flange of the outer cone and the axle
end face is less than 0.002 inches (0.05 mm),
replace all worn parts.

Note 1: Replacement of parts does not
constitute terminating action for the
inspection requirements of this AD.

FAA AD Differences

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

Other FAA AD Provisions

(g) 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: Taylor Martin, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4138; fax: (816) 329—
4090. Before using any approved AMOC on
any airplane 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, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency (EASA) AD No: 2008-0037,
dated February 22, 2008; and British
Aerospace Jetstream Series 3100 and 3200
Service Bulletin 32-JA070241, dated July 13,
2007, for related information.

Material Incorporated by Reference

(i) You must use British Aerospace
Jetstream Series 3100 and 3200 Service
Bulletin 32-JA070241, dated July 13, 2007, 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 Project Management Group,
Customer Information Department, BAE
SYSTEMS (OPERATIONS), Prestwick
International Airport, Ayrshire, KA9 2RW,
Scotland; telephone: +44 1292 675207; fax:
+44 1292 675704; e-mail:
RApublications@baesystems.com.

(3) You may review copies at the FAA,
Central Region, Office of the Regional
Counsel, 901 Locust, Room 506, Kansas City,
Missouri 64106; or at the National Archives
and Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal-register/
cfr/ibr-locations.html.

Issued in Kansas Gity, Missouri, on May
28, 2008.
David R. Showers,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8—12412 Filed 6-10-08; 8:45 am]
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2007-29333; Directorate
Identifier 2007-NM-141-AD; Amendment
39-15547; AD 2008-12-04]

RIN 2120-AA64
Airworthiness Directives; Boeing

Model 737-600, —700, —700C, —800, and
—-900 Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Boeing Model 737-600, —700, —700C,
—800, and —900 series airplanes. This
AD requires various repetitive
inspections to detect cracks along the
chemically milled steps of the fuselage
skin or missing or loose fasteners in the
area of the preventative modification or
repairs, replacement of the time-limited
repair with the permanent repair if
applicable, and applicable corrective
actions if necessary, which would end
certain repetitive inspections. This AD
results from a fatigue test that revealed
numerous cracks in the upper skin
panel at the chemically milled step
above the lap joint. We are issuing this
AD to detect and correct such fatigue-
related cracks, which could result in the
crack tips continuing to turn and grow
to the point where the skin bay flaps
open, causing decompression of the
airplane.

DATES: This AD is effective July 16,
2008.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of July 16, 2008.

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, P.O. Box 3707,
Seattle, Washington 98124-2207.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (telephone 800-647-5527)
is the Document Management Facility,
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,

1200 New Jersey Avenue, SE.,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Wayne Lockett, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 917—6447; fax (425) 917—-6590.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an airworthiness
directive (AD) that would apply to
certain Boeing Model 737-600, —700,
—700C, —800, and —900 series airplanes.
That NPRM was published in the
Federal Register on September 28, 2007
(72 FR 55118) (An extension of the
comment period for that NPRM was
published in the Federal Register on
November 14, 2007 (72 FR 64009)). That
NPRM proposed to require various
repetitive inspections to detect cracks
along the chemically milled steps of the
fuselage skin or missing or loose
fasteners in the area of the preventative
modification or repairs, replacement of
the time-limited repair with the
permanent repair if applicable, and
applicable corrective actions if
necessary, which would end certain
repetitive inspections.

Comments

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

Request To Provide Exception for
Previously Installed Repairs

Southwest Airlines notes that the
proposed AD does not state how to do
the inspection in an area that has a
previously installed repair. Southwest
Airlines states that AD 2004—18-06,
amendment 39-13784 (69 FR 54206,
September 8, 2004), which addresses
chemically milled steps of the fuselage
skin for Boeing Model 737-200, —200C,
—300, —400, and —500 series airplanes,
contains an exception that addresses the
issue of a previously installed repair.
Southwest Airlines asks that we include
a similar exception in this AD.

We agree that the NPRM needs to be
clarified regarding procedures for
previously installed repairs, and have
added new paragraphs (j) and (k) to this
AD to explain the exceptions. We note
that the exception to the procedures
required by paragraph (g) of this AD is
similar to the exception in AD 2004—18—
06, except that for this AD, post-
preventive modifications and repair
supplemental inspections are required
for repairs installed in accordance with

Boeing Special Attention Service
Bulletin 737-53-1232, dated April 2,
2007 (cited as the appropriate source of
service information for accomplishing
the actions in the NPRM). We have also
re-identified subsequent paragraphs
accordingly.

Request To Allow Optional Eddy
Current Inspection Method

Continental Airlines (Continental)
requests that we allow the use of the
eddy current inspection procedures
given in the Boeing 737 Non-Destructive
Test (NDT) Manual, Part 6, Subjects 53—
30-25 (c-scan eddy current inspection),
as an alternative to Subjects 53—-30-19
and 53-30-23 listed in Boeing Special
Attention Service Bulletin 737-53—
1232, dated April 2, 2007. Continental
notes that the eddy current procedure in
Subject 53—-30-25 was approved as an
alternative method of compliance
(AMOC) for AD 2005-13-27,
amendment 39-14164 (70 FR 36821,
June 27, 2005), which mandates a
similar fuselage skin inspection for
Boeing Model 737-300, —400, and —500
series airplanes.

We agree that the NDT method
Continental specifies provides an
acceptable means to find cracking in the
internal surface of the fuselage skin at
the edge of a sub-surface doubler.
Therefore, we have revised this AD to
include a new paragraph (1)(4) to the
AMOC paragraph (paragraph (j) of the
NPRM). Paragraph (1)(4) states that
Boeing Model 737 NDT Manual, Part 6,
Subject 53-30-25, is an AMOC for
Subjects 53-30-19 and 53-30-23.

Request To Clarify Paragraph (g) of the
NPRM

Boeing requests that we clarify the
wording in paragraph (g) of the NPRM
to indicate which corrective actions are
required and when. Boeing specifically
states that the word “applicable” is
missing from paragraph (g) of the
NPRM, and requests that the paragraph
state “accomplishing all of the
applicable actions specified in the
Accomplishment Instructions of the
service bulletin.” Boeing explains that,
without the word “applicable,” the AD
would require accomplishment of all
actions within the Accomplishment
Instructions, even those that do not
apply under certain conditions.

We agree to clarify paragraph (g) for
the stated reasons. We have revised
paragraph (g) of this AD to include the
word “applicable” in the requested
place.
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Request To Improve Detail in Service
Bulletin

The Air Transport Association (ATA)
on behalf of its member Delta Airlines,
requests that we encourage Boeing to
improve the level of detail in Boeing
Special Attention Service Bulletin 737—
53-1232, dated April 2, 2007,
specifically Part V of the
Accomplishment Instructions,
“Preventative Modification.” The
commenters explain that the current
data and figures for the modification are
vague and could lead to considerable
variation among operators in
interpretation and installation. The
commenters also state that, as a
minimum, Boeing should issue a set of
engineering drawings for typical
modification parts for each affected
group of airplanes, and incorporate
them into a revision of the service
bulletin.

We disagree that the level of detail in
Part V of the service bulletin is
insufficient. As shown in Part V and its
associated figures, modification
doublers and fillers are to be centered in
the skin pocket with their width
determined by the existing fastener
spacing common to the lap splice.
Adding engineering drawings to the
information already in the service
bulletin could result in confusion due to
variations in fastener spacing common
to the lap joints. We have not changed
the AD in this regard.

Request To Extend Repetitive Interval
To Match C-Check Interval

The ATA, on behalf of its member
Alaska Airlines, requests that we extend
the repetitive inspection intervals
proposed in the NPRM and express
them in terms of C-check intervals. The
commenters explain that the current
repetitive inspection intervals are not
sufficient to bridge successive G-checks,
and will thus make it necessary to have
a frequent and possibly repetitive
inspection in the line environment. The
commenters further state that the
preventive modification proposed in the
NPRM would lengthen the repetitive
inspection interval from 1,500 flight
cycles to either 4,000 or 6,000 flight
cycles. In the commenters’ opinion, this
action does not justify the cost or
manpower for doing the preventive
modification.

We do not agree with the commenter’s
request to extend the repetitive
intervals. We have determined that the
proposed compliance time represents
the maximum interval of time allowable
for the affected airplanes to continue to
safely operate before the modification is
done. We determined the inspection

intervals in this AD using damage
tolerance methods to ensure that
damage can be detected before it
becomes critical on the structure. Also,
compliance intervals cannot be based on
nonspecific intervals such as a C-check.
Since maintenance schedules vary
among operators, there would be no
assurance that corrective action would
be done within the timeframe for safe
operation of the airplane. Further, in
developing appropriate compliance
times for this AD, we considered the
urgency associated with the subject
unsafe condition, and the practical
aspect of accomplishing the required
actions within a period of time that
corresponds to the normal scheduled
maintenance for most affected operators.
The repetitive intervals following
preventative modification were part of
these considerations. We have not
changed the AD in this regard.

Conclusion

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

Costs of Compliance

There are about 871 airplanes of the
affected design in the worldwide fleet.
This AD affects about 378 airplanes of
U.S. registry. The inspections take
between 11 and 25 work hours per
airplane depending on the airplane
configuration, at an average labor rate of
$80 per work hour. Based on these
figures, the estimated cost of the AD for
U.S. operators is between $332,640 and
$756,000, or between $880 and $2,000
per airplane, per inspection cycle.

Authority for This Rulemaking

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

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

because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

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

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

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

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

You can find our regulatory
evaluation and the estimated costs of
compliance in the AD Docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the 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:

2008-12-04 Boeing: Amendment 39-15547.
Docket No. FAA-2007-29333;
Directorate Identifier 2007-NM-141-AD.

Effective Date

(a) This airworthiness directive (AD) is
effective July 16, 2008.
Affected ADs

(b) None.
Applicability

(c) This AD applies to Boeing Model 737—
600, —700, —700C, —800, and —900 series
airplanes, certificated in any category; as
identified in Boeing Special Attention
Service Bulletin 737-53—-1232, dated April 2,
2007.
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Unsafe Condition

(d) This AD results from a fatigue test that
revealed numerous cracks in the upper skin
panel at the chemically milled step above the
lap joint. We are issuing this AD to detect
and correct such fatigue-related cracks,
which could result in the crack tips
continuing to turn and grow to the point
where the skin bay flaps open, causing
decompression of the airplane.

Compliance

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

Service Bulletin

(f) The term “‘service bulletin,” as used in
this AD, means Boeing Special Attention
Service Bulletin 737-53—-1232, dated April 2,
2007.

Inspections and Replacement, As Applicable

(g) At the applicable compliance times
listed in Tables 1, 2, and 3 of paragraph 1.E.,
“Compliance,” of the service bulletin, or
within the time specified in paragraph (g)(1)
or (g)(2) of this AD, as applicable, whichever
occurs later, and thereafter at the applicable
repeat intervals listed in Tables 1, 2, and 3:
Do the applicable inspections and
replacement by accomplishing all the
applicable actions specified in the
Accomplishment Instructions of the service
bulletin.

(1) For airplanes specified in Tables 1 and
2 of paragraph 1.E., “Compliance,” of the
service bulletin: Do the applicable initial
inspection required by paragraph (g) of this
AD within 36 months after the effective date
of this AD.

(2) For airplanes specified in Table 3 of
paragraph 1.E., “Compliance,” of the service
bulletin: Do the applicable initial inspection
and replacement required by paragraph (g) of
this AD within 24 months after the effective
date of this AD.

Corrective Actions

(h) If any crack or loose or missing fastener
is found during any applicable inspection
required by paragraph (g) of this AD, before
further flight, do the applicable corrective
action in accordance with the service
bulletin; except, where the service bulletin
specifies to contact Boeing for appropriate
action, before further flight, repair the crack
using a method approved in accordance with
the procedures specified in paragraph (1) of
this AD.

Terminating Action for Certain Repetitive
Inspections

(i) For airplanes on which the preventative
modification specified in the service bulletin
has not been installed: Accomplishing the
preventative modification, time-limited
repair, or permanent repair in accordance
with the service bulletin ends the applicable
repetitive external detailed inspections
required by paragraph (g) of this AD.

Exceptions to the Service Bulletin
Procedures for Previously Installed Repairs

(j) For any airplane subject to the
requirements of paragraph (g) of this AD:

Inspections done at the compliance times
specified in Table 1 of paragraph 1.E.,
“Compliance,” of the service bulletin are not
required in areas that are spanned by an
FAA-approved repair that has a minimum of
3 rows of fasteners above and below the
chemically milled step. Post-repair
supplemental inspections are to be done at
the times specified in Table 2 of paragraph
1.E., “Compliance,” of the service bulletin.
(k) For any airplane that has an external
doubler covering the chemically milled step,
but the doubler does not span the step by a
minimum of 3 rows of fasteners above and
below the chemically milled step: Instead of
requesting approval for an alternative method
of compliance (AMOC) in accordance with
the procedures specified in paragraph (1) of
this AD, one method of compliance with the
inspection requirement of paragraph (g) of
this AD is to inspect all chemically milled
steps covered by the repair using non-
destructive test (NDT) methods in accordance
with the Boeing 737 NDT Manual, Part 6,
Subject 53-30-20. These repairs are to be
considered time-limited and are subject to
the post-repair supplemental inspections and
replacement at the times specified in Table
3 of paragraph 1.E., “Compliance,” of the
service bulletin.

Alternative Methods of Compliance
(AMOCs)

(1)(1) The Manager, Seattle Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOG:s for this AD, if
requested in accordance with the procedures
found in 14 CFR 39.19.

(2) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Before using any approved AMOC on
any airplane 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.

(3) An AMOC that provides an acceptable
level of safety may be used for any repair
required by this AD, if it is approved by an
Authorized Representative for the Boeing
Commercial Airplanes Delegation Option
Authorization Organization who has been
authorized by the Manager, Seattle ACO, to
make those findings. For a repair method to
be approved, the repair must meet the
certification basis of the airplane, and the
approval must specifically refer to this AD.

(4) Use of Boeing Model 737 NDT Manual,
Part 6, Subject 53—30-25, is an AMOC for
Boeing Model 737 NDT Manual, Part 6,
Subjects 53—-30-19 and 53-30-23, as
specified in the service bulletin.

Material Incorporated by Reference

(m) You must use Boeing Special Attention
Service Bulletin 737-53-1232, dated April 2,
2007, 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 Boeing Commercial
Airplanes, P.O. Box 3707, Seattle,
Washington 98124-2207.

(3) You may review copies of the service
information incorporated by reference at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal_register/code_of_
federal_regulations/ibr_locations.html.

Issued in Renton, Washington, on May 29,
2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8-12761 Filed 6-10-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0363; Directorate
Identifier 2008—NM—-020-AD; Amendment
39-15553; AD 2008-12-10]

RIN 2120-AA64

Airworthiness Directives; Bombardier
Model CL-600-2B19 (Regional Jet
Series 100 & 440) Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (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)
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 assessment showed that the electrical
harness of the Fuel Quantity Gauging System
(FQGS) is installed in the same routing as the
28 Volts AC, 28 Volts DC, and 115 Volts AC
electrical harnesses. A chafing condition
between these electrical harnesses and the
FQGS harness could increase the surface
temperatures of fuel quantity probes and high
level sensors inside the fuel tank, resulting in
potential ignition source[s] and consequent
fuel tank explosion.

* * * * *

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

DATES: This AD becomes effective July
16, 2008.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of July 16, 2008.



32994

Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

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:
Richard Fiesel, Aerospace Engineer,
Airframe and Propulsion Branch, ANE-
171, FAA, New York Aircraft
Certification Office, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone (516) 228-7304; 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 March 27, 2008 (73 FR
16221). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

Bombardier Aerospace has completed a
system safety review of the CL-600-2B19
aircraft fuel system against new fuel tank
safety standards, introduced in Chapter 525
of the Airworthiness Manual through Notice
of Proposed Amendment (NPA) 2002—-043.
The identified non-compliances were
assessed using Transport Canada Policy
Letter No. 525-001, to determine if
mandatory corrective action is required.

This assessment showed that the electrical
harness of the Fuel Quantity Gauging System
(FQGS) is installed in the same routing as the
28 Volts AC, 28 Volts DC, and 115 Volts AC
electrical harnesses. A chafing condition
between these electrical harnesses and the
FQGS harness could increase the surface
temperatures of fuel quantity probes and high
level sensors inside the fuel tank, resulting in
potential ignition source[s] and consequent
fuel tank explosion.

To correct the unsafe condition, this
directive mandates the modification of FQGS
electrical harness routing.

You may obtain further information by
examining the MCAI in the AD docket.
The FAA has examined the
underlying safety issues involved in fuel
tank explosions on several large
transport airplanes, including the
adequacy of existing regulations, the
service history of airplanes subject to
those regulations, and existing
maintenance practices for fuel tank
systems. As a result of those findings,
we issued a regulation titled “Transport
Airplane Fuel Tank System Design
Review, Flammability Reduction and
Maintenance and Inspection
Requirements” (66 FR 23086, May 7,
2001). In addition to new airworthiness
standards for transport airplanes and

new maintenance requirements, this
rule included Special Federal Aviation
Regulation Number 88 (‘‘SFAR 88,”
Amendment 21-78, and subsequent
Amendments 21-82 and 21-83).

Among other actions, SFAR 88
requires certain type design (i.e., type
certificate (TC) and supplemental type
certificate (STC)) holders to substantiate
that their fuel tank systems can prevent
ignition sources in the fuel tanks. This
requirement applies to type design
holders for large turbine-powered
transport airplanes and for subsequent
modifications to those airplanes. It
requires them to perform design reviews
and to develop design changes and
maintenance procedures if their designs
do not meet the new fuel tank safety
standards. As explained in the preamble
to the rule, we intended to adopt
airworthiness directives to mandate any
changes found necessary to address
unsafe conditions identified as a result
of these reviews.

In evaluating these design reviews, we
have established four criteria intended
to define the unsafe conditions
associated with fuel tank systems that
require corrective actions. The
percentage of operating time during
which fuel tanks are exposed to
flammable conditions is one of these
criteria. The other three criteria address
the failure types under evaluation:
single failures, single failures in
combination with a latent condition(s),
and in-service failure experience. For all
four criteria, the evaluations included
consideration of previous actions taken
that may mitigate the need for further
action.

We have determined that the actions
identified in this AD are necessary to
reduce the potential of ignition sources
inside fuel tanks, which, in combination
with flammable fuel vapors, could result
in fuel tank explosions and consequent
loss of the airplane.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM 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
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 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
709 products of U.S. registry. We also
estimate that it will take about 83 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $80 per work-hour.
Required parts will cost about $15,552
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
$15,734,128, or $22,192 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.
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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, 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

m Accordingly, under the authority
delegated to me by the Administrator,

the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding

the following new AD:

2008-12-10 Bombardier, Inc. (Formerly
Canadair): Amendment 39-15553.

Docket No. FAA-2008-0363; Directorate
Identifier 2008—NM—-020-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective July 16, 2008.
Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier Model
CL-600-2B19 (Regional Jet Series 100 & 440)
airplanes; certificated in any category; serial
numbers 7003 through 7067 inclusive, and
7069 through 7982 inclusive.

Subject

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

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

Bombardier Aerospace has completed a
system safety review of the CL-600-2B19
aircraft fuel system against new fuel tank

TABLE 1.—SERVICE INFORMATION

safety standards, introduced in Chapter 525
of the Airworthiness Manual through Notice
of Proposed Amendment (NPA) 2002—-043.
The identified non-compliances were
assessed using Transport Canada Policy
Letter No. 525-001, to determine if
mandatory corrective action is required.

This assessment showed that the electrical
harness of the Fuel Quantity Gauging System
(FQGS) is installed in the same routing as the
28 Volts AC, 28 Volts DC, and 115 Volts AC
electrical harnesses. A chafing condition
between these electrical harnesses and the
FQGS harness could increase the surface
temperatures of fuel quantity probes and high
level sensors inside the fuel tank, resulting in
potential ignition source[s] and consequent
fuel tank explosion.

To correct the unsafe condition, this
directive mandates the modification of FQGS
electrical harness routing.

Actions and Compliance

(f) Within 10,000 flight hours after the
effective date of this AD, unless already
done, do the following actions.

(1) Modify the FQGS harness routing
according to the Accomplishment
Instructions of Bombardier Service Bulletin
601R-28-059, Revision E, dated October 29,
2007.

(2) Actions done before the effective date
of this AD in accordance with the
Bombardier service information specified in
Table 1 of this AD are acceptable for
compliance with the corresponding
requirements of this AD.

Service Bulletin

Revision Date

BOTR28—059 ...t bbb s ae s October 19, 2004.
601R—28-059 .... July 28, 2005.
BOTR=28—059 ....eiiiiiiiiiiiiiie e e ettt e e e e e e e e e e e e e e e eeeeeaa e ————eeee e e e —————eeaeaaa——ereaeaeaaan——aeaeeeaaaarraeeeaeeaaanas November 17, 2005.
BOTR28—059 ...ttt b e eh et E e et b e e e e e e nhe e nr e e te e e b e ree s March 8, 2007.
BOTR28—059 ...t e May 10, 2007.

FAA AD Differences which the AMOC applies, notify your Related Information

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

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOCGs): The Manager, New York Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOGC:s for this AD, if
requested using the procedures found in 14
CFR 39.19. Send information to ATTN:
Richard Fiesel, Aerospace Engineer, Airframe
and Propulsion Branch, ANE-171, FAA, New
York ACO, 1600 Stewart Avenue, Suite 410,
Westbury, New York 11590; telephone (516)
228-7304; fax (516) 794-5531. Before using
any approved AMOC on any airplane to

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, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

(h) Refer to MCAI Canadian Airworthiness
Directive CF—2007-36, dated December 21,
2007, and Bombardier Service Bulletin 601R—
28-059, Revision E, dated October 29, 2007,
for related information.

Material Incorporated by Reference

(i) You must use Bombardier Service
Bulletin 601R-28-059, Revision E, dated
October 29, 2007, 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., Canadair,
Aerospace Group, P.O. Box 6087, Station
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Centre-ville, Montreal, Quebec H3C 3G9,
Canada.

(3) You may review copies at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on May 29,
2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8—12825 Filed 6—10-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2007-0393; Directorate
Identifier 2007-NM-183-AD; Amendment
39-15548; AD 2008-12-05]

RIN 2120-AA64
Airworthiness Directives; Boeing
Model 777 Airplanes

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

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
Boeing Model 777 airplanes. This AD
requires an inspection to determine the
manufacturer and manufacture date of
the oxygen masks in the center and
outboard passenger service units, crew
rests, and lavatory and flight attendant
oxygen boxes, as applicable. This AD
also requires related investigative/
corrective actions if necessary. This AD
results from a report that several
passenger masks with broken in-line
flow indicators were found following a
mask deployment. We are issuing this
AD to prevent the in-line flow
indicators of the passenger oxygen
masks from fracturing and separating,
which could inhibit oxygen flow to the
masks and consequently result in
exposure of the passengers and cabin
attendants to hypoxia following a
depressurization event.

DATES: This AD is effective July 16,
2008.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of July 16, 2008.

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, P.O. Box 3707,
Seattle, Washington 98124-2207.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, and
other information. The address for the
Docket Office (telephone 800-647-5527)
is the Document Management Facility,
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Robert Hettman, Aerospace Engineer,
Cabin Safety and Environmental
Systems Branch, ANM-150S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 917-6457; fax (425) 917—6590.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an airworthiness
directive (AD) that would apply to
certain Boeing Model 777 airplanes.
That NPRM was published in the
Federal Register on January 10, 2008
(73 FR 1844). That NPRM proposed to
require an inspection to determine the
manufacturer and manufacture date of
the oxygen masks in the center and
outboard passenger service units (PSUs),
crew rests, and lavatory and flight
attendant oxygen boxes, as applicable.
The NPRM also proposed to require
related investigative/corrective actions
if necessary.

Comments

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

Request To Revise the Relevant Service
Information Section

Boeing requests that we revise the
Relevant Service Information section of
the NPRM to include a general visual
inspection of the flow indicator to
determine whether the letter “W”
appears on the right side of the
identification (ID) label. Boeing states
that this inspection should be included
in the NPRM, since the presence of the
letter “W”” on the ID label indicates that
the corrective actions have already been
accomplished.

We agree to clarify the related
investigative and corrective actions

required by this AD. If the ID label on
the oxygen mask shows that the mask
was manufactured by B/E Aerospace
between January 1, 2002 and March 1,
2006, then the related investigative
action must be done. The related
investigative action includes doing a
general visual inspection of the flow
indicator to determine the color of the
flow direction mark and the word
“flow” on the flow indicator, and to
determine whether the letter “W”
appears on the right side of the ID label.
If the flow direction mark and the word
“flow” on the flow indicator of the
oxygen mask are not green and the letter
“W” is not shown on the right side of
the ID label, then the corrective action
must be done. The corrective action
includes replacing the oxygen mask
with one that was not manufactured by
B/E Aerospace between January 1, 2002,
and March 1, 2006, or with a modified
oxygen mask having an improved flow
indicator. We have revised paragraph (f)
of this AD accordingly. (Boeing Special
Attention Service Bulletin 777-35—
0019, dated March 9, 2006, refers to

B/E Aerospace Service Bulletin 174080—
35-01, dated February 6, 2006; and
Revision 1, dated May 1, 2006; as
additional sources of service
information for modifying the oxygen
mask assembly by replacing the flow
indicator with an improved flow
indicator.) The intent of this AD is to
accomplish all of the applicable actions
specified in the Accomplishment
Instructions of Boeing Special Attention
Service Bulletin 777—-35-0019. Since the
Relevant Service Information section is
not retained in an AD, we have not
changed this AD in this regard.

Request To Revise the Discussion
Section

Boeing requests that we add a
statement to the Discussion section of
the NPRM clarifying that only masks
manufactured by B/E Aerospace
between January 1, 2002 and March 1,
2006 would require corrective action.
Boeing states that no further action is
required for oxygen masks
manufactured outside those dates or
manufactured by other suppliers.
Boeing also states that not including all
of the contents of Boeing Special
Attention Service Bulletin 777-35-0019
in this AD, and not clarifying the intent
of the AD, will generate many requests
for clarification from operators.

We have clarified the requirements of
this AD in our response to the previous
comment. No additional change to this
AD is necessary in this regard, since the
Discussion section of the NPRM is not
retained in this final rule.
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Request To Delete Certain
Requirements or Add a Terminating
Action

British Airways states that it does not
agree with the proposed requirement to
replace a discrepant oxygen mask with
one having an improved flow indicator
because only the oxygen masks
identified in Boeing Special Attention
Service Bulletin 777-35-0019 are
potentially defective. The commenter
also states that it has inspected some of
its airplanes and replaced all discrepant
masks with new masks that do not fall
within the rejection criteria. The
commenter believes that it should not
have to re-inspect the oxygen mask
assemblies for the presence of an
improved flow indicator after this AD is
issued. The commenter, therefore,
requests that we revise this AD in either
one of the following ways:

¢ Delete the phrase from paragraph (f)
of this AD that states “* * * except
where the service bulletin specifies
installing a new oxygen mask, replace
the oxygen mask with a new or
modified oxygen mask having an
improved flow indicator.”

e Add a statement to this AD
specifying that inspections done in
accordance with Boeing Special
Attention Service Bulletin 777-35-0019
before issuance of this AD comply with
the intent of this AD and do not need
to be repeated.

We agree that inspections done in
accordance with Boeing Special
Attention Service Bulletin 777-35-0019
before the effective date of this AD do
not need to be accomplished again.
However, no change is necessary in this
regard, since a similar statement is
contained already in paragraph (e) of
this AD. Further, as stated previously,
we have clarified the phrase regarding
replacement of the oxygen mask in
paragraph (f) of this AD. The intent of
that phrase is to provide the option of
replacing a discrepant oxygen mask
with one that was not manufactured by
B/E Aerospace between January 1, 2002,
and March 1, 2006, or with a modified
oxygen mask having an improved flow
indicator in accordance with B/E
Aerospace Service Bulletin 174080-35—
01.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting the AD
with the change described previously.
We also determined that this change
will not increase the economic burden
on any operator or increase the scope of
the AD.

Costs of Compliance

There are about 433 airplanes of the
affected design in the worldwide fleet.
This AD affects about 123 airplanes of
U.S. registry. The required actions take
about 70 work hours per airplane, with
an average of 480 oxygen masks per
airplane, at an average labor rate of $80
per work hour. Based on these figures,
the estimated cost of the AD for U.S.
operators is $688,800, or $5,600 per
airplane.

Authority for This Rulemaking

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

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

Regulatory Findings

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

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

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

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

You can find our regulatory
evaluation and the estimated costs of
compliance in the AD Docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the 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:

2008-12-05 Boeing: Amendment 39-15548.
Docket No. FAA-2007-0393; Directorate
Identifier 2007-NM-183-AD.

Effective Date

(a) This airworthiness directive (AD) is
effective July 16, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Boeing Model 777—
200, —200LR, —300, and —300ER series
airplanes, certificated in any category; as
identified in Boeing Special Attention

Service Bulletin 777-35-0019, dated March
9, 2006.

Unsafe Condition

(d) This AD results from a report that
several passenger masks with broken in-line
flow indicators were found following a mask
deployment. We are issuing this AD to
prevent the in-line flow indicators of the
passenger oxygen masks from fracturing and
separating, which could inhibit oxygen flow
to the masks and consequently result in
exposure of the passengers and cabin
attendants to hypoxia following a
depressurization event.

Compliance

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

Inspection and Related Investigative/
Corrective Actions if Necessary

(f) Within 60 months after the effective
date of this AD, do a general visual
inspection to determine the manufacturer
and manufacture date of the oxygen masks in
the center and outboard passenger service
units, crew rests, and lavatory and flight
attendant oxygen boxes, as applicable, and
do the applicable related investigative and
corrective actions, by accomplishing all of
the applicable actions specified in the
Accomplishment Instructions of Boeing
Special Attention Service Bulletin 777-35—
0019, dated March 9, 2006; except where the
service bulletin specifies installing a new
oxygen mask, replace the oxygen mask with
one that was not manufactured by B/E
Aerospace between January 1, 2002, and
March 1, 2006, or with a modified oxygen
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mask having an improved flow indicator. The
related investigative and corrective actions
must be done before further flight.

Note 1: The Boeing service bulletin refers
to B/E Aerospace Service Bulletin 174080—
35-01, dated February 6, 2006; and Revision
1, dated May 1, 2006; as additional sources
of service information for modifying the
oxygen mask assembly by replacing the flow
indicator with an improved flow indicator.

Alternative Methods of Compliance
(AMOCs)

(g)(1) The Manager, Seattle Aircraft
Certification Office, FAA, has the authority to
approve AMOG:s for this AD, if requested in
accordance with the procedures found in 14
CFR 39.19.

(2) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Before using any approved AMOC on
any airplane 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.

Material Incorporated by Reference

(h) You must use Boeing Special Attention
Service Bulletin 777-35-0019, dated March
9, 2006, 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 Boeing Commercial
Airplanes, P.O. Box 3707, Seattle,
Washington 98124-2207.

(3) You may review copies of the service
information incorporated by reference at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal_register/code_of
federal_regulations/ibr_locations.html.

Issued in Renton, Washington, on May 29,
2008.
Ali Bahrami,
Manager, Transport Airplane Directorate,
Aircraft Certification Service.
[FR Doc. E8-12717 Filed 6—10-08; 8:45 am]

BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0300; Directorate
Identifier 2008—NM-019-AD; Amendment
39-15552; AD 2008—-12-09]

RIN 2120-AA64

Airworthiness Directives; Bombardier
Model CL-600-2C10 (Regional Jet
Series 700, 701, & 702) and CL-600—
2D24 (Regional Jet Series 900)
Airplanes

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

* * * * *

The assessment and lightning tests showed
that certain fuel tube self-bonded couplings
do not provide sufficient lightning current
capability. The assessment also showed that
single failure of the integral bonding wire of
the self-bonded couplings could affect
electrical bonding between the tubes.

Insufficient electrical bonding between fuel
tubes or insufficient current capability of fuel
tube couplings, if not corrected, could result
in arcing and potential ignition sourcel[s]
inside the fuel tank during lightning strikes
and consequent fuel tank explosion. * * *

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

DATES: This AD becomes effective July
16, 2008.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of July 16, 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:
James Delisio, Aerospace Engineer,
Airframe and Propulsion Branch, ANE-
171, FAA, New York Aircraft
Certification Office, 1600 Stewart
Avenue, Suite 410, Westbury, New York

11590; telephone (516) 228-7321; 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 March 17, 2008 (73 FR
14189). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

Bombardier Aerospace has completed a
system safety review of the CL-600-2C10/
CL-600-2D24 aircraft fuel system against
new fuel tank safety standards, introduced in
Chapter 525 of the Airworthiness Manual
through Notice of Proposed Amendment
(NPA) 2002—-043. The identified non-
compliances were assessed using Transport
Canada Policy Letter No. 525-001 to
determine if mandatory corrective action is
required.

The assessment and lightning tests showed
that certain fuel tube self-bonded couplings
do not provide sufficient lightning current
capability. The assessment also showed that
single failure of the integral bonding wire of
the self-bonded couplings could affect
electrical bonding between fuel tubes.

Insufficient electrical bonding between fuel
tubes or insufficient current capability of fuel
tube couplings, if not corrected, could result
in arcing and potential ignition sourcel[s]
inside the fuel tank during lightning strikes
and consequent fuel tank explosion. To
correct the unsafe condition, this directive
mandates the replacement of certain fuel tube
couplings with redesigned couplings.

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 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.
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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 160 products of U.S. registry. We
also estimate that it will take about 32
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $80 per work-hour.
Required parts will 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 this AD
to the U.S. operators to be $409,600, or
$2,560 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, 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

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

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

2008-12-09 Bombardier, Inc. (Formerly
Canadair): Amendment 39-15552.
Docket No. FAA-2008-0300; Directorate
Identifier 2008—NM—-019-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective July 16, 2008.
Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier Model
CL-600-2C10 (Regional Jet Series 700, 701,
& 702) airplanes, serial numbers 10003
through 10169 inclusive; and Model CL-600—
2D24 (Regional Jet Series 900) airplanes,
serial numbers 15001 through 15025
inclusive; certificated in any category.

Subject

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

Reason

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

Bombardier Aerospace has completed a
system safety review of the CL-600-2C10/
CL-600-2D24 aircraft fuel system against
new fuel tank safety standards, introduced in
Chapter 525 of the Airworthiness Manual
through Notice of Proposed Amendment
(NPA) 2002—-043. The identified non-
compliances were assessed using Transport
Canada Policy Letter No. 525-001 to
determine if mandatory corrective action is
required.

The assessment and lightning tests showed
that certain fuel tube self-bonded couplings
do not provide sufficient lightning current
capability. The assessment also showed that
single failure of the integral bonding wire of
the self-bonded couplings could affect
electrical bonding between fuel tubes.

Insufficient electrical bonding between fuel
tubes or insufficient current capability of fuel
tube couplings, if not corrected, could result
in arcing and potential ignition sourcel[s]
inside the fuel tank during lightning strikes
and consequent fuel tank explosion. To
correct the unsafe condition, this directive
mandates the replacement of certain fuel tube
couplings with redesigned couplings.

Actions and Compliance

(f) Within 4,500 flight hours after the
effective date of this AD, unless already
done, do the following actions.

(1) For airplanes on which Bombardier
Service Bulletin 670BA-28-014, dated
January 4, 2005, has not been incorporated as
of the effective date of this AD: Replace fuel
tube couplings inside the wing and center
fuel tanks with redesigned couplings, in
accordance with Part A of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—-28-014, Revision A,
dated May 7, 2007.

(2) For airplanes on which Bombardier
Service Bulletin 670BA-28-014, dated
January 4, 2005, has been incorporated as of
the effective date of this AD: Do a visual
inspection of the aft scavenge ejector fuel
couplings inside the left- and right-hand
wing fuel tanks to determine if redesigned
couplings are installed, and replace with
redesigned couplings as applicable, in
accordance with Part B of the
Accomplishment Instructions of Bombardier
Service Bulletin 670BA—28-014, Revision A,
dated May 7, 2007.

FAA AD Differences

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

Other FAA AD Provisions

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

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), FAA, has the
authority to approve AMOGC:s for this AD, if
requested using the procedures found in 14
CFR 39.19. Send information to ATTN: James
Delisio, Aerospace Engineer, Airframe and
Propulsion Branch, ANE-171, FAA, New
York ACO, 1600 Stewart Avenue, Suite 410,
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Westbury, New York 11590; telephone (516)
228-7321; fax (516) 794-5531. Before using
any approved AMOC on any airplane 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, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI Canadian Airworthiness
Directive CF—2008-02, dated January 3, 2008,
and Bombardier Service Bulletin 670BA—28—
014, Revision A, dated May 7, 2007, for
related information.

Material Incorporated by Reference

(i) You must use Bombardier Service
Bulletin 670BA—-28-014, Revision A, dated
May 7, 2007, 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., Canadair,
Aerospace Group, P.O. Box 6087, Station
Centre-ville, Montreal, Quebec H3C 3G9,
Canada.

(3) You may review copies at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on May 30,
2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8—12735 Filed 6-10-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2008-0426 Directorate
Identifier 2008—CE—-016—AD; Amendment
39-15549; AD 2008-12-06]

RIN 2120-AA64

Airworthiness Directives; MORAVAN
a.s. Model Z-143L Airplanes

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

Vortex inserts are used inside the heat
exchanger of the carburettor heating system.
Up to serial number (s/n) 0044 inclusive
those inserts have been produced from
aluminium alloy which has been found to be
susceptible of cracks. As a consequence, if
left uncorrected some loose parts could
migrate in the induction system, reduce the
air flow through the carburettor’s venturi and
lead to a loss of engine power.

From s/n 0045 onwards vortex inserts have
been produced from stainless steel.

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

DATES: This AD becomes effective July
16, 2008.

On July 16, 2008, the Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in this AD.
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 FURTHER INFORMATION CONTACT:
Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901
Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4059; fax: (816) 329—4090.
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 11, 2008 (73 FR
19766). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCALI states:

Vortex inserts are used inside the heat
exchanger of the carburettor heating system.
Up to serial number (s/n) 0044 inclusive
those inserts have been produced from
aluminium alloy which has been found to be
susceptible of cracks. As a consequence, if
left uncorrected some loose parts could
migrate in the induction system, reduce the
air flow through the carburettor’s venturi and
lead to a loss of engine power.

From s/n 0045 onwards vortex inserts have
been produced from stainless steel.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM 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
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a Note within the AD.

Costs of Compliance

Based on the service information, we
estimate that this AD will affect 7
products of U.S. registry. We also
estimate that it will take about 6 work-
hours per product to comply with basic
requirements of this AD. The average
labor rate is $80 per work-hour.
Required parts will cost about $100 per
product.

Based on these figures, we estimate
the cost of this AD to the U.S. operators
to be $4,060 or $580 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,
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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, 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

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

2008-12-06 Moravan a.s.: Amendment 39—
15549; Docket No. FAA-2008-0426;
Directorate Identifier 2008—CE-016—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective July 16, 2008.

Affected ADs
(b) None.
Applicability
(c) This AD applies to Model Z-143L

airplanes, all serial numbers (SNs),
certificated in any category.

Subject

(d) Air Transport Association of America
(ATA) Code 75: Engine Air.

Reason

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

Vortex inserts are used inside the heat
exchanger of the carburetor heating system.
Up to serial number (s/n) 0044 inclusive
those inserts have been produced from
aluminium alloy which has been found to be
susceptible of cracks. As a consequence, if
left uncorrected some loose parts could
migrate in the induction system, reduce the
air flow through the carburetor’s venturi and
lead to a loss of engine power.

From s/n 0045 onwards vortex inserts have
been produced from stainless steel.

To address this unsafe condition, this
Airworthiness Directive (AD) mandates
initial inspections of the heat exchanger
vortex inserts and replacement of the
aluminium inserts by stainless steel ones if
any damage is found; and recurrent
inspections to be done as incorporated in the
Revision of Airplane Maintenance Manual.

Actions and Compliance

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

(1) For all serial numbers (SNs) through SN
0044:

(i) Before further flight after July 16, 2008
(the effective date of this AD), inspect the
vortex inserts inside the carburetor heating
system heat exchanger for cracks and/or
loose or missing rivets following paragraph 8
of Moravan Aviation s.r.o. Mandatory Service
Bulletin Z143L/31a, dated June 8, 2007.

(ii) Before further flight, if as a result of the
inspection required by paragraph (£)(1)(i) of
this AD, you find any cracks and/or loose or

missing rivets for the vortex inserts, replace
all vortex inserts with new vortex inserts
made from stainless steel following
paragraph 8 of Moravan Aviation s.r.0.
Mandatory Service Bulletin Z143L/31a, dated
June 8, 2007.

(2) For SN 0045 and greater: Within 110
hours time-in-service (TIS) after July 16, 2008
(the effective date of this AD) or within 60
days after July 16, 2008 (the effective date of
this AD), whichever occurs first, inspect the
vortex inserts inside the carburetor heating
system heat exchanger following new
instructions introduced by new pages 05-28,
75-7, 75-7A, and 75-8 of ZLIN Z 143 L
Airplane Maintenance Manual, Revision No.
9, dated: June 8, 2007, and replace with new
vortex inserts made from stainless steel, if
cracks and/or loose or missing rivets for the
vortex inserts are found.

(3) For all SNs: Within 60 days after July
16, 2008 (the effective date of this AD),
incorporate new pages 01-11, 01-12, 01-24,
01-35, 05-28, 75-7, 75-7A, 75-7B, and 75—
8 of ZLIN Z 143 L Airplane Maintenance
Manual, Revision No. 9, dated: June 8, 2007,
into your maintenance program. These pages
include compliance times and procedures for
repetitive inspections and corrective actions.

FAA AD Differences

Note: This AD differs from the MCAI and/
or service information as follows: The MCAI
requires compliance for the inspection of SN
0045 and greater at the next shop visit or
within 110 hours TIS after the effective date
of the MCAL To assure the AD is clear for
U.S. operators and all airplanes have the
inspection done in a timely manner, this AD
requires compliance for the inspection of SN
0045 and greater within 110 hours TIS after
July 16, 2008 (the effective date of this AD)
or within 60 days after July 16, 2008 (the
effective date of this AD), whichever occurs
first.

Other FAA AD Provisions

(g) 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: Doug Rudolph, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4059; fax: (816) 329—
4090. Before using any approved AMOC on
any airplane 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, under the
provisions of the Paperwork Reduction Act
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(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency (EASA) AD No. 2008-0038,
dated February 27, 2008; Moravan Aviation
s.r.o. Mandatory Service Bulletin Z143L/31a,
dated June 8, 2007; and new pages 01-11,
01-12, 01-24, 01-35, 05-28, 75-7, 75-7A,
75—7B, and 75-8 of ZLIN Z 143 L Airplane
Maintenance Manual, Revision No. 9, dated:
June 8, 2007, for related information.

Material Incorporated by Reference

(i) You must use Moravan Aviation s.r.o.
Mandatory Service Bulletin Z143L/31a, dated
June 8, 2007; and new pages 01-11, 01-12,
01-24, 01-35, 05-28, 75-7, 75-7A, 75-7B,
and 75-8 of ZLIN Z 143 L Airplane
Maintenance Manual, Revision No. 9, dated:
June 8, 2007, 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 Moravan Aviation s.r.o.,
ZLIN Service, 765 81 Otrokovice, Czech
Republic.

(3) You may review copies at the FAA,
Central Region, Office of the Regional
Counsel, 901 Locust, Room 506, Kansas City,
Missouri 64106; or at the National Archives
and Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal-register/
cfr/ibr-locations.html.

Issued in Kansas Gity, Missouri, on May
29, 2008.
David R. Showers,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8-12754 Filed 6—10-08; 8:45 am]
BILLING CODE 4910-13-P

SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 232

[Release Nos. 33-8922; 34-57888; 39-2454;
1C-28292]

Adoption of Updated EDGAR Filer
Manual

AGENCY: Securities and Exchange
Commission.

ACTION: Final rule.

SUMMARY: The Securities and Exchange
Commission (the Commission) is
adopting revisions to the Electronic Data
Gathering, Analysis, and Retrieval
System (EDGAR) Filer Manual to reflect
updates to the EDGAR system. The
revisions are being made primarily to

reflect the United States Department of
Treasury’s Financial Management
Service’s (FMS) designation of U.S.
Bank of St. Louis, Missouri, as the new
Financial Agent for General Lockbox
Services for the Commission. U.S. Bank
assumed this responsibility from Mellon
Bank effective February 4, 2008. In
addition, the revisions include a
modification to the EDGARLite Form
TA-1 (Application for registration as a
transfer agent filed pursuant to the
Securities Exchange Act of 1934) to
correct the form version number and
Form TA-2 (Annual Report of Transfer
Agent activities filed pursuant to the
Securities Exchange Act of 1934) to
allow filers to input up to two decimal
places for percentage values in their
response to Question 5(d).

The filer manual is also being revised
to incorporate changes to reflect several
amended rules and forms previously
proposed or adopted by the Commission
and implemented in EDGAR. Those
rules address (1) the electronic
submission on EDGAR of applications
for orders under any section of the
Investment Company Act of 1940 and
Regulation E filings of Small Business
Investment Companies (SBIC’s) and
Business Development Companies
(BDC’s) if and when the Commission
might adopt rule changes making these
mandatory electronic submissions and
(2) Smaller Reporting Company
regulatory relief and simplification.

The revisions to the Filer Manual
reflect changes within Volume II
entitled EDGAR Filer Manual, Volume
II: “EDGAR Filing,” Version 7 (May
2008). The updated manual will be
incorporated by reference into the Code
of Federal Regulations.

DATES: Effective Date: June 11, 2008.
The incorporation by reference of the
EDGAR Filer Manual is approved by the
Director of the Federal Register as of
June 11, 2008.

FOR FURTHER INFORMATION CONTACT: In
the Office of Information Technology,
Rick Heroux, at (202) 551-8800; in the
Office of Financial Management, for
questions concerning the change in
financial agents, contact Connie Cornett,
at (202) 551-7812; in the Division of
Investment Management, for questions
concerning applications for orders
under any section of the Investment
Company Act of 1940, contact Ruth
Armfield Sanders, Senior Special
Counsel, Office of Legal and Disclosure,
at (202) 551-6989, Nadya Roytblat,
Assistant Director, Office of Investment
Company Regulation, at (202) 551-6821,
or Keith Carpenter, Senior Special
Counsel, Office of Insurance Products,
at (202) 551-6766; for questions

concerning Regulation E filings of Small
Business Investment Companies
(SBIC’s) and Business Development
Companies (BDC’s), contact Ruth
Armfield Sanders, Senior Special
Counsel, Office of Legal and Disclosure,
at (202) 551-6989; in the Division of
Corporation Finance, for questions
concerning Smaller Reporting
Companies, Gerald J. Laporte, Chief;
Kevin M. O’Neill, Special Counsel; or
Johanna Vega Losert, Attorney-Advisor,
Office of Small Business Policy (202)
551-3430.

SUPPLEMENTARY INFORMATION: Today we
are adopting an updated EDGAR Filer
Manual, Volume II. The Filer Manual
describes the technical formatting
requirements for the preparation and
submission of electronic filings through
the EDGAR system.! It also describes
the requirements for filing using
EDGARLink 2 and the Online Forms/
XML Web site.

The Filer Manual contains all the
technical specifications for filers to
submit filings using the EDGAR system.
Filers must comply with the applicable
provisions of the Filer Manual in order
to assure the timely acceptance and
processing of filings made in electronic
format.? Filers should consult the Filer
Manual in conjunction with our rules
governing mandated electronic filing
when preparing documents for
electronic submission.*

1 We originally adopted the Filer Manual on April
1, 1993, with an effective date of April 26, 1993.
Release No. 33-6986 (April 1, 1993) [58 FR 18638].
We implemented the most recent update to the Filer
Manual on August 20, 2007. See Release No. 33—
8834 (August 15, 2007) [72 FR 46559].

2 This is the filer assistance software. We provide
filers filing on the EDGAR system.

3 See Rule 301 of Regulation S-T (17 CFR
232.301).

4 See Release Nos. 33-6977 (February 23, 1993)
[58 FR 14628], IC-19284 (February 23, 1993) [58 FR
14848], 35-25746 (February 23, 1993) [58 FR
14999], and 33-6980 (February 23, 1993) [58 FR
15009] in which we comprehensively discuss the
rules we adopted to govern mandated electronic
filing. See also Release No. 33—7122 (December 19,
1994) [59 FR 67752], in which we made the EDGAR
rules final and applicable to all domestic
registrants; Release No. 33-7427 (July 1, 1997) [62
FR 36450], in which we adopted minor
amendments to the EDGAR rules; Release No. 33—
7472 (October 24, 1997) [62 FR 58647], in which
we announced that, as of January 1, 1998, we would
not accept in paper filings that we require filers to
submit electronically; Release No. 34—40934
(January 12, 1999) [64 FR 2843], in which we made
mandatory the electronic filing of Form 13F;
Release No. 33-7684 (May 17, 1999) [64 FR 27888],
in which we adopted amendments to implement
the first stage of EDGAR modernization; Release No.
33-7855 (April 24, 2000) [65 FR 24788], in which
we implemented EDGAR Release 7.0; Release No.
33-7999 (August 7, 2001) [66 FR 42941], in which
we implemented EDGAR Release 7.5; Release No.
33-8007 (September 24, 2001) [66 FR 49829], in
which we implemented EDGAR Release 8.0;
Release No. 33—-8224 (April 30, 2003) [68 FR 24345],
in which we implemented EDGAR Release 8.5;



Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

33003

The FMS has designated U.S. Bank of
St. Louis, Missouri, as the new
Financial Agent for General Lockbox
Services for the SEC.5 U.S. Bank has
taken over this responsibility from
Mellon Bank effective February 4, 2008.
EDGAR Release 9.9 was implemented
on February 4, 2008 to make the system
changes necessary to support this
transition. All fee payments (wires and
checks) must be submitted to U.S. Bank
on and after this date. As of February 1,
2008, payments should no longer be
submitted to Mellon Bank. It is not
necessary for filers to have an account
at U.S. Bank to submit fee payments.

For wire payments, the hours of
operation at U.S. Bank are 8:30 a.m.
until 6 p.m. eastern time for wires. U.S.
Bank’s ABA number is 081000210. To
ensure proper credit and prompt filing
acceptance, it is critical to include the
SEC’s account number at U.S. Bank
(152307768324) and the payor’s SEC-
assigned CIK (Central Index Key)
number (also know as the SEC-assigned
registrant or payor account number) in
your wire payment.

To remit your SEC filing fee payment
by certified check, cashier’s check or
money order, you must make them
payable to the Securities and Exchange
Commission, omitting the name or title
of any official of the Commission. On
the front of the check or money order,
you must include the SEC’s account
number (152307768324) and CIK
number of the account to which the fee
is to be applied. You must mail checks
or money orders to the following U.S.
Bank addresses. U.S. Bank does not
support walk-in deliveries by
individuals.

For USPS remittances, they MUST be
sent to the following PO Box address.

Securities & Exchange Commission,
P.O. Box 979081, St. Louis, MO 63197—
9000.

Release Nos. 33-8255 (July 22, 2003) [68 FR 44876]
and 33-8255A (September 4, 2003) [68 FR 53289]
in which we implemented EDGAR Release 8.6;
Release No. 33-8409 (April 19, 2004) [69 FR 21954]
in which we implemented EDGAR Release 8.7;
Release No. 33—-8454 (August 6, 2004) [69 FR 49803]
in which we implemented EDGAR Release 8.8;
Release No. 33-8528 (February 3, 2005) [70 FR
6573] in which we implemented EDGAR Release
8.10; Release No. 33—-8573 (May 19, 2005) [70 FR
30899] in which we implemented EDGAR Release
9.0; Release No. 33—-8612 (September 21, 2005) [70
FR 57130] in which the Commission granted the
authorization to publish the release adopting the
reorganized EDGAR Filer Manual; Release No. 33—
8633 (November 1, 2005) [70 FR 67350] in which
we implemented EDGAR Release 9.2; Release No
33-8656 (January 27, 2006) [71 FR 5596] in which
we implemented EDGAR Release 9.3; and Release
No. 33-8834 (August 15, 2007) [72 FR 46559] in
which we implemented EDGAR Release 9.7.

5 See Release No. 33—8885 (January 29, 2008)
(Amendment of Procedures for Payment of Fees).

The following address can be used for
common carriers such as FedEx,
Airborne, DHL, and UPS.

U.S. Bank, Government Lockbox
979081, 1005 Convention Plaza, SL—
MO-C2—GL, St. Louis, MO 63101.

For complete details regarding how to
remit wire and check payment, please
refer to the SEC’s “Instructions for Wire
Transfer (FEDWIRE) and Check
Payment of SEC Filing Fees” (http://
www.sec.gov/info/edgar/fedwire.htm)
on our “Information for EDGAR Filers”
Web page. Filers should periodically
check both the SEC’s and FMS’ Web
sites for additional information and
updates.

Also included in EDGAR Release 9.9
were modifications to the EDGARLite
Form TA-1 (Application for registration
as a transfer agent filed pursuant to the
Securities Exchange Act of 1934) to
correct the form version number and
TA-2 (Annual Report of Transfer Agent
activities filed pursuant to the Securities
Exchange Act of 1934) to allow filers to
input up to two decimal places for
percentage values in their response to
Question 5(d) (5(d)(i) Corporate Equity
Securities, 5(d)(ii) Corporate Debt
Securities, 5(d)(iii) Open-Ended
Investment Company Securities, 5(d)(iv)
Limited Partnership Securities, 5(d)(v)
Municipal Debt Securities, 5(d)(vi)
Other Securities). Filers have
communicated to the Division of
Trading and Markets that their
percentages are not necessarily whole
numbers, so this modification will help
filers provide more accurate answers to
these questions. Filers must download
the updated EDGARLite TA-1 and TA—
2 Submission Templates from the
EDGAR OnlineForms Web site to ensure
that submissions will be processed
successfully. Previous versions of the
templates will not work properly.

We have recently proposed to amend
Regulation S-T 6 to make mandatory the
electronic submission on EDGAR of
applications for orders under any
section of the Investment Company Act
of 1940 (“Investment Company Act”’)
and Regulation E filings of small
business investment companies and
business development companies.” We
have updated the EDGAR Filer Manual
to describe the EDGAR electronic filing
submission types that filers would use
for electronic submission on EDGAR if
and when we might adopt these

617 CFR 232.

7 See Release No. 33—-8859 (November 1, 2007) [72
FR 63513] (Rulemaking for EDGAR System;
Mandatory Electronic Submission of Applications
for Orders under the Investment Company Act and
Filings Made Pursuant to Regulation E—proposing
release).

proposals. The submission types are as
follows:

¢ In connection with applications for
orders under the Investment Company
Act,

e 40-OIP (Application under the
Investment Company Act submitted
pursuant to Investment Company Act
Rule 0-2 reviewed by the Office of
Insurance Products)

e 40-0IP/A (Amendment to an
application under the Investment
Company Act submitted pursuant to
Investment Company Act Rule 0-2
reviewed by the Office of Insurance
Products)

¢ 40-6B (Application under the
Investment Company Act by an
employees’ securities company
submitted pursuant to Investment
Company Act Rule 0-2)

e 40-6B/A (Amendment to an
application under the Investment
Company Act by an employees’
securities company submitted pursuant
to Investment Company Act Rule 0-2)

e 40-APP (Application under the
Investment Company Act submitted
pursuant to Investment Company Act
Rule 0-2 other than those reviewed by
the Office of Insurance Products or
submitted by an employees’ securities
company)

e 40-APP/A (Amendment to an
application under the Investment
Company Act submitted pursuant to
Investment Company Act Rule 0-2 other
than those reviewed by the Office of
Insurance Products or submitted by an
employees’ securities company).

¢ In connection with Regulation E
filings,

e 1-E: Notification under Regulation
E by small business investment
companies and business development
companies

e 1-E/A: Amendment to a
notification under Regulation E by small
business investment companies and
business development companies

e 2-E: Report of sales of securities
pursuant to Rule 609 under Regulation
E

e 2-E/A: Amendment to a report of
sales of securities pursuant to Rule 609
under Regulation E

e 1-E AD: Sales material filed
pursuant to Rule 607 under Regulation
E

e 1-E AD/A: Amendment to sales
material filed pursuant to Rule 607
under Regulation E

The following paper submission types
became obsolete as of December 17,
2007: 40-6C, 40-6C/A, and 40-RPT.
They have been replaced by paper
submission types 40—-APP, 40-OIP, or
40-6B, as appropriate.
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Similarly, the following new paper
submission types, 1-E AD and 1-E AD/
A, were added.

Revisions were made to support
Smaller Reporting Company regulatory
relief and simplification.8 Specifically,
we added a “Smaller Reporting
Company” indicator to the header of
submission types: 10-K, 10-K/A, 10—
KT, 10-KT/A, 10-Q, 10-Q/A, 10-QT,
10-QT/A, S-1, S-1/A, S-1MEF, S-3, S—
3/A, S-3D, S-3DPOS, S-3MEF, S—4, S—
4P0OS, S-4/A, S-4EF, S-4EF/A, S—
4MEF, S-8, S-8P0OS, S—-11, S-11/A, S—
11MEF, 10-12B, 10-12B/A, 10-12G,
and 10-12G/A; suspending the filing of
the following submission types:
10SB12B, 10SB12B/A, 10SB12G,
10SB12G/A, SB-1, SB-1/A, SB-1MEF,
SB-2, SB—-2/A, and SB-2MEF as of
February 4, 2008; suspending the filing
of the following submission types:
10QSB and 10QSB/A as of November 3,
2008; and suspending the filing of the
following submission types: 10KSB and
10KSB/A as of March 16, 2009. Those
filers needing to file amendments to
filings previously submitted on
submission types 10SB12B, 10SB12G,
SB-1, SB-1MEF, SB-2, SB-2MEF,
10QSB, or 10KSB may do so using
submission type 10-12B, 10-12G, S-1,
S—1MEF, S-2, S-2MEF, 10-Q, and 10—
K respectively.

Additional changes to the Filer
Manual are being made to update
obsolete material such as references to
Effective Dates that have already passed
(e.g., S-3ASR Effective 12/1/2005) and
instructions for submitting fees.

The submission templates 1 and 3
were updated to support the
aforementioned EDGARLink submission
type changes in EDGAR Release 9.8. The
new submission types added for
applications for orders under any
section of the Investment Company Act
and Regulation E filings of small
business investment companies and
business development companies
should only be used on EDGAR if and
when we might adopt these proposals.
However, with regard to the
EDGARLink submission type changes
made to support Smaller Reporting
Company regulatory relief and
simplification, filers must download,
install, and use the updated EDGARLink
software and submission templates to
ensure that submissions will be
processed successfully. Previous
versions of the templates will not work
properly. Notice of the update has
previously been provided on the
EDGAR Filing Web site and on the
Commission’s public Web site. The
discrete updates are reflected on the

8 See Release No. 33—8876 (December 19, 2007).

EDGAR Filing Web site and in the
updated Filer Manual, Volume II. No
EDGARLink software or submission
template changes were made for EDGAR
Release 9.9 implemented on February 4,
2008.

Along with adoption of the Filer
Manual, we are amending Rule 301 of
Regulation S-T to provide for the
incorporation by reference into the Code
of Federal Regulations of today’s
revisions. This incorporation by
reference was approved by the Director
of the Federal Register in accordance
with 5 U.S.C. 552(a) and 1 CFR Part 51.

You may obtain paper copies of the
updated Filer Manual at the following
address: Public Reference Room, U.S.
Securities and Exchange Commission,
100 F Street, NE., Room 1580,
Washington, DC 20549, on official
business days between the hours of 10
a.m. and 3 p.m. We will post electronic
format copies on the Commission’s Web
site; the address for the Filer Manual is
http://www.sec.gov/info/edgar.shtml.
You may also obtain copies from
Thomson Financial, the paper
document contractor for the
Commission, at (800) 638—8241.

Since the Filer Manual relates solely
to agency procedures or practice,
publication for notice and comment is
not required under the Administrative
Procedure Act (APA).® It follows that
the requirements of the Regulatory
Flexibility Act1® do not apply.

The effective date for the updated
Filer Manual and the rule amendments
is June 11, 2008. In accordance with the
APA," we find that there is good cause
to establish an effective date less than
30 days after publication of these rules.
The EDGAR system upgrade to Release
9.9 was made available on February 4,
2008. The Commission believes that it is
necessary to align the updated Filer
Manual with the system upgrade.

Statutory Basis

We are adopting the amendments to
Regulation S-T under Sections 6, 7, 8,
10, and 19(a) of the Securities Act of
1933,12 Sections 3, 12, 13, 14, 15, 23,
and 35A of the Exchange Act,13 Section
319 of the Trust Indenture Act of
1939,14 and Sections 8, 30, 31, and 38
of the Investment Company Act of
1940.15

95 U.S.C. 553(b).

105 U.S.C. 601-612.

115 U.S.C. 553(d)(3).

1215 U.S.C. 771, 77g, 77h, 77j, and 77s(a).

1315 U.S.C. 78c, 781, 78m, 78n, 780, 78w, and
7811

1415 U.S.C. 77sss.

1515 U.S.C. 80a—8, 80a—29, 80a—30, and 80a—37.

List of Subjects in 17 CFR Part 232

Incorporation by reference, Reporting
and recordkeeping requirements,
Securities.

Text of the Amendment

m In accordance with the foregoing,
Title 17, Chapter II of the Code of
Federal Regulations is amended as
follows:

PART 232—REGULATION S-T—
GENERAL RULES AND REGULATIONS
FOR ELECTRONIC FILINGS

m 1. The authority citation for part 232
continues to read in part as follows:

Authority: 15 U.S.C. 77f, 77g, 77h, 77j,
77s(a), 77sss(a), 78c(b), 781, 78m, 78n, 780(d),
78w(a), 781I(d), 79t(a), 80a-8, 80a-29, 80a-30,
80a-37, and 7201 et seq.; and 18 U.S.C. 1350.

* * * * *

m 2. Section 232.301 is revised to read
as follows:

§232.301 EDGAR Filer Manual.

Filers must prepare electronic filings
in the manner prescribed by the EDGAR
Filer Manual, promulgated by the
Commission, which sets out the
technical formatting requirements for
electronic submissions. The
requirements for becoming an EDGAR
Filer and updating company data are set
forth in the updated EDGAR Filer
Manual, Volume I: “General
Information,” Version 4 (August 2007).
The requirements for filing on EDGAR
are set forth in the updated EDGAR Filer
Manual, Volume II: “EDGAR Filing,”
Version 7 (May 2008). Additional
provisions applicable to Form N-SAR
filers are set forth in the EDGAR Filer
Manual, Volume III: “N-SAR
Supplement,” Version 1 (September
2005). All of these provisions have been
incorporated by reference into the Code
of Federal Regulations, which action
was approved by the Director of the
Federal Register in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. You
must comply with these requirements in
order for documents to be timely
received and accepted. You can obtain
paper copies of the EDGAR Filer
Manual from the following address:
Public Reference Room, U.S. Securities
and Exchange Commission, 100 F
Street, NE., Room 1580, Washington, DC
20549, on official business days
between the hours of 10 a.m. and 3 p.m.,
or by calling Thomson Financial at (800)
638—8241. Electronic copies are
available on the Commission’s Web site.
The address for the Filer Manual is
http://www.sec.gov/info/edgar.shtml.
You can also inspect the document at
the National Archives and Records
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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.

Dated: May 30, 2008.
* * * * *

By the Commission.
Florence E. Harmon,
Acting Secretary.
[FR Doc. E8-13093 Filed 6—10-08; 8:45 am]
BILLING CODE 8010-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
33 CFR Part 117

[USCG—2008—-0476]

Drawbridge Upper Mississippi River,
Clinton, IA; Repair and Maintenance
AGENCY: Coast Guard, DHS.

ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, Eighth
Coast Guard District has issued a
temporary deviation from the regulation
governing the operation of the Clinton
Railroad Drawbridge, Mile 518.0,
Clinton, Iowa, across the Upper
Mississippi River. The deviation is
necessary for the bridge to remain
closed-to-navigation for intermittent
periods of up to 1 hour and 30 minutes
in duration, allowing the bridge owner
time to perform necessary repairs to the
bridge approaches and adjacent rail bed.

DATES: This deviation is effective from

6 a.m. to 8 p.m., July 1, 2008, through
July 8, 2008, and from 6 a.m. to 8 p.m.,
July 16, 2008, through July 22, 2008.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—2008—
0476 and are available online at
www.regulations.gov. They are also
available for inspection or copying at
two locations: 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,
and the Robert A. Young Federal
Building, Room 2.107F, 1222 Spruce
Street, St. Louis, MO 63103-2832,
between 8 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Roger K. Wiebusch, Bridge
Administrator, (314) 269-2378.

SUPPLEMENTARY INFORMATION: The Union
Pacific Railroad Company requested a
temporary deviation for the Clinton
Railroad Drawbridge, mile 518.0, at
Clinton, Iowa, across the Upper
Mississippi River; to intermittently
remain in the closed-to-navigation
position for periods of up to 1 hour and
30 minutes in duration to facilitate
needed maintenance and repairs. The
Clinton Railroad Drawbridge currently
operates in accordance with 33 CFR
117.5, which states the general
requirement that drawbridges shall open
promptly and fully for the passage of
vessels when a request to open is given
in accordance with the subpart. In order
to facilitate the needed work, the
drawbridge must be kept in the closed-
to-navigation position. This deviation
allows the bridge to intermittently
remain in the closed-to-navigation
position for periods of up to 1 hour and
30 minutes in duration, from 6 a.m. to

8 p.m., July 1, 2008, through July 8,
2008, and from 6 a.m. to 8 p.m., July 16,
2008, through July 22, 2008.

There are no alternate routes for
vessels transiting this section of the
Upper Mississippi River.

The Clinton Railroad Drawbridge, in
the closed-to-navigation position,
provides a vertical clearance of 18.7 feet
above normal pool. Navigation on the
waterway consists primarily of
commercial tows and recreational
watercraft. This temporary deviation has
been coordinated with waterway users.
No objections were received.

In accordance with 33 CFR 117.35(e),
the drawbridge shall return to its regular
operating schedule immediately at the
end of the designated time period. This
deviation from the operating regulations
is authorized under 33 CFR 117.35.

Dated: June 2, 2008.

Roger K. Wiebusch,

Bridge Administrator.

[FR Doc. E8—13085 Filed 6—10—-08; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2008-0448]

RIN 1625-AA00

Temporary Safety Zone: Richland

Regatta Hydroplane Races, Howard
Amon Park, Richland, WA

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
the Richland Regatta Hydroplane Race
to be held on the waters of the Columbia
River in the vicinity of Howard Amon
Park, Richland, WA. The safety zone
will limit the movement of non-
participating vessels in the race area.
This temporary rule is needed to
provide for the safety of life on
navigable waters during the event.
DATES: This regulation is effective from
9 a.m. to 5 p.m. on June 14 and 15,
2008, unless canceled earlier through a
broadcast notice to mariners. The
Captain of the Port Portland is taking
this action to safeguard individuals and
vessels.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—-2008—
0448 and are available online at
www.regulations.gov. They are also
available for inspection or copying at
two locations: 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,
and Coast Guard Sector Portland, 6767
N. Basin Ave., Portland, OR 97217
between 8 a.m. and 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: BM2
Joshua Lehner, c/o Captain of the Port
Portland, 6767 N. Basin Ave, Portland,
OR 97217-3992, and (503) 240-9311.

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B) and
5 U.S.C. 553(d)(3), the Coast Guard finds
that good cause exists for not publishing
an NPRM and for making this rule
effective less than 30 days after
publication in the Federal Register. The
emergent and dynamic nature of the
event did not allow previous notice.
Publishing a NPRM would be contrary



33006

Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

to public interest since immediate
action is necessary to ensure the safety
of vessels and spectators. If normal
notice and comment procedures were
followed, this rule would not become
effective until after the date of the event.
For this reason, following the normal
rulemaking procedures in this case
would be impracticable and contrary to
the public.

Background and Purpose

The Coast Guard is establishing a
temporary safety zone to allow for a safe
racing event. This event occurs on the
Columbia River in the vicinity of
Howard Amon Park in Richland, WA
and is scheduled to start at 9 a.m. and
last until 5 p.m. on June 14 and 15,
2008. This event may result in a number
of recreational vessels congregating near
the hydroplane races. The hydroplane
race poses several dangers to the public
including excessive noise, objects
falling from any accidents, and
hydroplanes racing at high speeds in
proximity to other vessels. Accordingly,
the Safety Zone is needed to protect
watercraft and their occupants from
safety hazards associated with the event.
This safety zone will be enforced by
representatives of the Captain of the
Port Portland. The Captain of the Port
may be assisted by other federal, state,
and local agencies.

Discussion of Rule

This temporary rule will create a
safety zone to assist in minimizing the
inherent dangers associated with
hydroplane races. These dangers
include, but are not limited to, excessive
noise, race craft traveling at high speed
in close proximity to one another and to
spectator craft, and the risk of airborne
objects from any accidents associated
with hydroplanes. In the event that
hydroplanes require emergency
assistance, rescuers must have
immediate and unencumbered access to
the craft. The Coast Guard, through this
action, intends to promote the safety of
personnel, vessels, and facilities in the
area. Due to these concerns, public
safety requires these regulations to
provide for the safety of life on the
navigable waters.

Regulatory Evaluation

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 Coast Guard expects the
economic impact of this temporary rule
to be so minimal that a full Regulatory
Evaluation under the regulatory policies
and procedures of DHS is unnecessary.
This expectation is based on the fact
that the safety zone established by this
rule encompasses an area on the
Columbia River near Howard Amon
Park in Richland, WA, rarely frequented
by commercial navigation. Additionally,
the Patrol Commander may, upon
request, allow the transit of commercial
vessels through the safety zone when it
is safe to do so. This regulation is
established for the benefit and safety of
the recreational boating public, and any
negative recreational boating impact is
offset by the benefits of allowing the
hydroplanes to race. This rule will be
enforced from 9 a.m. to 5 p.m. each day
on June 14 and 15, 2008. For the above
reasons, the Coast Guard does not
anticipate any significant economic
impact.

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 the Columbia River during
the time mentioned under Background
and Purpose. This safety zone will not
have a significant economic impact on
a substantial number of small entities
due to its short duration, small area, and
the ability of the Patrol Commander to
allow commercial vessels to transit the
safety zone when safe to do so. The only
vessels likely to be impacted will be
recreational boaters, small passenger
vessel operators, commercial barge
operators, and a ferry that runs through
the regulated area twice a day. Because
the impacts of this proposal are
expected to be so minimal, the Coast
Guard certifies under 605(b) of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.) that this temporary rule will not
have a significant economic impact on
a substantial number of small entities.

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
partici})ate 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).

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

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a State, local, or tribal
government or the private sector to
incur direct costs without the Federal
Government’s having first provided the
funds to pay those unfunded mandate
costs. This rule will not impose an
unfunded mandate.

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
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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
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and

have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(g), of the
Instruction, from further environmental
documentation because it establishes a
safety zone. A final “Environmental
Analysis Check List” and a final
“Categorical Exclusion Determination”
will be 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, and
Waterways.

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 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. A temporary section in 165.T13—
031 is added to read as follows:

§165.T13-031 Safety Zone; Richland
Regatta Hydroplane Races Howard Amon
Park, Richland, Washington.

(a) Location. The following area is a
safety zone:

(1) The waters of the Columbia River
from bank to bank in the vicinity of
Howard Amon Park on the Columbia
River in Richland, Washington
commencing at the Interstate 182 Bridge
and continuing up river Northward 3.0
miles and terminating at the Columbia
River Mile 339.

(b) Enforcement period. This rule will
be in effect from 9 a.m. to approximately
5 p.m. on June 14, 2008 and June 15,
2008, in the described waters of the
Columbia River in Richland,
Washington.

(c) Regulations. In accordance with
the general regulations in Section
165.23 of this part, no person or vessel
not participating in the actual
hydroplane race may enter or remain in
this zone unless authorized by the
Captain of the Port or his designated
representatives. Vessels and persons
granted authorization to enter the safety
zone shall obey all lawful orders or
directions of the Captain of the Port or
his designated representatives.

(d) Vessels wishing to request
permission to enter the safety zone may

contact the official patrol on VHF

Channel 16 or by calling 503—-240-9311.
Dated: May 23, 2008.

F.G. Myer,

Captain, U.S. Coast Guard, Captain of the
Port Portland.

[FR Doc. E8-13092 Filed 6—-10-08; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 82
[EPA-HQ-OAR-2007-0297; FRL—8577-9]
RIN 2060-A044

Protection of Stratospheric Ozone:
Allocation of Essential Use Allowances
for Calendar Year 2008

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

SUMMARY: With this action, EPA is
allocating essential use allowances for
import and production of Class I
stratospheric ozone-depleting
substances (ODSs) for calendar year
2008. Essential use allowances enable a
person to obtain controlled Class I ODSs
as part of an exemption to the regulatory
ban on the production and import of
these chemicals, which became effective
as of January 1, 1996. EPA allocates
essential use allowances for exempted
production or import of a specific
quantity of Class I ODSs solely for the
designated essential purpose. The
allocation in this action is 27.0 metric
tons (MT) of chlorofluorocarbons (CFCs)
for use in metered dose inhalers (MDIs)
for 2008.

DATES: This final rule is effective June
11, 2008.

ADDRESSES: EPA has established a
docket for this action under Docket ID
No. EPA-HQ-OAR-2007-0297. All
documents in the docket are listed on
the www.regulations.gov Web site.
Although listed in the index, some
information is not publicly available,
e.g., confidential business information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
www.regulations.gov or in hard copy at
the Air Docket, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave.,
NW., Washington, DC 20460. This
Docket Facility is open from 8:30 a.m.



33008

Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

to 4:30 p.m., Monday through Friday,
excluding legal holidays. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the Air Docket is (202) 566—
1742.

FOR FURTHER INFORMATION CONTACT:
Kirsten Cappel, by regular mail: U.S.
Environmental Protection Agency,
Stratospheric Protection Division
(6205]), 1200 Pennsylvania Ave., NW.,
Washington, DC 20460; by courier
service or overnight express: 1310 L
Street, NW., Room 1047C, Washington,
DC 20005; by telephone: (202) 343—
9556; by fax: (202) 343—-2338; or by e-
mail: cappel.kirsten@epa.gov.
SUPPLEMENTARY INFORMATION
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I. Basis for Allocating Essential Use
Allowances

A. What are essential use allowances?

Essential use allowances are
allowances to produce or import certain
ODSs in the United States for purposes
that have been deemed “‘essential”” by
the U.S. Government and by the Parties
to the Montreal Protocol on Substances
that Deplete the Ozone Layer (Montreal
Protocol).

The Montreal Protocol is an
international agreement aimed at

reducing and eliminating the
production and consumption * of ODSs.
The elimination of production and
consumption of Class I ODSs has been
accomplished through adherence to
phase-out schedules for specific Class I
ODSs,2 which include CFCs, halons,
carbon tetrachloride, and methyl
chloroform. As of January 1, 1996,
production and import of most Class I
ODSs were phased out in developed
countries, including the United States.

However, the Montreal Protocol and
the Clean Air Act (the Act) provide
exemptions that allow for the continued
import and/or production of Class I
ODSs for specific uses. Under the
Montreal Protocol, exemptions may be
granted for uses that are determined by
the Parties to be “essential.” Decision
IV/25, taken by the Parties to the
Protocol in 1992, established criteria for
determining whether a specific use
should be approved as essential, and set
forth the international process for
making determinations of essentiality.
The criteria for an essential use, as set
forth in paragraph 1 of Decision IV/25,
are the following:

“(a) That a use of a controlled substance
should qualify as ‘essential’ only if:

(i) It is necessary for the health, safety or
is critical for the functioning of society
(encompassing cultural and intellectual
aspects); and

(ii) There are no available technically and
economically feasible alternatives or
substitutes that are acceptable from the
standpoint of environment and health;

(b) That production and consumption, if
any, of a controlled substance for essential
uses should be permitted only if:

(i) All economically feasible steps have
been taken to minimize the essential use and
any associated emission of the controlled
substance; and

(ii) The controlled substance is not
available in sufficient quantity and quality
from existing stocks of banked or recycled
controlled substances, also bearing in mind
the developing countries’ need for controlled
substances.”

B. Under what authority does EPA
allocate essential use allowances?

Title VI of the Act implements the
Montreal Protocol for the United States.
Section 604(d) of the Act authorizes
EPA to allow the production of limited
quantities of Class I ODSs after the
phaseout date for the following essential
uses:

(1) Methyl chloroform, ““solely for use
in essential applications (such as

1“Consumption” is defined as the amount of a

substance produced in the United States, plus the
amount imported into the United States, minus the
amount exported to Parties to the Montreal Protocol
(see Section 601(6) of the Clean Air Act).

2(Class I ozone depleting substances are listed at
40 CFR Part 82 subpart A, appendix A.

nondestructive testing for metal fatigue
and corrosion of existing airplane
engines and airplane parts susceptible
to metal fatigue) for which no safe and
effective substitute is available.” Under
the Act, this exemption was available
only until January 1, 2005. Prior to that
date, EPA issued essential use
allowances for methyl chloroform to the
U.S. Space Shuttle and Titan Rocket
programs.

(2) Medical devices (as defined in
section 601(8) of the Act), “if such
authorization is determined by the
Commissioner [of the Food and Drug
Administration], in consultation with
the Administrator [of EPA] to be
necessary for use in medical devices.”
EPA issues essential use allowances to
manufacturers of metered dose inhalers
(MDIs) that use CFCs as propellant for
the treatment of asthma and chronic
obstructive pulmonary disease (COPD).

(3) Aviation safety, for which limited
quantities of halon-1211, halon-1301,
and halon-2402 may be produced “if the
Administrator of the Federal Aviation
Administration, in consultation with the
Administrator [of EPA] determines that
no safe and effective substitute has been
developed and that such authorization
is necessary for aviation safety
purposes.” Neither EPA nor the Parties
have ever granted a request for essential
use allowances for halon because in
most cases alternatives are available and
existing quantities of this substance are
large enough to provide for any needs
for which alternatives have not yet been
developed.

An additional essential use exemption
under the Montreal Protocol, as agreed
in Decision X/19, is the general
exemption for laboratory and analytical
uses. This exemption is reflected in
EPA’s regulations at 40 CFR Part 82,
Subpart A. While the Act does not
specifically provide for this exemption,
EPA has determined that an exemption
for essential laboratory and analytical
uses is allowable under the Act as a de
minimis exemption. The de minimis
exemption is addressed in EPA’s final
rule of March 13, 2001 (66 FR 14760—
14770). The Parties to the Protocol
subsequently agreed (Decision XI/15)
that the general exemption does not
apply to the following uses: Testing of
oil and grease, and total petroleum
hydrocarbons in water; testing of tar in
road-paving materials; and forensic
finger-printing. EPA incorporated this
exemption at Appendix G to Subpart A
of 40 CFR Part 82 on February 11, 2002
(67 FR 6352). In a December 29, 2005,
final rule, EPA extended the general
exemption for laboratory and analytical
uses through December 31, 2007 (70 FR
77048), in accordance with Decision
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XV/8 of the Parties to the Protocol. In a
notice of proposed rulemaking
published in the Federal Register on
September 13, 2007 (72 FR 52332), EPA
proposed to extend the global laboratory
and analytical use exemption beyond
December 31, 2007 contingent upon and
consistent with future anticipated action
by the Parties to the Montreal Protocol.
At the 19th Meeting of the Parties in
September 2007, the Parties agreed to
extend the global laboratory and
analytical use exemption through
December 31, 2011 in Decision XIX/18.
In a December 27, 2007 final rulemaking
EPA took action to (1) extend the
laboratory and analytical use exemption
to December 31, 2011 for specific
laboratory uses, (2) apply the laboratory
and analytical use exemption to the
production and import of methyl
bromide, and (3) eliminate the testing of
organic matter in coal from the
laboratory and analytical use exemption
(72 FR 73264).

C. What is the process for allocating
essential use allowances?

Before EPA will allocate an essential
use allowance, the Parties to the
Montreal Protocol must first authorize
the United States’ request to produce or
import essential Class I ODSs. The
procedure set out by Decision IV/25
calls for individual Parties to nominate
essential uses and the total amount of
ODSs needed for those essential uses on
an annual basis. The Montreal
Protocol’s Technology and Economic
Assessment Panel (TEAP) evaluates the
nominated essential uses and makes
recommendations to the Parties. The
Parties make the final decisions at their
annual meeting on whether to authorize
a Party’s essential use nomination. This
nomination-and-authorization cycle
begins approximately two years before
the year in which the allowances would
be in effect. The allowances allocated
through this action were nominated by
the United States in January 2006.

Once the Parties authorize the U.S.
nomination, EPA allocates essential use
allowances to specific entities through
notice-and-comment rulemaking in a
manner consistent with the Act. For
MDIs, EPA requests information from
manufacturers about the number and
type of MDIs they plan to produce, as
well as the amount of CFCs necessary
for production. EPA then forwards the
information to the Food and Drug
Administration (FDA), which
determines the amount of CFCs for
MDIs in the coming calendar year that
are necessary to protect public health.
Based on FDA’s determination, EPA
proposes allocations for each eligible
entity. Under the Act and the Montreal

Protocol, EPA allocates essential use
allowances in quantities that together
are below or equal to the total amount
authorized by the Parties. EPA will not
allocate essential use allowances in
amounts higher than the total
authorized by the Parties. For 2008, the
Parties authorized the United States to
allocate up to 385 MT of CFCs for
essential uses. In the nomination for
2008 essential use allowances, the
United States did not request CFCs for
use in MDIs where the sole active
ingredient is albuterol. In a notice of
proposed rulemaking published in the
Federal Register on June 12, 2007 (72
FR 32269), EPA proposed to allocate
27.0 MT of CFC-114 for the production
of epinephrine MDIs for the calendar
year 2008. In this final rule, EPA is
allocating 27.0 MT of CFC-114 for the
production of epinephrine MDIs for
2008.

II. Response to Comments

EPA received comments from four
entities on the proposed rule.

One commenter opposed EPA’s
proposed allocation and opposed
allowing MDI manufacturers to produce
any MDIs that damage the ozone layer.
The commenter further stated that MDI
manufacturers should research and
adopt alternatives that are healthful for
all.

The Parties grant essential use
exemptions contingent on a finding that
the use for which an exemption is being
requested is essential for health, safety,
or the functioning of society, and that
there are no available technically and
economically feasible alternatives or
substitutes that are acceptable from the
standpoint of health or the environment.
FDA regulations at 21 CFR 2.125
provide criteria for removing ODS-
containing medical devices from the list
of essential uses (see also FDA’s July 24,
2002 final rule at 67 FR 48370). EPA
notes that the transition to ozone-safe
alternatives is well underway and that,
for example, the allocation of essential
use allowances for CFC-based MDIs
decreased from 3,136.3 MT in 2000 to
167.0 MT in 2007. FDA, in consultation
with EPA, has determined that 27.0 MT
of CFC-114 is necessary in 2008 for the
production of epinephrine MDIs. As
therapeutic alternatives become
available, FDA will, consistent with its
regulations, continue to initiate
rulemakings for removal of essential use
designations for certain MDIs in a
manner that is protective of public
health.

With respect to the comment that MDI
manufacturers should research
alternatives to replace CFC MDIs, EPA
agrees that companies applying for

essential use allocations to manufacture
essential use MDIs should demonstrate
ongoing research and development of
alternatives to CFC MDIs. EPA honors
commitments under the Montreal
Protocol to demonstrate progress in the
transition to alternatives by considering
this information in the application and
nomination phase of the essential use
process. Decision VIII/10, taken in 1997,
provides for applicants to submit
information on the status of research
and development into alternatives, and
Decision XIX/13, taken in September
2007, provides for applicants to submit
related information describing their
progress in transitioning to CFC-free
formulations. EPA will continue to
consider companies’ progress in the
transition to CFC-free inhalers as a
factor in the essential use nomination
process.

A second commenter observed that
for the 2008 proposed allocation EPA
used a “new criterion”” under which
allowances would be made available
only to companies that held less than
one year’s stockpile of essential use
CFCs. The commenter observed that if
its allocation for 2009—as well as its
allocation for 2008—were zero, it would
most likely not have sufficient CFC
supplies to meet anticipated patient
demand for other moieties during 2009.
(The commenter noted that FDA has
proposed, and not yet finalized, a rule
to remove the essential use designation
for those moieties as of December 31,
2009, but that it would need an
allocation for 2009 regardless.)

The commenter also noted that it is a
contract manufacturer that makes
products for clients. As a result,
according to the commenter, although it
could purchase CFCs from the pre-1996
stockpile to supplement its CFC supply,
such action is not reasonable. The
commenter explained that the price of
pre-1996 CFCs is not regulated and that
as a result, the material is available, if
at all, only at higher prices than CFCs
manufactured with essential use
allowances. The commenter stated that
it cannot absorb the higher cost of the
pre-1996 material because the prices of
its finished products are fixed.

With respect to the comment that EPA
used a new approach for the 2008
proposal, EPA responds that EPA and
FDA used the same procedure for 2008
as for prior years to determine the
essential use allocation for each
requesting MDI company. That is, to
assess the amount of new CFC
production required to satisfy 2008
essential uses, EPA and FDA applied
the terms of Decision XVII/5, including
the provision that Parties should
allocate such that manufacturers of
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MDIs maintain no more than one-year
operational supply of CFCs for essential
uses. FDA articulated to EPA that in
making its determination for 2008, FDA
calculated the quantity of CFCs that a
manufacturer needed to produce
essential use MDIs for the year and
subtracted from that quantity any CFC
stocks owned by the MDI manufacturer
exceeding a one-year operational
supply. The remainder, if more than
zero, was the quantity of newly
produced or imported CFCs needed by
that manufacturer. In addition, FDA
informed EPA that consistent with the
language of Decision XVII/5, FDA
evaluated each company on an
individual basis, rather than the
aggregate CFC supplies owned by all
entities. The use of this approach has
been previously described in EPA’s
2006 and 2007 final rulemakings for
allocating essential use allowances, 71
FR 58504 and 72 FR 32212,
respectively.

With respect to the comment about
not being able to meet patient demand
in 2009 if its allocation in 2009 is zero,
EPA and FDA will assess 2009
allocations beginning in 2008 once more
current information is available
regarding the medical need for CFCs in
MDIs. However, EPA expects that it and
FDA will follow an approach for 2009
that is similar to that used for 2008 and
previous control periods.

Under this approach, FDA, in close
collaboration with EPA, will undertake
a thorough and comprehensive analysis
of a number of factors to determine the
amount of CFCs necessary for the
manufacture of essential use MDIs for
the 2009 control period. First, FDA
would evaluate the medical necessity by
assessing the number of CFC MDIs
necessary to protect public health in the
U.S. (including the consideration of
current data on the prevalence of
asthma and COPD) and the quantity of
CFCGCs necessary to ensure the
manufacture and continuous availability
of those MDIs. Second, FDA would
analyze the most current data available
regarding the existing inventory of CFCs
held by each MDI manufacturer. Third,
FDA would account for the
implementation of the terms of Decision
XVII/5, including the provision that
FDA allocate such that manufacturers
maintain no more than a one-year
operational supply. Finally, FDA would

consider how manufacturers’ existing
CFC supplies would be drawn down as
they manufacture essential use MDIs
throughout the year.

In response to the comment regarding
potential outcomes of the FDA
rulemaking that is now in the proposal
stage, EPA asserts that concerns about
the potential need for additional
allowances would be best addressed in
its essential use rulemaking for the 2009
control period.

With respect to the commenter’s
assertion that it cannot afford the cost of
pre-January 1, 1996 CFCs, EPA and FDA
do not regulate the price of CFCs,
whether in the pre-January 1, 1996
stockpile or produced or imported post-
January 1, 1996 with essential use
allowances. Rather, market mechanisms
determine the price of CFCs. As
discussed above, if FDA determines that
there is a medical need for new
production of CFCs for the manufacture
of essential use MDIs, then FDA will
recommend allocation of the necessary
amount to the requesting MDI
manufacturer to make those MDIs. That
MDI manufacturer is permitted to
purchase newly produced and/or
imported CFCs up to the amount that it
has been allocated. EPA and FDA would
not expect a MDI manufacturer to need
pre-January 1, 1996 CFCs when FDA has
determined that that manufacturer
should be allocated essential use
allowances.

To supplement its CFC allocation for
a particular year, an MDI manufacturer
may purchase any pre-January 1, 1996
CFCs that are available in the
marketplace, or it may acquire essential
use CFCs through a transfer with
another manufacturer (subject to EPA
regulations for such transfers). However,
EPA notes that in making
determinations for annual essential use
allocations for MDI manufacturers, FDA
takes into account the entirety of each
MDI manufacturer’s stocks of CFCs,
including pre- and post-January 1, 1996
stocks and CFCs acquired through
transfers.

A third commenter supported EPA’s
proposed allocation and stated that it is
sufficient to protect human health and
provide a smooth transition to non-CFGC
alternatives, consistent with the
principles and obligations of the
Montreal Protocol, and that it conforms
with the Clean Air Act and other U.S.

law. The commenter stated that
according to publicly available
information, the quantity of
pharmaceutical-grade CFCs in the
United States is sufficient to meet
patient needs and that EPA’s proposed
amount will provide a smooth transition
to CFC-free alternatives. In particular,
the commenter stated that the zero
allocation for CFC-albuterol, which
started with the 2007 allocation, will
allow for the gradual phase-down of
CFC albuterol on the market, and is
optimal for patient care. The commenter
also noted that the proposal will foster

a smooth transition by not allocating
CFCs to other CFC MDI products where
there are CFC-free therapeutic
alternatives available.

A fourth commenter, who submitted
comments claimed as CBI, opposed
EPA’s proposed allocation as too low
and requested additional essential use
allowances for calendar year 2008. A
redacted version of these comments has
been placed in the docket. In the public
version of the comments, the
commenter stated that based on an
internal assessment of its current
stockpile, it would not be able to meet
production needs of Primatene Mist® if
EPA did not grant it essential use
allowances for calendar year 2008. To
further evaluate the needs of the
commenter, on August 8, 2007, EPA
sent a letter to the commenter
requesting additional information about
its current and projected stockpile of
CFCs, as well as current and projected
production of Primatene Mist®. A copy
of this letter is available in the docket.
On August 21, 2007, the commenter
sent a letter to EPA withdrawing its
comments on the 2008 proposed
rulemaking. In that letter the commenter
noted that its withdrawal of its 2008
comments on the proposed rulemaking
should not affect its request for essential
use allowances in future years. A copy
of this letter is also available in the
docket.

II1. Allocation of Essential Use
Allowances for Calendar Year 2008

With this action, EPA is allocating
essential use allowances for calendar
year 2008 to the entity listed in Table
1. These allowances are for the
production or import of the specified
quantity of Class I controlled substances
solely for the specified essential use.
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TABLE 1.—ESSENTIAL USE ALLOWANCES FOR CALENDAR YEAR 2008

Company

Chemical

2008 Quantity
(metric tons)

(i) Metered Dose Inhalers (for oral inhalation) for Treatment of Asthma and Chronic Obstructive Pulmonary Disease

Armstrong Pharmaceuticals ...........cccccoviveennen.

CFC—-114 (production of epinephrine MDlIs only) ..........c........

27.0

IV. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is a
“significant regulatory action” because
it raises novel legal or policy issues.
Accordingly, EPA submitted this action
to the Office of Management and Budget
(OMB) for review under EO 12866 and
any changes made in response to OMB
recommendations have been
documented in the docket for this
action.

B. Paperwork Reduction Act

This action does not impose any new
information collection burden. The
recordkeeping and reporting
requirements included in this action are
already included in an existing
information collection burden and this
action does not make any changes that
would affect the burden. The Office of
Management and Budget (OMB) has
previously approved the information
collection requirements contained in the
existing regulations at 40 CFR Part 82,
Subpart A under the provisions of the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq. and has assigned OMB
control number 2060-0170. The OMB
control numbers for EPA’s regulations
are listed in 40 CFR part 9.

C. Regulatory Flexibility Act

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

For purposes of assessing the impact
of this rule on small entities, small
entities are defined as: (1) A small
business that is primarily engaged in
pharmaceutical preparations
manufacturing (NAICS code 325412)
and that has fewer than 750 employees
(based on Small Business

Administration size standards); (2) a
small governmental jurisdiction that is a
government of a city, county, town,
school district or special district with a
population of less than 50,000; and (3)
a small organization that is any not-for-
profit enterprise that is independently
owned and operated and is not
dominant in its field.

After considering the economic
impacts of this final rule on small
entities, I certify that this action will not
have a significant economic impact on
a substantial number of small entities.
In determining whether a rule has a
significant economic impact on a
substantial number of small entities, the
impact of concern is any significant
adverse economic impact on small
entities, since the primary purpose of
the regulatory flexibility analyses is to
identify and address regulatory
alternatives “which minimize any
significant economic impact of the
proposed rule on small entities.” 5
U.S.C. 603 and 604. Thus, an agency
may conclude that a rule will not have
a significant economic impact on a
substantial number of small entities if
the rule relieves regulatory burden, or
otherwise has a positive economic effect
on all of the small entities subject to the
rule. This rule provides an otherwise
unavailable benefit to those companies
that are receiving essential use
allowances. We have therefore
concluded that this final rule will
relieve regulatory burden for all small
entities.

D. Unfunded Mandates Reform Act

Title I of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 104—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may
result in expenditures to State, local,
and tribal governments, in the aggregate,
or to the private sector, of $100 million
or more in any one year.

Before promulgating an EPA rule for
which a written statement is needed,
section 205 of the UMRA generally

requires EPA to identify and consider a
reasonable number of regulatory
alternatives and adopt the least costly,
most cost-effective, or least burdensome
alternative that achieves the objectives
of the rule. The provisions of section
205 do not apply when they are
inconsistent with applicable law.
Moreover, section 205 allows EPA to
adopt an alternative other than the least
costly, most cost-effective, or least
burdensome alternative, if the
Administrator publishes with the final
rule an explanation why that alternative
was not adopted.

Before EPA establishes any regulatory
requirements that may significantly or
uniquely affect small governments,
including tribal governments, it must
have developed a small government
agency plan under section 203 of the
UMRA. The plan must provide for
notifying potentially affected small
governments, enabling officials of
affected small governments to have
meaningful and timely input in the
development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

This rule contains no Federal
mandates (under the regulatory
provisions of Title I of the UMRA) for
State, local, or tribal governments or the
private sector, since it merely provides
exemptions from the 1996 phase-out of
Class I ODSs. Similarly, EPA has
determined that this rule contains no
regulatory requirements that might
significantly or uniquely affect small
governments, because this rule merely
allocates essential use exemptions to
entities as an exemption to the ban on
production and import of Class I ODSs.

E. Executive Order 13132: Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
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effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132. Thus, Executive
Order 13132 does not apply to this rule.

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

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 9, 2000), requires EPA
to develop an accountable process to
ensure ‘“‘meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” This final rule does not
have tribal implications, as specified in
Executive Order 13175. This rule affects
only the companies that requested
essential use allowances. Thus,
Executive Order 13175 does not apply
to this rule.

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

Executive Order 13045, “Protection of
Children from Environmental Health
risks and Safety Risks” (62 FR 19885,
April 23, 1997), applies to any rule that
(1) is determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health and safety risk
that EPA has reason to believe may have
a disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

EPA interprets Executive Order 13045
as applying only to those regulatory
actions that are based on health or safety
risks, such that the analysis required
under section 5-501 of the Order has
the potential to influence the regulation.
This final rule is not subject to
Executive Order 13045 because it
implements the phaseout schedule and
exemptions established by Congress in
Title VI of the Clean Air Act.

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

This rule is not a “significant energy
action” as defined in Executive Order
13211, “Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355 (May
22, 2001)) because it is not likely to
have a significant adverse effect on the
supply, distribution, or use of energy.
The rule affects only the pharmaceutical
companies that requested essential use
allowances of CFCs.

I. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (“NTTAA), Public Law 104—
113, section 12(d) (15 U.S.C. 272 note)
directs EPA to use voluntary consensus
standards in regulatory activities unless
to do so would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., materials
specifications, test methods, sampling
procedures, and business practices) that
are developed or adopted by voluntary
consensus standards bodies. The
NTTAA directs EPA to provide
Congress, through OMB, explanations
when the Agency decides not to use
available and applicable voluntary
consensus standards. This final rule
does not involve technical standards.
Therefore, EPA did not consider the use
of any voluntary consensus standards.

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

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

EPA has determined that this final
rule will not have disproportionately
high and adverse human health or
environmental effects on minority or
low-income populations, because it
affects the level of environmental
protection equally for all affected
populations without having any
disproportionately high and adverse
human health or environmental effects

on any population, including any
minority or low-income population.
Any stratospheric ozone depletion that
results from this final rule will impact
all affected populations equally because
ozone depletion is a global
environmental problem with
environmental and human effects that
are, in general, equally distributed
across geographical regions in the U.S.

K. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. Therefore, EPA
will submit a report containing this rule
and other required information to the
U.S. Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of the rule in the Federal
Register. This rule is not a “‘major rule”
as defined by 5 U.S.C. 804(2). This rule
will be effective June 11, 2008.

V. Judicial Review

Under section 307(b)(1) of the Act,
EPA finds that these regulations are of
national applicability. Accordingly,
judicial review of the action is available
only by the filing of a petition for review
in the United States Court of Appeals
for the District of Columbia Circuit
within sixty days of publication of the
action in the Federal Register. Under
section 307(b)(2), the requirements of
this rule may not be challenged later in
judicial proceedings brought to enforce
those requirements.

VI. Effective Date of This Final Rule

Section 553(d) of the Administrative
Procedures Act (APA) generally
provides that rules may not take effect
earlier than 30 days after they are
published in the Federal Register. This
final rule is issued under section 307(d)
of the CAA, which states, “The
provisions of section 553 through 557 of
Title 5 shall not, except as expressly
provided in this subsection, apply to
actions to which this subsection
applies.” Thus, section 553(d) of the
APA does not apply to this rule. EPA
nevertheless is acting consistently with
the policies underlying APA section
553(d) in making this rule effective June
11, 2008. APA section 553(d) provides
an exception for any action that grants
or recognizes an exemption or relieves
a restriction. Because this action grants
an exemption to the phaseout of
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production and consumption of CFCs,
EPA is making this action effective
immediately to ensure continued
availability of CFCs for medical devices.

List of Subjects in 40 CFR Part 82

Environmental protection,
Administrative practice and procedure,
Air pollution control, Chemicals,
Exports, Imports, Ozone, Reporting and
recordkeeping requirements.

Dated: June 5, 2008.
Stephen L. Johnson,
Administrator.

m 40 CFR part 82 is amended as follows:

PART 82—PROTECTION OF
STRATOSPHERIC OZONE

m 1. The authority citation for part 82
continues to read as follows:

Authority: 42 U.S.C. 7414, 7601, 7671
7671q.

Subpart A—Production and
Consumption Controls

m 2. Section 82.8 is amended by revising
the table in paragraph (a) to read as
follows:

§82.8 Grants of essential use allowances
and critical use allowances.

(a)* L

TABLE |.—ESSENTIAL USE ALLOWANCES FOR CALENDAR YEAR 2008

Company

Chemical

2008 Quantity
(metric tons)

(i) Metered Dose Inhalers (for oral inhalation) for Treatment of Asthma and Chronic Obstructive Pulmonary Disease

Armstrong Pharmaceuticals ............ccccoeveienne

CFC—-114 (production of epinephrine MDlIs only) ....................

27.0

* * * * *

[FR Doc. E8-13088 Filed 6—-10-08; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-1021; FRL—8365-6]
Flutolanil; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for indirect or inadvertent
residues of flutolanil in or on wheat and
soybeans. Nichino America, Inc.
requested these tolerances under the
Federal Food, Drug, and Cosmetic Act
(FFDCA).

DATES: This regulation is effective June
11, 2008. Objections and requests for
hearings must be received on or before
August 11, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-1021. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in

the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information

whose disclosure is restricted by statute.

Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT: Lisa
Jones, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9424; e-mail address:
jones.lisa@epa.gov.

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

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

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

e Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

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

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the ‘“Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
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provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-1021 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before August 11, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-1021, by one of the
following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of March 12,
2008 (73 FR 13225) (FRL-8354-6), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 0F6159) by
Nichino America, Inc., 4550 New
Linden Hill Road, Suite 501,
Wilmington, DE 19808. The petition
requested that 40 CFR 180.484 be
amended by establishing tolerances for
indirect or inadvertent residues of the
fungicide flutolanil, N-(3-(1-
methylethoxy)phenyl)-2-
(trifluoromethyl)benzamide, and its
metabolite, M-4, desisopropyl flutolanil
N-(3-hydroxyphenyl)-2-
(trifluromethyl)benzamide, expressed as
2-(trifluoromethyl) benzoic acid and
calculated as flutolanil, in or on soybean
forage at 9.0 parts per million (ppm),
soybean hay at 2.0 ppm, soybean seed
at 0.20 ppm, wheat bran at 0.3 ppm,
wheat forage at 2.0 ppm, wheat grain at

0.10 ppm, wheat hay at 1.0 ppm, and
wheat straw at 0.30 ppm.

That notice referenced a summary of
the petition prepared by Nichino
America, Inc., the registrant, which is
available to the public in the docket,
http://www.regulations.gov. One
comment was received on the notice of
filing. EPA’s response to these
comments is discussed in Unit IV.C.

Based upon review of the data
supporting the petition, EPA has revised
all proposed tolerances except for
soybean seed. The reasons for these
changes are explained in Unit IV.D.

The time-limited tolerances
exemptions for rice, grain; rice, straw;
rice, bran; and rice, hulls are removed
from 40 CFR 180.484 because the
expiration date of December 31, 2000
has passed.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for indirect or inadvertent
residues of flutolanil, N-(3-(1-
methylethoxy)phenyl)-2-
(trifluoromethyl)benzamide, and its
metabolites converted to 2-
(trifluoromethyl) benzoic acid and
calculated as flutolanil, in or on soybean
forage at 8.0 ppm, soybean hay at 2.5
ppm, soybean seed at 0.20 ppm, wheat
forage at 2.5 ppm, wheat grain at 0.05
ppm, wheat hay at 1.2 ppm, wheat straw

at 0.20 ppm, and wheat bran at 0.20
ppm. EPA’s assessment of exposures
and risks associated with establishing
tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

The toxicology studies conducted on
flutolanil demonstrate few or no
biologically significant toxic effects.
Liver effects in rats included increases
in absolute and relative liver weight in
the absence of clinical chemistry and/or
histopathology findings. In dogs, there
was an elevation in alkaline
phosphatase and cholesterol levels
together with dose-related increases in
absolute and relative liver weights,
slightly enlarged livers, and an increase
in severity of glycogen deposition. The
increased liver weights are considered
to be an adaptive response to flutolanil
treatment and not an adverse effect.
Based on the lack of evidence of
carcinogenicity and the lack of evidence
of mutagenicity, flutolanil is classified
as ‘“‘not likely to be carcinogenic to
humans”.

Flutolanil is not neurotoxic, and it is
not a developmental or reproductive
toxicant. No maternal, reproductive, or
developmental toxicity was observed at
the limit dose. There was no evidence
for increased susceptibility of rat or
rabbit fetuses to in utero exposure or rat
pups to post-natal exposure to
flutolanil. No toxic effects were
observed in studies in which flutolanil
was administered by the dermal route of
exposure at the limit dose.

Specific information on the studies
received and the nature of the adverse
effects caused by flutolanil as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in the document
“Flutolanil, Human Health Risk
Assessment. Requests for Inadvertent or
Indirect Tolerances for use on soybean,
wheat, corn and cotton, November 27,
2007” beginning on page 7 in docket ID
number EPA-HQ-OPP-2007-1021.

B. Toxicological Endpoints
For hazards that have a threshold
below which there is no appreciable

risk, a toxicological point of departure
(POD) is identified as the basis for
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derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the

human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-term, intermediate-term,
and chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for flutolanil used for human
risk assessment is shown in the
following table.

TABLE 1.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR FLUTOLANIL FOR USE IN HUMAN RISK ASSESSMENT

Exposure/Scenario

Point of Departure and
Uncertainty/Safety Fac-
tors

RfD, PAD, LOC for Risk
Assessment

Study and Toxicological Effects

Acute dietary (all populations)

No appropriate toxicological endpoint attributable
to a single exposure (dose) was identified from
the oral toxicity studies including developmental
toxicity studies in rats and rabbits.

Chronic dietary (all populations)

NOAEL = 50 mg/kg/day

UFa = 10x kg/day
UFy = 10x cPAD = 0.5 mg/kg/day
FQPA SF = 1x

Chronic RfD = 0.5 mg/

2—year chronic study in dogs, MRID no. 40342922

LOAEL = 250 mg/kg/day based on increased inci-
dence of clinical toxic signs (emesis, salivation,
and soft stool)

Cancer (oral, dermal, inhalation)

“Not likely to be carcinogenic to humans” based on the absence of significant tumor increases in two
adequate rodent carcinogenicity studies.

UFA = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members of the human population
(intraspecies). UF. = use of a LOAEL to extrapolate a NOAEL. UFs = use of a short-term study for long-term risk assessment. UFpg = to ac-
count for the absence of data or other data deficiency. FQPA SF = FQPA Safety Factor. PAD = population adjusted dose (a = acute, ¢ = chron-
ic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to flutolanil and metabolites,
EPA considered exposure under the
petitioned-for tolerances as well as all
existing flutolanil tolerances in (40 CFR
180.484). EPA assessed dietary
exposures from flutolanil in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

No such effects were identified in the
toxicological studies for flutolanil;
therefore, a quantitative acute dietary
exposure assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the United States Department of
Agriculture (USDA) 1994-1996 and
1998 CSFII. As to residue levels in food,

EPA assumed that tolerance-level
residues were used for all crops.

iii. Cancer. Flutolanil has been
classified as “Not likely to be
Carcinogenic to Humans” therefore a
cancer dietary exposure assessment was
not performed.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for flutolanil in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of flutolanil.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

The Agency used the First
Approximation Rice Model (FARM) to
estimate pesticide concentrations in
surface water after applying flutolanil
on rice and Screening Concentrations in
Ground Water (SCI-GROW), which
predicts pesticide concentrations in
ground water. In general, EPA will use

Generic Expected Environmental
Concentrations (GENEEC) (a Tier 1
model) before using Pesticide Root
Zone/Exposure Analysis Modeling
System (PRZM/EXAMS) (a Tier 2
model) for a screening-level assessment
for surface water, but given the unique
hydrological issues arising from
pesticide application to rice paddies,
EPA used the FARM rather than
GENEEC or PRZM/EXAMS for surface
water estimates.

Based on the SCI-GROW model, and
the FARM (to estimate pesticide
concentrations in surface water after
applying flutolanil on rice) the
estimated environmental concentrations
(EECs) of flutolanil for acute exposures
are estimated to be 3.8 parts per billion
(ppb) for surface water and 0.34 ppb for
ground water. The EECs for chronic
exposures are estimated to be 3.8 ppb
for surface water and 0.34 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
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water concentration of value 3.8 ppb
was used to access the contribution to
drinking water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Flutolanil is currently registered for
the following uses that could result in
residential exposures: Turf grass and
ornamental plants. Although residential
(non-occupational) exposure exists, a
quantitative exposure assessment was
not conducted since no toxicological
endpoint attributable to acute, short-
term or intermediate-term exposure
have been identified and the current use
pattern does not indicate chronic or
long-term exposure (6 or more months
of continuous exposure) potential.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found flutolanil to share
a common mechanism of toxicity with
any other substances, and flutolanil
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that flutolanil does not have a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure (MOE) unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. This additional
margin of safety is commonly referred to
as the FQPA safety factor (SF). In
applying this provision, EPA either
retains the default value of 10X, or uses
a different additional safety factor when

reliable data available to EPA support
the choice of a different factor.

2. Prenatal and postnatal sensitivity.
There was no evidence of increased
susceptibility of rat or rabbit fetuses to
in utero exposure or rat pups to post-
natal exposure to flutolanil. Flutolanil is
not neurotoxic, and it is not a
developmental or reproductive toxicant.
No maternal, reproductive, or
developmental toxicity was observed at
the limit dose.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for flutolanil
is complete.

ii. There is no indication that
flutolanil is a neurotoxic chemical and
there is no need for a developmental
neurotoxicity study or additional UFs to
account for neurotoxicity.

iii. There is no evidence that
flutolanil results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure data bases.
The dietary food exposure assessments
were performed based on 100 percent
crop treated (PCT) and tolerance-level
residues.

EPA made conservative (protective)
assumptions in the ground water and
surface water modeling used to assess
exposure to flutolanil in drinking water.
The level of residential exposure was
not assessed as flutolanil was found to
have no toxic endpoints corresponding
to the duration of exposures in the
residential setting. These assessments
will not underestimate the exposure and
risks posed by flutolanil.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-
term, intermediate-term, and chronic-
term risks are evaluated by comparing
the estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the

product of all applicable UFs is not
exceeded.

1. Acute risk. No appropriate
endpoint attributable to a single
exposure (dose) was identified from oral
toxicity studies for the general
population or for females aged thirteen
years or older. Flutolanil is not expected
to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to flutolanil and
metabolites from food and water will
utilize 1% of the cPAD for the most
highly exposed population subgroup
(infants less than one year old). Based
on the use pattern, chronic residential
exposure to residues of flutolanil is not
expected.

3. Short and intermediate-term risk.
Short-term and intermediate-term
aggregate exposure assessment takes
into account residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Because no flutolanil toxicity from
short-term or intermediate-term dermal
and inhalation exposure was identified,
flutolanil is not expected to pose a
short-term or intermediate-term dermal
or inhalation risk.

4. Aggregate cancer risk for U.S.
population. EPA has classified flutolanil
as “not likely” to be a human
carcinogen.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to flutolanil
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

An adequate common moiety high
performance liquid chromatography/
mass spectrometry (HPLC/MS) method
(Method AU/95R/04) is available which
determines residues of flutolanil and
metabolites as 2-trifluoromethyl benzoic
acid (2-TFBA). The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

Codex maximum residue limits
(MRLs) are established for residues of
flutolanil per se in rice commodities at
1-10 ppm, and in livestock
commodities at 0.05-0.2 ppm. There are
no wheat or soybean Codex MRL’s.
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Codex MRL’s differ from established
tolerances for the following
commodities: Rice, grain; cattle, goat
and hog kidney, and cattle, goat and hog
liver. No Canadian or Mexican MRLs
have been established for flutolanil.
The Agency’s tolerance levels are
based on analyses of the residue field
trial data using EPA’s Tolerance
Spreadsheet in accordance with the
Agency’s Guidance for Setting Pesticide
Tolerances Based on Field Trial Data,
Standard Operating Procedure (SOP).

C. Response to Comments

One comment was received from a
private citizen objecting to the
establishment of tolerances for
flutolanil. The commenter criticized
EPA’s reliance on toxicology testing on
animals. The Agency has received, and
responded to, similar comments from
this commenter on numerous previous
occasions. Refer to Federal Register 70
FR 37686 (June 30, 2005), 70 FR 1354
(January 7, 2005) and, 69 FR 63096
(October 29, 2004) for the Agency’s
response to these objections.

D. Revisions to Petitioned-For
Tolerances

Based upon review of the data
supporting the petition, EPA
determined that the proposed tolerances
should be revised as follows: Soybean,
forage decreased from 9.0 ppm to 8.0
ppm; soybean, hay increased from 2.0
ppm to 2.5 ppm; wheat, forage increased
from 2.0 ppm to 2.5 ppm; wheat, grain
decreased from 0.1 ppm to 0.05 ppm;
wheat, hay increased from 1.0 ppm to
1.2 ppm; wheat, straw decreased from
0.3 ppm to 0.20 ppm; and wheat, bran
decreased from 0.3 ppm to 0.20 ppm.
EPA revised these tolerance levels based
on analysis of the residue field trial data
using the Agency’s Tolerance
Spreadsheet in accordance with the
Agency’s Guidance for Setting Pesticide
Tolerances Based on Field Trial Data
Standard Operating Procedure (SOP).

V. Conclusion

Therefore, tolerances are established
for indirect or inadvertent residues of
flutolanil, N-(3-(1-
methylethoxy)phenyl)-2-
(trifluoromethyl)benzamide, and its
metabolites converted to 2-
(trifluoromethyl) benzoic acid and
calculated as flutolanil, in or on
soybean, forage at 8.0 ppm, soybean,
hay at 2.5 ppm, soybean, seed at 0.20
ppm, wheat, forage at 2.5 ppm, wheat,
grain at 0.05 ppm, wheat, hay at 1.2
ppm, wheat, straw at 0.20 ppm, and
wheat, bran at 0.20 ppm.

Additionally, expired time-limited
tolerances for rice, grain; rice, straw;

rice, bran; and rice, hulls are removed
from 40 CFR part 180.484:

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable

duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: May 29, 2008.
Lois A. Rossi,
Director, Registration Division, Office of
Pesticide Programs.
m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.484 is amended by
removing paragraph (a)(2), removing the
heading to paragraph (a)(1),
redesignating paragraph (a)(1) as
paragraph (a) and revising paragraph (d)
to read as follows:

§180.484 Flutolanil (N-(3-(1-
methylethoxy)phenyl)-2-
(trifluoromethyl)benzamide); tolerances for
residues.

* * * * *

(d) Indirect or inadvertent residues.
Tolerances are established for the
indirect or inadvertent residues of the
fungicide flutolanil, N-(3-(1-
methylethoxy)phenyl)-2-
(trifluoromethyl)benzamide, and its
metabolites converted to 2-
(trifluoromethyl) benzoic acid and



33018

Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

calculated as flutolanil, in or on the
following commodities:

Commodity Parts per million
10} o=t 1o TR (o] = o =TS SUPPR 8.0
Soybean, hay 2.5
10} o= Lo YT o SRRSO 0.20
WHREAL, DIAN ... oot e e e ettt e e e e e et eeeeeeeeeeassaeeeeaeeeasasaeeeaeeeaasbaaeeeeeeaanansaeeeeeeeaannnnnnen 0.20
Wheat, forage 25
Wheat, grain 0.05
WAL, DAY .ttt a e e e e e b e e e e et e e e n et e e Re e e e e R e e e e eaEe e e e nae e e e e e e e e e e e nnnee 1.2
Wheat, straw 0.20

[FR Doc. E8—13000 Filed 6—10-08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0535; FRL—8366-4]
Bifenthrin; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of the insecticide
bifenthrin (2-methyl [1,1’-biphenyl]-3-
yl) methyl-3-(2-chloro-3,3,3,-trifluoro-1-
propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on food commodities bushberry
subgroup 13-07B; and leafy petioles
subgroup 4B. The Interregional Research
Project Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA). In
addition, this action revises previously
established time-limited tolerances for
residues of bifenthrin in or on
orchardgrass, forage and orchardgrass,
hay in response to the approval of a
specific exemption under section 18 of
the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) authorizing the
use of this insecticide on orchardgrass
in the State of Oregon to control western
orchardgrass billbug. Residue data have
been submitted indicating the need to
increase the tolerances from their
original level. This regulation
establishes maximum permissible levels
of residues of bifenthrin in these food/
feed commodities. The time-limited
tolerances expire and are revoked on
December 31, 2009.

DATES: This regulation is effective June
11, 2008. Objections and requests for
hearings must be received on or before
August 11, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0535. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information

whose disclosure is restricted by statute.

Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Sidney Jackson, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—7610; e-mail address:
jackson.sidney@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are

not limited to those engaged in the
following activities:

e Crop production (NAICS code
111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

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

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-



Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

33019

OPP-2007-0535. in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before August 11, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0535, by one of the
following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of August 1,
2007 (72 FR 42074) (FRL-8140-4), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 7E7227) by IR—4,
500 College Road East, Suite 201 W,
Princeton, NJ 08540. The petition
requested that 40 CFR 180.442 be
amended by establishing tolerances for
residues of the insecticide bifenthrin (2-
methyl [1,1’-biphenyl]-3-yl)methyl-3-(2-
chloro-3,3,3,-trifluoro-1-propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on food commodities bushberry
subgroup 13-B and juneberry;
lingonberry; salal; aronia berry;
blueberry, lowbush; buffalo currant;
Chilean guava; European barberry;
highbush cranberry; honeysuckle;
jostaberry; native currant; sea buckthorn
at 2.0 ppm; and leafy petioles subgroup
4-B at 3.0 ppm. That notice referenced
a summary of the petition prepared by
FMC Corporation, the registrant, which
is available to the public in the docket,

http://www.regulations.gov. There were
no comments received in response to
the notice of filing.

Based upon review of the data
supporting the petition, EPA has
corrected the commodity definition and
utilized established new crop groups/
subgroups outlined in the final rule for
Pesticide Tolerance Crop Grouping
Program dated December 7, 2007 (72 FR
69150) (FRL—8343—1). The new
commodity definition, Bushberry
subgroup 13-07B, includes all proposed
commodities as well as additional
related commodities. Therefore, a
separate tolerance for each commodity
is not needed. Based on supporting data,
EPA also revised the proposed tolerance
level from 2.0 to 1.8 ppm. The reasons
for these changes are explained in Unit
IV.C.

EPA is also revising previously
established time-limited tolerances for
residues of the insecticide bifenthrin in
or on orchardgrass, forage at 2.5 ppm
and orchardgrass, hay at 4.5 ppm. These
tolerances expire and are revoked on
December 31, 2009. The Agency is
establishing these time-limited
tolerances in response to a specific
emergency exemption request under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act
(“FIFRA™), 7 U.S.C. 136p, on behalf of
the Oregon Department of Agriculture
for the emergency use of bifenthrin on
ochardgrass grown for seed, to control
the orchardgrass billbug.

Oregon produces nearly all of the
nation’s orchardgrass seed, which is
primarily used as a high protein pasture
grass. The key pest of orchardgrass in
Oregon is the orchardgrass billbug,
which lays eggs into the stem where
they hatch and are hard to control by
insecticides. The effect of drought
conditions in fields serves to magnify
damage and loss associated with this
pest. Significant yield losses, and
subsequently economic losses, are
expected without adequate control. EPA
has authorized under FIFRA section 18
the use of bifenthrin on orchardgrass for
control of orchardgrass billbug in
Oregon. After having reviewed the
submission, EPA concurs that
emergency conditions exist for this
State.

As part of its assessment of the
emergency exemption request, EPA
assessed the potential risks presented by
the residues of bifenthrin in or on
orchardgrass, forage and orchardgrass,
hay. In doing so, EPA considered the
safety standard in section 408(b)(2) of
the FFDCA, and EPA decided that the
necessary time-limited tolerances under
section 408(1)(6) of the FFDCA would
be consistent with the safety standard

and with FIFRA section 18. Consistent
with the need to move quickly on the
emergency exemption in order to
address the urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is revising these
time-limited tolerances without notice
and opportunity for public comment as
provided in section 408 (1) (6) of the
FFDCA. Although, these time-limited
tolerances expire and are revoked on
December 31, 2009, under section 408
(1) (5) of the FFDCA, residues of the
pesticide not in excess of the amounts
specified in the tolerances remaining in
or on orchardgrass, forage and hay after
that date will not be unlawful, provided
the pesticide is applied in a manner that
was lawful under FIFRA, and the
residues do not exceed levels that were
authorized by these time-limited
tolerances at the time of application.
EPA will take action to revoke these
time-limited tolerances earlier if any
experience with, scientific data, or other
relevant information on this pesticide
indicates that the residues are not safe.
Because these time-limited tolerances
are being approved under emergency
conditions, EPA has not made any
decisions about whether bifenthrin
meets EPA’s registration requirements
for use on orchardgrass, forage and hay,
or whether a permanent tolerance for
these uses would be appropriate. Under
this circumstance, EPA does not believe
that the time-limited tolerance serves as
a basis for registration of bifenthrin by
a State for special local needs under
FIFRA section 24(c). Nor does the time-
limited tolerance serve as the basis for
any State other than Oregon to use this
pesticide on these commodities under
section 18 of FIFRA without following
all provisions of EPA’s regulations
implementing FIFRA section 18 as
identified in 40 CFR part 166.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
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chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”” These provisions
were added to the FFDCA by the Food
Quality Protection Act (FQPA) of 1996.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for residues of insecticide
bifenthrin (2-methyl [1,1’-biphenyl]-3-
yl)methyl-3-(2-chloro-3,3,3,-trifluoro-1-
propenyl)-2,2-
dimethylcyclopropanecarboxylate in or
on food commodities bushberry
subgroup 13-07B at 1.8 ppm; leafy
petioles subgroup 4-B at 3.0 ppm as well
as the time-limited tolerance for
residues of bifenthrin in or on
orchardgrass, forage at 2.5 ppm and
orchardgrass, hay at 4.5 ppm. EPA’s
assessment of exposures and risks
associated with establishing tolerances
follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered their
validity, completeness, and reliability as
well as the relationship of the results of
the studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. Specific
information on the studies received and
the nature of the adverse effects caused
by bifenthrin as well as the no-observed-
adverse-effect-level (NOAEL) and the
lowest-observed-adverse-effect-level
(LOAEL) from the toxicity studies can
be found at http://www.regulations.gov
in document entitled “Human Health
Risk Assessment” in docket ID number
EPA-HQ-OPP-2007-0535-0004

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified

(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for bifenthrin used for human
risk assessment can be found at http://
www.regulations.gov in the Bifenthrin
Human Health Risk Assessment in
docket ID number EPA-HQ-OPP-2007—-
0535-0004.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to bifenthrin, EPA considered
exposure under the petitioned-for
tolerances as well as all existing
bifenthrin tolerances in (40 CFR
180.442). EPA assessed dietary
exposures from bifenthrin in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by

Individuals (CSFII). As to residue levels
in food, EPA conducted a highly-
refined, acute probabilistic dietary
exposure and risk assessment for all
registered and pending food uses.
Anticipated residues (ARs) were
developed based on the latest USDA’s
Pesticide Data Program (PDP)
monitoring data 1998-2005, Food and
Drug Administration (FDA) data, or
field trial data for bifenthrin. ARs were
further refined using the latest percent
crop-treated (PCT) data and processing
factors where appropriate. For new uses
and uses that have been registered less
than five years 100 PCT was assumed.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFIIL. As to residue levels in food, a
refined chronic dietary exposure
assessment was conducted for all the
registered and pending food uses of
bifenthrin using single point estimates
of anticipated bifenthrin residues,
including PCT for registered food/feed
commodities. For new uses and uses
that have been registered less than 5
years, 100 PCT was assumed.

iii. Cancer. There was no conclusive
evidence of carcinogenic potential of
bifenthrin in the rat. A mouse
oncogenicity study provided some
evidence for carcinogenic potential in
this species. In the mouse oncogenicity
study, high-dose (81.3 mg/kg/day) males
showed a highly significant increased
incidence of urinary bladder tumors.
Other findings in the mouse study
included a dose-related trend of
increased combined incidences of
adenoma and adenocarcinoma of the
liver (males only), and increased
incidences of bronchioalveolar
adenomas and adenocarcinomas of the
lung in females at some, but not all dose
levels relative to their controls. The EPA
has characterized bifenthrin as Category
C (possible human carcinogen)
primarily on the basis of a mouse study.
For the purpose of risk characterization,
the reference-dose (RfD) approach
should be used for quantification of
human cancer risk.

iv. Anticipated residue and PCT
information. Section 408(b)(2)(E) of the
FFDCA authorizes EPA to use available
data and information on the anticipated
residue levels of pesticide residues in
food and the actual levels of pesticide
residues that have been measured in
food. If EPA relies on such information,
EPA must pursuant to section 408(f)(1)
of the FFDCA require that data be
provided 5 years after the tolerance is
established, modified, or left in effect,
demonstrating that the levels in food are
not above the levels anticipated. For the
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present action, EPA will issue such data
call-ins as are required by section
408(b)(2)(E) of the FFDCA and
authorized under section 408(f)(1) of the
FFDCA. Data will be required to be
submitted no later than 5 years from the
date of issuance of this tolerance.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

a. The data used are reliable and
provide a valid basis to show what
percentage of the food derived from
such crop is likely to contain the
pesticide residue.

b. The exposure estimate does not
underestimate exposure for any
significant subpopulation group.

c. Data are available on pesticide use
and food consumption in a particular
area, the exposure estimate does not
understate exposure for the population
in such areas.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by FFDCA section 408(b)(2)(F),
EPA may require registrants to submit
data on PCT.

The Agency used PCT information for
chronic dietary exposure as follows:

Raspberries 70%; honeydew melon
55%; hops 35%; alfalfa 1%; blackberries
20%; cantaloupes 20%; sweet corn
20%; cabbage 15%; artichokes 10%;
broccoli 1%:; cauliflower 5%; corn 1%:;
cucumbers 5%; grapes 1%; canola/
rapeseed 5%; lettuce 1%; peas, green
5%; carrots 5%; peppers 5% ;pumpkins
15%; dry beans/peas 1%; tomatoes 5%;
watermelons 5%; onions 1%; peanuts
1%; pecans 1%; potatoes 1%; soybean
1%; squash 5%; sweet potatoes 35%;
beans, green 30%; strawberries 15%;
cotton 1%; and lettuce 1%.

In most cases, EPA uses available data
from United States Department of
Agriculture/National Agricultural
Statistics Service (USDA/NASS),
proprietary market surveys, and the
National Pesticide Use Database for the
chemical/crop combination for the most
recent 6 years. EPA uses an average PCT
for chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than
one. In those cases, 1% is used as the
average PCT and 2.5% is used as the
maximum PCT. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported

within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the
conditions listed in Unit [II.C.1.iv.a., b.,
and c. have been met. With respect to
Condition a., PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b. and c., regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
bifenthrin may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring data to complete a
comprehensive dietary exposure
analysis and risk assessment for
bifenthrin in drinking water. Because
the Agency does not have
comprehensive monitoring data for
drinking water concentrations, the
Agency used screening level water
exposure models in the dietary exposure
analysis and risk assessment for
bifenthrin in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of bifenthrin.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
bifenthrin for acute and chronic
exposure were calculated based on a
maximum application rate of 0.5
pound(lb) active ingredient(ai)/acre(A)/
season. For both acute and chronic
exposures, the EDWC in surface water
was estimated as 0.0140 ppb. The

EDWC for both acute and chronic
exposures is estimated to be 0.0030 ppb
for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute and chronic dietary risk
assessments, the water concentration
value of 0.0140 ppb (based on the
maximum applied rate to lettuce at 0.5
Ib a.i./A/season) was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Bifenthrin is currently registered for
the following residential non-dietary
sites: Indoor and outdoor residential
non-dietary sites. Adults are potentially
exposed to bifenthrin residues during
residential application of bifenthrin.
Both adults and children are potentially
exposed to bifenthrin residues after
application (post-application) of
bifenthrin products in residential
settings. Exposure estimates were
generated for residential handlers and
individuals potential post-application
contact with lawn, soil, and treated
indoor surfaces using the EPA’s Draft
Standard Operating Procedures (SOPs)
for Residential Exposure Assessment,
and dissipation data from a turf
transferable residue (TTR) study. Short-
term and intermediate-term dermal and
inhalation exposures for adults, and
short-term and intermediate-term
dermal and incidental oral exposures for
children are anticipated. These
estimates are considered conservative,
but appropriate, since the study data
were generated at maximum application
rates.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Bifenthrin is a member of the
pyrethroid class of pesticides. EPA is
not currently following a cumulative
risk approach based on a common
mechanism of toxicity for the
pyrethroids. Although all pyrethroids
alter nerve function by modifying the
normal biochemistry and physiology of
nerve membrane sodium channels,
available data show that there are
multiple types of sodium channels and



33022

Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/Rules and Regulations

it is currently unknown whether the
pyrethroids as a class have similar
effects on all channels or whether
modifications of different types of
sodium channels would have a
cumulative effect. Nor do we have a
clear understanding of effects on key
downstream neuronal function, e.g.,
nerve excitability, or how these key
events interact to produce their
compound specific patterns of
neurotoxicity. Without such
understanding, there is no basis to make
a common mechanism of toxicity
finding. There is ongoing research by
the EPA’s Office of Research and
Development and pyrethroid registrants
to evaluate the differential biochemical
and physiological actions of pyrethroids
in mammals. When available, the
Agency will evaluate results of this
research and make a determination of
common mechanism as a basis for
assessing cumulative risk. For
information regarding EPA’s procedures
for cumulating effects from substances
found to have a common mechanism on
EPA’s website at http://www.epa.gov/
pesticides/cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
EPA concluded there is not a concern
for prenatal and/or postnatal toxicity
resulting from exposure to bifenthrin.
There was no quantitative or qualitative
evidence of increased susceptibility of
rat or rabbit fetuses to in utero exposure
to bifenthrin in developmental toxicity
studies and no quantitative or
qualitative evidence of increased
susceptibility of neonates (as compared
to adults) to bifenthrin in a 2—generation
reproduction study in rats.
Additionally, there was no quantitative
or qualitative evidence of increased
susceptibility of neonates (as compared
to adults) to bifenthrin in a
developmental neurotoxicity study.
There are no concerns or residual

uncertainties for prenatal and/or
postnatal toxicity following exposure to
bifenthrin.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for bifenthrin
is complete.

ii. A DNT study with bifenthrin is
available. This study does not show any
evidence of increased susceptibility of
offspring following exposure to
bifenthrin. This study did not impact
endpoints selected by the Agency for
various exposure scenarios.

iii. There is no evidence that
bifenthrin results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2—generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on anticipated
residues and percent crop treated. These
assumptions are based on reliable data
and will not underestimate the exposure
and risk. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to bifenthrin in
drinking water. EPA used similarly
conservative assumptions to assess
postapplication exposure of children as
well as incidental oral exposure of
toddlers. These assessments will not
underestimate the exposure and risks
posed by bifenthrin.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
bifenthrin will occupy 25% of the aPAD

for all infants (<1 year old) the
population group receiving the greatest
exposure. Therefore, EPA does not
expect the aggregate exposure to exceed
100% of the aPAD.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to bifenthrin from
food and water will utilize 55% of the
cPAD for children 3-5 years old the
population group receiving the greatest
exposure. Based on the use pattern,
chronic residential exposure to residues
of bifenthrin is not expected. Therefore,
EPA does not expect the aggregate
exposure to exceed 100% of the cPAD.

3. Short- and Intermediate-term risks.
Short-term and intermediate-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Bifenthrin is currently registered for
uses that could result in short-term and
intermediate-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water and
short-term and intermediate-term
exposures to bifenthrin.

Using the exposure assumptions
described in this unit for short-term and
intermediate-term exposures, EPA has
concluded food, water, and residential
exposures aggregated result in aggregate
MOE:s of 220 for the U.S. general
population, 270 for all infants < 1 year
old, and 180 for children 3-5 years old,
the subpopulation at greatest exposure.
These aggregate MOEs do not exceed the
Agency’s LOC for aggregate exposure to
food, water and residential uses.
Therefore, EPA does not expect short
and intermediate-term aggregate
exposures to exceed the Agency’s LOC.

4. Aggregate cancer risk for U.S.
population. The Agency considers the
chronic aggregate risk assessment,
making use of the cPAD, to be protective
of any aggregate cancer risk. See Unit
I.C.iii.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to bifenthrin
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography (GC)/electron-
capture detection (ECD)) are available to
enforce the tolerance expression. The
limit of quantitation (LOQ) for these
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methods is 0.05 ppm. The method may
be requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian, or
Mexican MRLs for bifenthrin in or on
the proposed commodities.

C. Revisions to Petitioned-For
Tolerances

Based on evaluation of available data
supporting this petition, the Agency
revised the registrant’s proposed
tolerances for Bushberry, subgroup 13B,
including proposed individual berries
tolerance, from 2.0 to 1.8 ppm and
applied the corrected commodity
definition, Bushberry subgroup 13-07B.
Separate tolerances for new
commodities listed in crop subgroup 13-
07B are not required as outlined in the
Pesticide Tolerance Crop Grouping
Program Final Rule published in the
Federal Register of December 7, 2007
(72 FR 69150) (FRL-8340-6).

The Agency determined that adequate
data are available to support
establishing a tolerance for the
bushberry subgroup 13-07B. IR—4
petitioned for a tolerance for bushberry
subgroup 13B as well as an individual
tolerance on juneberry; lingonberry;
salal; aronia berry; blueberry, lowbush;
buffalo currant; Chilean guava;
European barberry; highbush cranberry;
honeysuckle; jostaberry; native currant;
sea buckthorn (PP 7E7227). EPA has
expanded and revised berries group 13.
Changes to crop group 13 (berries)
included adding new commodities,
revising existing subgroups and creating
new subgroups (including a bushberry
subgroup 13-07B consisting of the
commodities requested in PP 7E7227
and cultivars, varieties, and/or hybrids
of these).

EPA indicated in the December 7,
2007 final rule as well as the earlier May
23, 2007 proposed rule (72 FR 28920)
that, for existing petitions for which a
Notice of Filing had been published, the
Agency would attempt to conform these
petitions to the rule. Therefore,
consistent with this rule, EPA is
establishing tolerances on Bushberry
subgroup 13-07B. Bushberry subgroup
13-07B consists of the berries for which
tolerances were requested in PP 7E7227,
as well as, additional commodities not
included in the original tolerance
petition.

EPA concludes it is reasonable to
revise the petitioned-for tolerances so

that they agree with the recent crop
grouping revisions because:

i. Although the subgroup includes
several new commodities, these
commodities were proposed as
individual tolerances and are closely
related minor crops which contribute
little to overall dietary or aggregate
exposure and risk;

ii. Bifenthrin exposure from these
added commodities was considered
when EPA conducted the dietary and
aggregate risk assessments supporting
this action; and

iii. the representative commodities for
the revised subgroup have not changed.

Bushberry subgroup 13-07B. The field
trials with bifenthrin on blueberries,
representative crop, are adequate. An
adequate number of trials were
conducted reflecting the proposed use
patterns in the appropriate geographic
regions, and the appropriate
commodities were collected at the
proposed “pre” harvest intervals (PHIs).
Samples were analyzed using adequate
and appropriate analytical methods.
Tolerance levels for residues in or on
bushberry (subgroup 13-07B) were
determined using the North American
Free Trade Agreement (NAFTA)
maximum residue levels (MRL)/
Tolerance Harmonization Spreadsheet.

V. Conclusion

Therefore, tolerances are established
for residues of the insecticide bifenthrin
(2-methyl [1, 1’-biphenyl]-3-yl)methyl-3-
(2-chloro-3,3,3,-trifluoro-1-propenyl)-
2,2-dimethylcyclopropanecarboxylate in
or on food commodities bushberry
subgroup 13-07B at 1.8 ppm; and leafy
petioles subgroup 4B at 3.0 ppm. In
addition, this regulation revises the
time-limited tolerances for residues of
bifenthrin in or on orchardgrass, forage
at 2.5 ppm and orchardgrass, hay at 4.5

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22,2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety

Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
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Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: May 28, 2008.
Lois Rossi,

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.442 is amended by
alphabetically adding the following
commodities to the table in paragraph
(a) and by revising paragraph (b) to read
as follows:

§180.442 Bifenthrin; tolerances for
residues.

(a) General. (1) * * *

Commodity Parts per million

* * * * *

Leafy petioles subgroup
3.0

* * * * *

(b) Section 18 emergency exemptions.
A time-limited tolerance is established
for the residues of the insecticide
bifenthrin ((2-methyl [1,1’-biphenyl]-3-
yl)methyl-3-(2-chloro-3,3,3,-trifluoro-1-
propenyl)-2,2-
dimethylcyclopropanecarboxylate) in
connection with use of the pesticide

Director, Registration Division, Office of Commodity Parts per million under a section 18 emergency

Pesticide Programs. . * * « * exemption granted by EPA. This

m Therefore, 40 CFR chapter I is Bushberry subgroup 13- tolerance will expire and is revoked on

amended as follows: (074 = 2R 1.8 the date specified in the following table.
Commodity Parts per million ExpiratioB/al?gvocation

Orchardgrass, forage ........ccccocerieeiieeneenieeeninnns

Orchardgrass, hay

12/31/09
12/31/09

25
4.5

* * * * *

[FR Doc. E8-13068 Filed 6—10-08; 8:45 am]
BILLING CODE 6560-50-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0230; Directorate
Identifier 2007—NE-24—AD]

RIN 2120-AA64

Airworthiness Directives; Rolls-Royce
Corporation AE 3007A1E and AE
1107C Turbofan/Turboshaft Engines

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

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
Rolls-Royce Corporation (RRC) AE
3007A1E and AE 1107C turbofan/
turboshaft engines. This proposed AD
would require removal from service of
certain 2nd stage, 3rd stage, and 4th
stage compressor wheels, compressor
cone shaft assemblies, and 1st to 2nd-
stage turbine spacers, at new, reduced,
published life limits. This proposed AD
results from RRC applying an updated
lifing methodology to the affected parts.
We are proposing this AD to prevent
low-cycle-fatigue (LCF) failure of the
parts listed in Table 1 of this proposed
AD, which could result in an
uncontained engine failure and damage
to the aircraft.

DATES: We must receive any comments
on this proposed AD by August 11,
2008.

ADDRESSES: Use one of the following
addresses to comment on this proposed
AD.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for sending your
comments electronically.

e Mail: Docket Management Facility,
U.S. Department of Transportation, 1200
New Jersey Avenue, SE., West Building
Ground Floor, Room W12-140,
Washington, DC 20590-0001.

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

e Fax:(202)493-2251.

You can get the service information
identified in this proposed AD from
Rolls-Royce Corporation, P.O. Box 420,
Indianapolis, IN 46206; e-mail:
indy.pubs.services@rolls-royce.com;
telephone (317) 230-3774; fax (317)
230-8084.

FOR FURTHER INFORMATION CONTACT:
Michael Downs, Aerospace Engineer,
Chicago Aircraft Certification Office,
Small Airplane Directorate, FAA, 2300
E. Devon Ave., Des Plaines, IL 60018;
telephone (847) 294-7870; fax (847)
294-7834.

SUPPLEMENTARY INFORMATION:
Comments Invited

We invite you to send us any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include “Docket No. FAA—
2008-0230; Directorate Identifier 2007—
NE-24—-AD” in the subject line of your
comments. We specifically invite
comments on the overall regulatory,
economic, environmental, and energy
aspects of the proposed AD. We will
consider all comments received by the
closing date and may amend the
proposed AD in light of those
comments.

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

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 the
same as the Mail address provided in
the ADDRESSES section. Comments will
be available in the AD docket shortly
after receipt.

Discussion

RRC was seeking to increase the LCF
lives of the compressor wheels used in
AE 3007A1E and AE 1107C turbofan/
turboshaft engines, by applying an
updated lifing methodology. However,
their engine testing and evaluation
revealed that some of the compressor
wheels experienced crack initiation in
the dovetail slots. RRC found that these
parts were likely to fail within their
published lives, and that that failure
presented an unacceptable compromise
to safety. As a result, RRC decreased the
published life limits of the compressor
wheels, and also recalculated and
decreased the published life of certain
compressor cone shaft assemblies and
1st-to-2nd stage turbine spacers. We
reviewed RRC’s testing results and
reached the same conclusion. These
conditions, if not corrected, could lead
to LCF failure of the parts listed in Table
1 of this proposed AD, which could
result in an uncontained engine failure
and damage to the aircraft.

FAA’s Determination and Requirements
of the Proposed AD

We have evaluated all pertinent
information and identified an unsafe
condition that is likely to exist or
develop on other products of this same
type design. We are proposing this AD,
which would require removal from
service of the parts listed in Table 1 of
this proposed AD, at new, reduced,
published life limits.

Costs of Compliance

We estimate that this proposed AD
would affect 220 AE 3007A1E turbofan
engines installed on aircraft of U.S.
registry. The proposed action does not
impose any additional labor costs since
it will be performed at engine overhaul.
Required parts would cost about
$100,000 per engine. Based on these
figures, we estimate the total cost of the
proposed AD to U.S. operators to be
$22,000,000.
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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 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. Would not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this proposed AD. You may get a copy
of this summary at the address listed
under ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.
The Proposed Amendment

Under the authority delegated to me
by the Administrator, the Federal
Aviation Administration proposes to
amend 14 CFR part 39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

Rolls-Royce Corporation (Formerly Allison
Engine Company, Inc.): Docket No.
FAA—-2008-0230; Directorate Identifier
2007-NE-24-AD.

Comments Due Date

(a) The Federal Aviation Administration
(FAA) must receive comments on this
airworthiness directive (AD) action by
August 11, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Rolls-Royce
Corporation (RRC) AE 3007A1E and AE
1107C turbofan/turboshaft engines, with the

following parts in Table 1 installed, as
applicable:

TABLE 1.—AFFECTED PARTS AND REDUCED LIFE LIMITS

New reduced
Engine Part name Part No. ﬁ%ﬁ{lsme?hgrf]?
cycles

AE 3007A1E ..., 2nd Stage Compressor Wheel ..........ccooeevirieiiiieeieneceeseeese e 23050752 15,200
3rd Stage Compressor Wheel .... 23065303 13,300
AE 1107C i 2nd Stage Compressor Wheel ... 23050752 11,400
2nd Stage Compressor Wheel ... 23084157 11,400
3rd Stage Compressor WHeel .........cccooeeiiiiiiiieieeeee e 23065303 6,200
3rd Stage Compressor Wheel (serial numbers L72422, L72475, 23065303 5,000

L72505, L130704, L130829, L130830, L138218, L138226, L138621,

L206084, L206163).

3rd Stage Compressor WHeel .........cccooeeiiiiiiiieieeeee e 23084158 6,200
4th Stage Compressor Wheel .........oooiiiiiiieeiiieieeceeee e 23050754 14,900
4th Stage Compressor Wheel ... 23071259 14,900
4th Stage Compressor Wheel .........ooouiiiiiiieiiiieiececee e 23084159 14,900
Compressor Cone Shaft ASSEMDIY ........cccooiiiiiiiiiiince e 23050728 2,900
Compressor Cone Shaft ASSEMDIY .......cccoooiiiiiiiiiiiiiieeee e 23070729 2,900
1st to 2nd-Stage Turbine SPaCET ........cccevirieiiiiciieceeeee e 23065300 9,500

AE 3007A1E turbofan engines are installed
on, but not limited to, EMBRAER EMB-135B]
and EMB-145XR airplanes. AE 1107C
turboshaft engines are U.S. type-certificated
and are installed on, but not limited to,
certain U.S. military aircraft.

Unsafe Condition

(d) This AD results from RRC applying an
updated lifing methodology to the affected
parts. We are issuing this AD to prevent low-
cycle-fatigue failure of the parts listed in
Table 1 of this AD, which could result in an
uncontained engine failure and damage to
the aircraft.

Compliance

(e) You are responsible for having the
actions required by this AD performed within
5 days after the effective date of this AD,
unless the actions have already been done.

(f) Remove from service the parts listed in
Table 1 of this AD, at the new, reduced,
published life limits specified in Table 1 of
this AD.

Alternative Methods of Compliance

(g) The Manager, Chicago Aircraft
Certification Office, has the authority to
approve alternative methods of compliance
for this AD if requested using the procedures
found in 14 CFR 39.19.

Related Information

(h) RRC Alert Service Bulletin (ASB) No.
AE 3007A-A-72-346, dated May 1, 2007;
Service Bulletin No. AE 1107C-A-72-086,
Revision 2, dated January 28, 2008; and ASB
No. AE 1107C-A-72-089, dated January 28,
2008, also pertain to the subject of this AD.

(i) Contact Michael Downs, Aerospace
Engineer, Chicago Aircraft Certification
Office, Small Airplane Directorate, FAA,
2300 E. Devon Ave., Des Plaines, IL 60018;
telephone (847) 294-7870; fax (847) 294—
7834, for more information about this AD.
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Issued in Burlington, Massachusetts, on
June 5, 2008.

Robert G. Mann,

Acting Manager, Engine and Propeller
Directorate, Aircraft Certification Service.
[FR Doc. E8-13056 Filed 6—10—-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 15

[Docket Nos. FDA-2005-P-0196 and FDA-
2007-0545] (formerly Docket No. 2005P—
0450)

Salt and Sodium; Petition to Revise the
Regulatory Status of Salt andEstablish
Food Labeling Requirements
Regarding Salt and Sodium; Public
Hearing; Reopening of the Comment
Period

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public hearing;
reopening of the comment period.

SUMMARY: The Food and Drug
Administration (FDA) is reopening until
August 11, 2008, the comment period
for the notice of public hearing,
published in the Federal Register of
October 23, 2007 (72 FR 59973),
requesting comments regarding FDA’s
current framework of policies regarding
salt and sodium and potential future
approaches, including approaches
described in a citizen petition. The
agency is taking this action in response
to a request for an extension to allow
interested persons additional time to
submit comments. FDA is also
reopening the comment period to
update comments and to receive any
new information.

DATES: Submit written or electronic
comments by August 11, 2008. The
administrative record of the hearing will
remain open until August 11, 2008.

ADDRESSES: You may submit comments,
identified by Docket Nos. FDA-2005-P—
0196 and FDA-2007-0545 (formerly
Docket No. 2005P—-0450), by any of the
following methods:
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.

To ensure more timely processing of
comments, FDA is no longer accepting
comments submitted to the agency by e-
mail. FDA encourages you to continue
to submit electronic comments by using
the Federal eRulemaking Portal, as
described previously, in the ADDRESSES
portion of this document under
Electronic Submissions.

Instructions: All submissions received
must include the agency name and
Docket No(s). 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(s), 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:
Juanita Yates, Center for Food Safety
and Applied Nutrition (HFS-555), Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
301-436-1731, FAX: 301-436-2964.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of October 23,
2007 (72 FR 59973), FDA published a
notice of public hearing requesting
comments on FDA’s current regulatory
framework of policies regarding salt and
sodium and future approaches,
including approaches described in a
citizen petition submitted by the Center
for Science in the Public Interest.
Specifically, FDA sought comments on
the issues and questions presented in
section III of the notice. (See 72 FR
59973 at 59976.)

Interested persons were originally
given until March 28, 2008, to comment
on issues related to salt and sodium.

II. Request for Comments

Following publication of the October
30, 2007, notice of public hearing, FDA
received a request for a 60-day
extension of the comment period. The
request conveyed concern that the FDA
Division of Dockets Management Web
site transition to the Federal Docket
Management System (FDMS) on January
15, 2008, delayed the public
presentation of relevant material in the
docket and thus did not allow sufficient
time to develop a meaningful or
thoughtful response to the request for
comments on the issues and questions
presented in section III of the notice.

FDA has considered the request and
is reopening the comment period for the
notice of public hearing, for 60 days,
until August 11, 2008. The agency
believes that reopening the comment
period for 60 days allows adequate time
for interested persons to submit
comments on the issues and questions
presented in section III of the notice
without significantly delaying the
agency’s consideration of issues related
to salt and sodium.

II1. How to Submit Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments to http://www.regulations.gov
or two paper copies of any mailed
comments, except that individuals may
submit one paper copy. Comments are
to be identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

Please note that on January 15, 2008,
the FDA Division of Dockets
Management Web site transitioned to
the Federal Dockets Management
System (FDMS). FDMS is a
Government-wide, electronic docket
management system. Electronic
comments or submissions will be
accepted by FDA only through FDMS at
http://www.regulations.gov.

Dated: June 3, 2008.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E8-13122 Filed 6—10-08; 8:45 am]
BILLING CODE 4160-01-S
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DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2008-0246]
RIN 1625-AA00

Safety zone; BWRC Annual

Thanksgiving Regatta; Lake Moolvalya,
Parker, AZ

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes a
safety zone, on the navigable waters of
Lake Moolvalya region on the lower
Colorado River in support of the
Bluewater Resort and Casino Annual
Thanksgiving Regatta. This safety zone
is necessary to provide for the safety of
the participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.

DATES: Comments and related material
must reach the Coast Guard on or before
July 11, 2008.

ADDRESSES: You may submit comments
identified by Coast Guard docket
number USCG-2008-0246 to the Docket
Management Facility at the U.S.
Department of Transportation. To avoid
duplication, please use only one of the
following methods:

(1) Online: http://
www.regulations.gov.

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

(3) Hand delivery: Room W12-140 on
the Ground Floor of the West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The telephone
number is 202-366—9329.

(4) Fax: 202—-493-2251.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call Petty Officer Kristen Beer,
USCG, Waterways Management, U.S.
Coast Guard Sector San Diego at (619)
278-2733. If you have questions on
viewing or submitting material to the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202-366—-9826.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted,
without change, to http://
www.regulations.gov and will include
any personal information you have
provided. We have an agreement with
the Department of Transportation (DOT)
to use the Docket Management Facility.
Please see DOT’s “Privacy Act”
paragraph below.

Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG-2008-0246),
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. We recommend that you
include your name and a mailing
address, an e-mail address, or a phone
number in the body of your document
so that we can contact you if we have
questions regarding your submission.
You may submit your comments and
material by electronic means, mail, fax,
or delivery to the Docket Management
Facility at the address under ADDRESSES;
but please submit your comments and
material by only one means. If you
submit them by mail or delivery, submit
them in an unbound format, no larger
than 872 by 11 inches, suitable for
copying and electronic filing. If you
submit them by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
all comments and material received
during the comment period. We may
change this proposed rule in view of
them.

Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov at any time.
Enter the docket number for this
rulemaking (USCG-2008-0246) in the
Search box, and click “Go >>.” You may
also visit either the Docket Management
Facility in Room W12-140 on the
ground floor of the DOT West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays; or the U.S.
Coast Guard Sector San Diego, 2710 N.
Harbor Drive, San Diego, CA 92101
between 8 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.

Privacy Act

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

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one to the Docket Management
Facility at the address under ADDRESSES
explaining why one would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

Background and Purpose

Southern California Speedboat Club is
sponsoring the Bluewater Resort and
Casino Annual Thanksgiving Regatta.
The event is a circle boat race consisting
of 85 powerboats ranging from 12 to 22
feet in length. The sponsor will provide
two water rescue boats and two patrol
boats for this event. This safety zone is
necessary to provide for the safety of the
participants, crew, spectators, sponsor
vessels, and other users of the
waterway.

Discussion of Proposed Rule

The Coast Guard proposes a safety
zone that would be enforced from 6 a.m.
on November 28, 2008 to 6 p.m. on
November 30, 2008. The limits of the
safety zone would be as follows: The
Headgate Dam at 34°10.19 N, 114°16.26
W following the river east to 34°10.30 N,
114°15.72 W.

This safety zone is necessary to
provide for the safety of the crews,
spectators, and participants of the event
and to protect other vessels and users of
the waterway. Persons and vessels will
be prohibited from entering into,
transiting through, or anchoring within
this safety zone unless authorized by the
Captain of the Port or his designated
representative.

Regulatory Evaluation

This proposed 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.
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We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation is
unnecessary.

This determination is based on the
size and location of the safety zone.
Commercial vessels will not be
hindered by the safety zone.
Recreational vessels will not be allowed
to transit through the designated safety
zone during the specified times.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed 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 proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

This proposed rule would affect the
following entities, some of which might
be small entities: The owners or
operators of vessels intending to transit
or anchor in the region of Lake
Moolvalya on the lower Colorado River
from 6 a.m. on November 28, 2008 to 6
p-m. on November 30, 2008.

This safety zone would not have a
significant economic impact on a
substantial number of small entities for
the following reasons. This rule would
be in effect for twelve hours for a period
of 3 days. Although the safety zone
would apply to the entire width of the
river, traffic would be allowed to pass
through the zone with the permission of
the Coast Guard patrol commander.
Before the effective period, we will
publish a local notice to mariners (LNM)
and will issue broadcast notice to
mariners (BNM) alerts via marine
channel 16 VFH before the safety zone
is enforced.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
we want to assist small entities in

understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Petty Officer
Kristen Beer, USCG, Waterways
Management, U.S. Coast Guard Sector
San Diego at (619) 278-7233. 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 proposed rule would call 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 proposed 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 proposed rule would not
result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

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

Civil Justice Reform

This proposed 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 proposed rule
under Executive Order 13045,

Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would 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 proposed 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 proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this proposed rule
under Commandant Instruction
M16475.1D which guides the Coast
Guard in complying with the National
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Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have made a preliminary determination
that this action is not likely to have a
significant effect on the human
environment. A preliminary
“Environmental Analysis Check List”
supporting this preliminary
determination is available in the docket
where indicated under ADDRESSES. We
seek any comments or information that
may lead to the discovery of a
significant environmental impact from
this proposed rule.

List of Subjects in 33 CFR Part 165

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

Words of Issuance and Proposed
Regulatory Text

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 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.

2. Add a new temporary safety zone
§165.T11-034.

§165.T11-034 Safety zone; BWRC Annual
Thanksgiving Regatta; Lake Moolvalya,
Parker, AZ.

(a) Location. The limits of the
proposed safety zone are as follows: The
Headgate Dam at 34°10.19 N, 114°16.26
W following the river east to 34°10.30 N,
114°15.72 W.

(b) Enforcement Period. This section
will be enforced from 6 a.m. to 6 p.m.
on November 28, 2008 through
November 30, 2008. If the event
concludes prior to the scheduled
termination time, the Captain of the Port
will cease enforcement of this safety
zone and will announce that fact via
Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
designated representative, means any
commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, state, and federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by

the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Patrol Commander (PATCOM). The
PATCOM may be contacted on VHF-FM
Channel 16.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other federal, state, or local agencies.

Dated: May 22, 2008.
C.V. Strangfeld,

Captain, U.S. Coast Guard, Captain of the
Port Sector San Diego.

[FR Doc. E8—13142 Filed 6—-10-08; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2008-0320]

RIN 1625-AA00

Safety Zone; IUSBA World Finals;
Colorado River, Lake Havasu City, AZ

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes a
safety zone, on the navigable waters of
Lake Havasu on the lower Colorado
River in support of the JSBA World
Finals. This safety zone is necessary to
provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.
DATES: Comments and related material
must reach the Coast Guard on or before
July 11, 2008.
ADDRESSES: You may submit comments
identified by Coast Guard docket
number USCG-2008-0320 to the Docket
Management Facility at the U.S.
Department of Transportation. To avoid
duplication, please use only one of the
following methods:

(1) Online: http://
www.regulations.gov.

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

(3) Hand delivery: Room W12-140 on
the Ground Floor of the West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The telephone
number is 202-366—9329.

(4) Fax: 202-493-2251.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call Petty Officer Kristen Beer,
USCG, Waterways Management, U.S.
Coast Guard Sector San Diego at (619)
278-2733. If you have questions on
viewing or submitting material to the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted,
without change, to http://
www.regulations.gov and will include
any personal information you have
provided. We have an agreement with
the Department of Transportation (DOT)
to use the Docket Management Facility.
Please see DOT’s “Privacy Act”
paragraph below.

Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG-2008—-0320),
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. We recommend that you
include your name and a mailing
address, an e-mail address, or a phone
number in the body of your document
so that we can contact you if we have
questions regarding your submission.
You may submit your comments and
material by electronic means, mail, fax,
or delivery to the Docket Management
Facility at the address under ADDRESSES;
but please submit your comments and
material by only one means. If you
submit them by mail or delivery, submit
them in an unbound format, no larger
than 82 by 11 inches, suitable for
copying and electronic filing. If you
submit them by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
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all comments and material received
during the comment period. We may
change this proposed rule in view of
them.

Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov at any time.
Enter the docket number for this
rulemaking (USCG-2008—-0320) in the
Search box, and click “Go >>.” You may
also visit either the Docket Management
Facility in Room W12-140 on the
ground floor of the DOT West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays; or the U.S.
Coast Guard Sector San Diego, 2710 N.
Harbor Drive, San Diego, CA 92101
between 8 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.

Privacy Act

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

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one to the Docket Management
Facility at the address under ADDRESSES
explaining why one would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

Background and Purpose

The International Jet Sports Boating
Association is sponsoring the I[JSBA
World Finals. The event is a circle race
consisting of 300—500 personal water
craft up to 12 feet in length. The sponsor
will provide four to five course marshal
and safety rescue vessels and four to
five perimeter patrol and safety boats for
this event. This safety zone is necessary
to provide for the safety of the
participants, crew, spectators, sponsor
vessels, and other users of the
waterway.

Discussion of Proposed Rule

The Coast Guard proposes a safety
zone that would be enforced from 6 a.m.
on October 4, 2008 to 6 p.m. on October

12, 2008. The limits of the safety zone
would be as follows: the London Bridge
channel at 34°28.49 N, 114°21.33 W,
then northwest to 34°28.52 N, 114°21.46
W, then southwest to 34°28.44 N,
114°21.73 W, then south to 34°28.30 N,
114°21.69 W, and finally following the
shoreline east and north to 34°28.49 N,
114°21.33 W.

This safety zone is necessary to
provide for the safety of the crews,
spectators, and participants of the event
and to protect other vessels and users of
the waterway. Persons and vessels will
be prohibited from entering into,
transiting through, or anchoring within
this safety zone unless authorized by the
Captain of the Port, or his designated
representative.

Regulatory Evaluation

This proposed 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.

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation is
unnecessary.

This determination is based on the
size and location of the safety zone.
Commercial vessels will not be
hindered by the safety zone.
Recreational vessels will not be allowed
to transit through the designated safety
zone during the specified times.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed 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 proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

This proposed rule would affect the
following entities, some of which might
be small entities: The owners or
operators of vessels intending to transit
or anchor in the region of Lake Havasu
on the lower Colorado River from 6 a.m.
on October 4, 2008 to 6 p.m. on October
12, 2008.

This safety zone would not have a
significant economic impact on a
substantial number of small entities for
the following reasons. This rule would
be in effect for twelve hours for a period
of 9 days. Vessel traffic could pass
safely around the safety zone. Before the
effective period, we will publish a local
notice to mariners (LNM) and will issue
broadcast notice to mariners (BNM)
alerts via marine channel 16 VFH before
the safety zone is enforced.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
we want to assist small entities in
understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Petty Officer
Kristen Beer, USCG, Waterways
Management, U.S. Coast Guard Sector
San Diego at (619) 278-7233. 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 proposed rule would call 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 proposed 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
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aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this proposed rule would not
result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

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

Civil Justice Reform

This proposed 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 proposed rule
under Executive Order 13045,
Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would 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 proposed 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 proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this proposed rule
under Commandant Instruction
M16475.1D, which guides the Coast
Guard in complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have made a preliminary determination
that this action is not likely to have a
significant effect on the human
environment. A preliminary
“Environmental Analysis Check List”
supporting this preliminary
determination is available in the docket
where indicated under ADDRESSES. We
seek any comments or information that
may lead to the discovery of a
significant environmental impact from
this proposed rule.

List of Subjects in 33 CFR Part 165

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

Words of Issuance and Proposed
Regulatory Text

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 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.

2. Add a new temporary safety zone
§165.T11-035.

§165.T11-035 Safety zone; IUSBA World
Finals; Colorado River, Lake Havasu City,
AZ.

(a) Location. The limits of the
proposed safety zone are as follows: The
London Bridge channel at 34°28.49 N,
114°21.33 W, then northwest to
34°28.52 N, 114°21.46 W, then
southwest to 34°28.44 N, 114°21.73 W,
then south to 34°28.30 N, 114°21.69 W,
and finally following the shoreline east
and north to 34°28.49 N, 114°21.33 W.

(b) Enforcement Period. This section
will be enforced from 6 a.m. to 6 p.m.
on October 4, 2008 through October 12,
2008. If the event concludes prior to the
scheduled termination time, the Captain
of the Port will cease enforcement of
this safety zone and will announce that
fact via Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
Designated representative means any
commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, state, and federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Patrol Commander (PATCOM). The
PATCOM may be contacted on VHF-FM
Channel 16.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other federal, state, or local agencies.

Dated: May 22, 2008.
C.V. Strangfeld,

Captain, U.S. Coast Guard, Captain of the
Port, Sector San Diego.

[FR Doc. E8—13123 Filed 6—10-08; 8:45 am]
BILLING CODE 4910-15-P
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DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2008-0245]
RIN 1625-AA00

Safety Zone; BWRC ‘300’ Enduro; Lake
Moolvalya, Parker, AZ

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes a
safety zone, on the navigable waters of
Lake Moolvalya region on the lower
Colorado River in support of the
Bluewater Resort and Casino ‘300’
Enduro. This safety zone is necessary to
provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.

DATES: Comments and related material
must reach the Coast Guard on or before
July 11, 2008.

ADDRESSES: You may submit comments
identified by Coast Guard docket
number USCG-2008-0245 to the Docket
Management Facility at the U.S.
Department of Transportation. To avoid
duplication, please use only one of the
following methods:

(1) Online: http://
www.regulations.gov.

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

(3) Hand delivery: Room W12-140 on
the Ground Floor of the West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The telephone
number is 202—-366-9329.

(4) Fax: 202—493-2251.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call Petty Officer Kristen Beer,
USCG, Waterways Management, U.S.
Coast Guard Sector San Diego at (619)
278-2733. If you have questions on
viewing or submitting material to the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202—-366-9826.

SUPPLEMENTARY INFORMATION:

Public Participation and Request for
Comments

We encourage you to participate in
this rulemaking by submitting
comments and related materials. All
comments received will be posted,
without change, to http://
www.regulations.gov and will include
any personal information you have
provided. We have an agreement with
the Department of Transportation (DOT)
to use the Docket Management Facility.
Please see DOT’s “Privacy Act”
paragraph below.

Submitting Comments

If you submit a comment, please
include the docket number for this
rulemaking (USCG-2008-0245),
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. We recommend that you
include your name and a mailing
address, an e-mail address, or a phone
number in the body of your document
so that we can contact you if we have
questions regarding your submission.
You may submit your comments and
material by electronic means, mail, fax,
or delivery to the Docket Management
Facility at the address under ADDRESSES;
but please submit your comments and
material by only one means. If you
submit them by mail or delivery, submit
them in an unbound format, no larger
than 872 by 11 inches, suitable for
copying and electronic filing. If you
submit them by mail and would like to
know that they reached the Facility,
please enclose a stamped, self-addressed
postcard or envelope. We will consider
all comments and material received
during the comment period. We may
change this proposed rule in view of
them.

Viewing Comments and Documents

To view comments, as well as
documents mentioned in this preamble
as being available in the docket, go to
http://www.regulations.gov at any time.
Enter the docket number for this
rulemaking (USCG-2008-0245) in the
Search box, and click “Go >>.” You may
also visit either the Docket Management
Facility in Room W12-140 on the
ground floor of the DOT West Building,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays; or the U.S.
Coast Guard Sector San Diego, 2710 N.
Harbor Drive, San Diego, CA 92101
between 8 a.m. and 3 p.m., Monday
through Friday, except Federal holidays.

Privacy Act

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

Public meeting

We do not now plan to hold a public
meeting. But you may submit a request
for one to the Docket Management
Facility at the address under ADDRESSES
explaining why one would be
beneficial. If we determine that one
would aid this rulemaking, we will hold
one at a time and place announced by
a later notice in the Federal Register.

Background and Purpose

RPM Racing Enterprises is sponsoring
the Bluewater Resort and Casino ‘300’
Enduro. The event is a closed boat
endurance race consisting of 30 to 50
powerboats ranging from 16 to 26 feet in
length. The sponsor will provide four
water rescue boats and eight patrol boats
for this event. This safety zone is
necessary to provide for the safety of the
participants, crew, spectators, sponsor
vessels, and other users of the
waterway.

Discussion of Proposed Rule

The Coast Guard proposes a safety
zone that would be enforced from 6 a.m.
on October 24, 2008 to 6 p.m. on
October 26, 2008. The limits of the
safety zone would be as follows: The
Headgate Dam at 34°11.20 N, 114°13.74
W following the river northeast to
34°10.10 N, 114°16.61 W.

This safety zone is necessary to
provide for the safety of the crews,
spectators, and participants of the event
and to protect other vessels and users of
the waterway. Persons and vessels will
be prohibited from entering into,
transiting through, or anchoring within
this safety zone unless authorized by the
Captain of the Port, or his designated
representative.

Regulatory Evaluation

This proposed 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.
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We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation is
unnecessary.

This determination is based on the
size and location of the safety zone.
Commercial vessels will not be
hindered by the safety zone.
Recreational vessels will not be allowed
to transit through the designated safety
zone during the specified times.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this proposed 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 proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

This proposed rule would affect the
following entities, some of which might
be small entities: The owners or
operators of vessels intending to transit
or anchor in the region of Lake
Moolvalya on the lower Colorado River
from 6 a.m. on October 24, 2008 to 6
p-m. on October 26, 2008.

This safety zone would not have a
significant economic impact on a
substantial number of small entities for
the following reasons. This rule would
be in effect for twelve hours for a period
of 3 days. Although the safety zone
would apply to the entire width of the
river, traffic would be allowed to pass
through the zone with the permission of
the Coast Guard patrol commander.
Before the effective period, we will
publish a local notice to mariners (LNM)
and will issue broadcast notice to
mariners (BNM) alerts via marine
channel 16 VFH before the safety zone
is enforced.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule would have a
significant economic impact on it,
please submit a comment (see
ADDRESSES) explaining why you think it
qualifies and how and to what degree
this rule would economically affect it.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
we want to assist small entities in

understanding this proposed rule so that
they can better evaluate its effects on
them and participate in the rulemaking.
If the rule would affect your small
business, organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please contact Petty Officer
Kristen Beer, USCG, Waterways
Management, U.S. Coast Guard Sector
San Diego at (619) 278-7233. 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 proposed rule would call 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 proposed 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 proposed rule would not
result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

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

Civil Justice Reform

This proposed 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 proposed rule
under Executive Order 13045,

Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and would not create an
environmental risk to health or risk to
safety that might disproportionately
affect children.

Indian Tribal Governments

This proposed rule does not have
tribal implications under Executive
Order 13175, Consultation and
Coordination with Indian Tribal
Governments, because it would 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 proposed 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 proposed rule does not use
technical standards. Therefore, we did
not consider the use of voluntary
consensus standards.

Environment

We have analyzed this proposed rule
under Commandant Instruction
M16475.1D which guides the Coast
Guard in complying with the National
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Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have made a preliminary determination
that this action is not likely to have a
significant effect on the human
environment. A preliminary
“Environmental Analysis Check List”
supporting this preliminary
determination is available in the docket
where indicated under ADDRESSES. We
seek any comments or information that
may lead to the discovery of a
significant environmental impact from
this proposed rule.

List of Subjects in 33 CFR Part 165

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

Words of Issuance and Proposed
Regulatory Text

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 122, 1231; 46 U.S.C.
Chapter 701; 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.

2. Add a new temporary safety zone
§165.T11-033.

§165.T11-033 Safety zone; BWRC ‘300’
Enduro; Lake Moolvalya, Parker, AZ.

(a) Location. The limits of the
proposed safety zone are as follows: The
Headgate Dam at 34°11.20 N, 114°13.74
W following the river northeast to
34°10.10 N, 114°16.61 W.

(b) Enforcement Period. This section
will be enforced from 6 a.m. to 6 p.m.
on October 24, 2008 through October 26,
2008. If the event concludes prior to the
scheduled termination time, the Captain
of the Port will cease enforcement of
this safety zone and will announce that
fact via Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
Designated representative means any
commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, state, and federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Patrol Commander (PATCOM). The
PATCOM may be contacted on VHF-FM
Channel 16.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other federal, state, or local agencies.

Dated: May 22, 2008.
C.V. Strangfeld,

Captain, U.S. Coast Guard, Captain of the
Port Sector San Diego.

[FR Doc. E8-13146 Filed 6-10-08; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 152, 156 and 165
[EPA-HQ-OPP-2005-0327; FRL—8358—1]
RIN A2070-AJ37

Pesticide Management and Disposal;
Standards for Pesticide Containers

and Containment: Proposed
Amendments

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

SUMMARY: EPA is proposing to amend
the container and containment
regulations to provide a 1-year
extension of the labeling compliance
date from August 17, 2009 to August 17,
2010; to change the phrase “sold or
distributed” to “released for shipment”
as associated with all of the compliance
dates; to provide for exceptions to the
language requirements for some specific
nonrefillable packages; to allow for
waivers of certain label requirements for
other refillable and nonrefillable
containers on a case-by-case basis; and
to correct typographical and other minor
errors. In addition, the Agency is
proposing to amend the definitions in
40 CFR part 152 to establish a definition
of “released for shipment.” These
changes are being proposed to address
concerns raised by stakeholders and as
a result of further Agency consideration.

DATES: Comments must be received on
or before July 11, 2008.

ADDRESSES: Submit your comments,
identified by docket identification (ID)

number EPA-HQ-OPP-2005-0327, by
one of the following methods:

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

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

Instructions: Direct your comments to
docket ID number EPA-HQ-OPP-2005-
0327. EPA’s policy is that all comments
received will be included in the docket
without change and may be made
available on-line at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through regulations.gov or e-
mail. The regulations.gov website is an
“anonymous access’’ system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through
regulations.gov, your e-mail address
will be automatically captured and
included as part of the comment that is
placed in the docket and made available
on the Internet. If you submit an
electronic comment, EPA recommends
that you include your name and other
contact information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: All documents in the docket
are listed in the docket index available
in regulations.gov. Although listed in
the index, some information is not
publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
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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 in the
electronic docket at http://
www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
hours of operation of this Docket
Facility are from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The Docket Facility telephone
number is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Nancy Fitz, Field and External Affairs
Division (FEAD) (7506P), Office of
Pesticide Programs (OPP),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305-7385; fax number: (703) 308-
2962; e-mail address:
fitz.nancy@epa.gov, or Kimberly Nesci,
FEAD (7506P), OPP, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001; telephone number: 703-308-8059;
fax number: (703) 308-2962; e-mail
address: nesci.kimberly@epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are a pesticide
formulator, agrichemical dealer, an
independent commercial applicator, or
a custom blender. Potentially affected
entities may include, but are not limited
to:

e Pesticide formulators (NAICS code
32532), e.g., establishments that
formulate and prepare insecticides,
fungicides, herbicides or other
pesticides from technical chemicals or
concentrates produced by pesticide
manufacturing establishments.

e Agrichemical dealers (NAICS code
44422), e.g., retail dealers that distribute
or sell pesticides to agricultural users.

e Independent commercial applicators
(NAICS code 115112), e.g., businesses
that apply pesticides for compensation
(by aerial and/or ground application)
and that are not affiliated with
agrichemical dealers.

e Custom blenders (NAICS code
44422), most custom blenders are also
dealers.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American

Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. To determine whether
you or your business may be affected by
this action, you should carefully
examine the applicability provisions in
Units IL.D., IIL,, V.B., VL.C,, VILB,,
VIIL.C., and IX.A. of the preamble to the
final pesticide container and
containment rule, 71 FR 47330 (August
16, 2006). If you have any questions
regarding the applicability of this action
to a particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.

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

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

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

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

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

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

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

v. If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

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

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

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

II. Background

A. What Action is the Agency Taking?

On August 16, 2006, EPA
promulgated a final rule titled
“Pesticide Management and Disposal;
Standards for Pesticide Containers and
Containment” (71 FR 47330) (Container
and Containment Rule; establishing 40
CFR part 165, and amending 40 CFR
part 156). The Container and
Containment Rule established
regulations for the safe storage and
disposal of pesticides, pursuant to the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), to reduce the
likelihood of unreasonable adverse
effects on human health and the
environment. The container and
containment regulations include
requirements for pesticide container
design; procedures, standards, and label
language to facilitate removal of
pesticides from containers prior to their
being used, recycled, or discarded; and
requirements for containment of
stationary pesticide containers and
procedures for container refilling
operations. The rule required that all
pesticide products distributed or sold by
a registrant as of August 17, 2009, bear
labels that comply with the rule’s label
language requirements (40 CFR
156.159).

EPA is proposing to amend the
container and containment regulations
to provide a 1-year extension of the
labeling compliance date (from August
17, 2009 to August 17, 2010); to change
the phrase “‘sold or distributed” to
“released for shipment” as associated
with all of the compliance dates; to
provide for exceptions to the language
requirements for some specific
nonrefillable packages; to allow for
waivers of certain label requirements for
other refillable and nonrefillable
containers on a case-by-case basis; and
to correct typographical and other minor
errors. In addition, the Agency is
proposing to establish a definition of
“released for shipment.” These changes
are being proposed in response to
subsequent requests from stakeholders
and based on further Agency
consideration.

B. Statutory Authority

These proposed regulations are issued
pursuant to the authority given the
Administrator of EPA in sections 2
through 34 of FIFRA, 7 U.S.C. 136—
136y. Sections 19(e) and (f) of FIFRA, 7
U.S.C. 136a(e) and (f), grant EPA broad
authority to establish standards and
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procedures to assure the safe use, reuse,
storage, and disposal of pesticide
containers. FIFRA section 19(e) requires
EPA to promulgate regulations for the
design of pesticide containers that will
promote the safe storage and disposal of
pesticides. FIFRA section 19(f) requires
EPA to promulgate regulations
prescribing procedures and standards
for the removal of pesticides from
containers prior to disposal.

FIFRA section 25(a), 7 U.S.C. 136w(a),
authorizes EPA to issue regulations to
carry out provisions of FIFRA.

IIL. Proposed Changes to 40 CFR Part
152—Pesticide Registration and
Classification Procedures

The Agency is proposing to amend
§152.3 to add a new definition for
“released for shipment.” As discussed
in subsequent units of this proposed
rule, the Agency is proposing to use this
term in § 156.159, §165.20, §165.40, and
§ 165.60. The Agency considered
putting definitions for this term in both
parts 156 and 165, but notes that
because the term has also been used in
§167.3 and in various guidance
documents, a generally applicable
definition may be appropriate. The
Agency is asking for comments on both
the proposed definition itself and on the
placement of the definition in the
regulations. The proposed definition is
as follows:

A product is released for shipment when
the producer has packaged and labeled it in
the manner in which it will be shipped, or
has stored it in an area where finished
products are ordinarily held for shipment.
An individual product is only released for
shipment once, except where subsequent
events constitute production (e.g., relabeling,
repackaging).

The proposed definition is consistent
with EPA’s previously published
definitions of “released for shipment”;
the most recent of these appears in PR
Notice 93-11, Supplement C (August 13,
1993), and in a 1984 proposed rule (49
FR 37916, September 26, 1984). The
first sentence is essentially that of the
1984 proposed rule, which focuses on
actions manifesting the producer’s
intent to introduce a product into
commerce. The second sentence would
make it clear that products already in
the channels of trade are all “released
for shipment,” and that relabeled or
reworked products must be released a
second time.

IV. Proposed Changes to 40 CFR Part
156—Labeling Requirements for
Pesticides and Devices

The Container and Containment Rule
added a new subpart H titled “Container
Labeling” to 40 CFR part 156 that

requires the following information or
statements on certain pesticide product
labels:

¢ A statement identifying the
container as nonrefillable or refillable.

¢ On nonrefillable containers,
statements providing basic instructions
for managing the container and a batch
code.

¢ Cleaning instructions for some
nonrefillable containers.

¢ Cleaning instructions for refillable
containers at the end of their useful
lives.

In addition, the Container and
Containment Rule modified several
existing requirements in 40 CFR 156.10,
including allowing for blank spaces on
the labels of some refillable containers
for the net contents and EPA
establishment number and adding a
reference to the container and
containment regulations in subpart H
and 40 CFR part 156.

In this proposed rule, the Agency is
proposing to amend the labeling
requirements in 40 CFR part 156 subpart
H.

A. Background

After promulgation of the Container
and Containment Rule, the Agency was
contacted by stakeholders with concerns
about the compliance date associated
with the labeling requirements; the
implications of the phrase “sold or
distributed”” for the handling of
packaged pesticide products that may be
returned unused to a registrant at the
end of a use season; and the scope of
pesticide products and containers for
which some of the labeling statements
are being required.

1. Compliance date. Some registrants
have asserted that they do not have
sufficient time to change all labels for
final packaging of pesticide products in
time to meet the August 17, 2009,
compliance date. These time constraints
are due to the following factors:

i. Almost all pesticide product
registrations are involved. Generally,
changes to product labels are done on a
product by product basis or only for
products containing one active
ingredient. In the case of changes
required by the pesticide container and
containment regulations, essentially all
product registrations are involved
(approaching 17,000 individual
products).

ii. Often registrants sell multiple
individual package sizes (often referred
to as “SKUs”) under one product
registration number. As a result of
multiple SKUs being associated with
individual registrations, the changes
will affect many more final printed
packages than individual registrations.

iii. The labels for certain types of
seasonal products and consumer
specialty products are unique and
expensive to print. For example, for
some pool chemicals, labeling is printed
directly on buckets that will contain the
pesticide product. Each label plate
needed to print the buckets is expensive
to produce, as is each individual printed
bucket.

iv. The production of many consumer
specialty products (pool chemicals,
lawn chemicals) is on an annual and
seasonal basis; therefore, for some
products, there is only one opportunity
each year to print new product labels.

v. Many registrants had delayed
submitting revised product labels that
include the new requirements until the
Agency provided further guidance to
explain the conditions under which
registrants might submit revised labels
under an expedited review process (that
is, a notification process). Although this
guidance has since published (Pesticide
Registration (PR) Notice 2007-4,
published on November 7, 2007); the 15
months that passed between the
publication of the August 16, 2006, final
rule and the publication of the PR
Notice may have contributed to delays
in amending labels.

2. Labeling of returned products.
Registrants have also expressed
concerns about how the new container
and containment labeling requirements
would apply to products that are
returned to the manufacturer. The
container and containment regulations
provide that products distributed or
sold by a registrant after August 17,
2009, must bear the new labeling
statements. According to registrants,
contracts with many consumer retail
establishments require that seasonal
consumer products remaining on the
shelves at the end of the use season be
returned to the manufacturer. As a
result, any products bearing old labels
and originally distributed in spring 2009
and that did not sell might be returned
to registrants in the fall of 2009 after the
August 17, 2009, compliance date.
Subsequent sale or distribution of the
returned products would not be in
compliance with the container and
containment regulations unless the
products were relabeled. Registrants
have indicated that relabeling of the
returned products would be especially
costly and difficult and that the
products may require repackaging that
could result in unintentional exposures
to the pesticide; therefore, registrants
would be more likely to dispose of
returned product bearing old labeling
rather than relabel or repackage the
product. While the Agency believes that
the label language required by the
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container and containment regulations
is important, the expected decrease in
risk from improving handling practices
for the relatively small number of
returned containers is likely not
significant enough to justify the cost of
expensive relabeling, repackaging or
disposal of product bearing old labels,
and the potential exposure from
repackaging or disposal of product.
Accordingly, EPA proposes to change
the phrase “distributed or sold” in

§ 156.159 to ‘‘released for shipment.”
EPA considers a product released for
shipment when the producer has
packaged and labeled it in the manner
in which it will be shipped, or has
stored it in an area where finished
products are ordinarily held for
shipment. An individual product is only
released for shipment once, except
where subsequent events constitute
production (e.g., relabeling,
repackaging). Therefore, any products
returned at the end of a use season
could be re-distributed or sold and
remain in compliance with the
container and containment regulations.

3. Scope of products and flexibility of
requirements. Some registrants are also
concerned about the scope of products
subject to the new container-type
statements (see 40 CFR 156.140). The
container and containment regulations
require that either the statement
“refillable container” or ‘“‘nonrefillable
container” be placed on the label or
container of all pesticide products
except plant-incorporated protectants.
Registrants are requesting that the
Agency exempt inherently or obviously
nonrefillable packaging types from this
requirement. These registrants believe
that it is unduly burdensome and not
appropriate to require the phrase
“Nonrefillable container. Do not reuse
or refill”” on obviously nonrefillable
packages. While the additional language
will provide extra precautions for
containers that physically could be
reused or refilled, registrants maintain
that these additional precautions are not
necessary for containers that are
inherently nonrefillable because
existing labeling generally includes a
phrase such as “Do not reuse this
container,” and the container and
containment regulations do not change
this phrase. Examples of some types of
containers that registrants consider
obviously nonrefillable are aerosol spray
cans, bait stations, and foil pouches for
water soluble packets.

In addition, the Agency has
recognized several additional types of
registered pesticides for which it makes
sense to reconsider the labeling
statements described above. For
example, some pesticides are not sold in

containers, such as impregnated
repellent clothing articles. In this case,
the labeling consists of a clothing tag,
and it would serve no purpose for the
tag to include the phrase ‘“nonrefillable
container.”

Finally, the Agency originally
intended for the waiver/modification
statement included in the residue
removal section of the container and
containment regulations (40 CFR
156.144(d)) to apply to all of the new
label language requirements. However,
as written, the regulations do not allow
for waivers from the ‘“‘nonrefillable
container” or “refillable container”
language.

EPA is proposing several amendments
to the container and containment
regulations to address these issues and
to correct typographical and other
errors, as follows:

¢ EPA proposes to change the
compliance date associated with the
container and containment labeling
requirements to August 17, 2010.

¢ EPA proposes to change the phrase
“distributed or sold” to “released for
shipment” as associated with the
labeling compliance date. In addition,
EPA proposes to make a similar change
to the language associated with the
compliance date for the container and
repackaging requirements as well.

e EPA proposes to exempt certain
container types from the container type
labeling statements required by the
container and containment regulations
(40 CFR 156.140) and to allow the
Agency to approve modifications to that
language on a case-by-case basis. The
specific container types that EPA
proposes to exempt are described in
detail in Unit III.C. of this proposed
rule.

e EPA proposes to correct
typographical and other minor errors in
the container and containment
regulations as described in detail in
Unit V of this proposed rule.

B. Addition of Definitions Section to
Subpart A

In this proposed rule, the Agency is
proposing to add a new definitions
section (§ 156.3) to part 156 and to
include an introductory paragraph in
the definitions section noting that the
terms used in part 156 have the same
meaning as in the Act and 40 CFR part
152. This paragraph simply refers
readers to the definitions in the Act and
in part 152. In addition, the Agency is
proposing to add to § 156.3 a definition
for the term “‘dilutable,” since this term
is used in part 156.

C. Changes to Subpart H—Container
Labeling

1. Identification of container types. In
this proposed rule, the Agency is
proposing to exempt certain
nonrefillable container types from the
“identification of container type”
requirements described in 40 CFR
156.140. The container types that EPA
proposes to exempt are listed in
proposed § 156.140(a)(5) and are as
follows:

¢ Aerosol cans.

e Nonrefillable caulking tubes and
other nonrefillable squeezable tube
containers for paste, gel, or other similar
formulas (e.g., crack and crevice
application devices, unit dose
application tubes).

e Foil packets for water soluble
packaging, repellent wipes, and other
single-use products.

e Tamper-resistant bait stations.

e Tamper-resistant cages for repellent
or trapping strips.

e Packaging for pet collars.

¢ One-time use semiochemical
dispersion devices.

¢ Any packaging that is destroyed by
the use of the product contained
therein.

e Any packaging that would be
destroyed if reuse of the container were
attempted (for example, bacteriostatic
water filter cartridges, blister card
packaging, etc.).

EPA proposes to exempt these
container types from the requirement to
include a statement identifying the
container as a nonrefillable container in
§ 156.140(a)(1) and the requirement to
include a reuse statement in
§156.140(a)(2). These sections of the
rule require pesticide labels to include
the phrase “Nonrefillable container. Do
not reuse or refill this container”” or one
of the other statements about reuse in
§ 156.140(a)(2). Currently, many labels
already include the statement “Do not
reuse this container.”

EPA considers the container types
listed above to be inherently
nonrefillable because, after use of the
pesticide, they do not appear to offer
any practical use as containers. For most
containers, the container type and reuse
statements provide additional
precautions and useful information;
however, these precautions and
additional information are not necessary
for containers that are either highly
unlikely or physically impossible to be
reused or refilled. In addition, the
majority of pesticide labels already
include a phrase such as “Do not reuse
this container” to prohibit any
attempted reuse.

Registrants also requested exemptions
for bags (flexible packaging) and
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syringes. EPA has not proposed an
exemption for flexible packaging and
syringes because the Agency believes it
is likely that persons might consider
these to be useful as containers or
applicators for pesticides or other
materials after initial use. The Agency
believes that the potential for adverse
effects resulting from refill and/or reuse
of these containers is greater than the
burdens associated with labeling these
containers as nonrefillable containers
and expressly prohibiting reuse or refill
of the containers.

EPA requests comments on the
proposed approach for exempting
certain pesticide container types from
the requirement to include a statement
identifying the container as a
nonrefillable container in
§ 156.140(a)(1) and the requirement to
include a reuse statement in
§156.140(a)(2). In particular, EPA
requests comments regarding criteria
that could be used to determine whether
particular containers should be exempt;
the types of containers that are included
in the exemption; and whether other
containers should also be exempted.
This may include any additional
information on flexible packaging and
syringes that might cause the Agency to
reconsider those types of containers for
exemption.

EPA is proposing to exempt these
container designs only from the
statement identifying the container as a
nonrefillable container in
§ 156.140(a)(1) and the requirement to
include a reuse statement in
§156.140(a)(2). These containers would
still be required to bear a recycling/
reconditioning statement per
§ 156.140(a)(3). EPA is not proposing to
automatically exempt these container
types from the requirement to have a
statement about recycling/
reconditioning because the Agency
wants to facilitate recycling wherever it
is feasible. In addition, EPA believes
that most labels already comply with
that requirement because they include a
statement about recycling. EPA requests
comments on this approach and
specifically about whether container
types that are exempt from
§156.140(a)(1) and § 156.140(a)(2)
should also be exempt from
§156.140(a)(3).

The Agency is also proposing to
amend § 156.140 to add a new
paragraph (c) that would allow EPA to
modify or waive the label statements
required by § 156.140. The Agency
originally intended for the waiver/
modification statement included in the
residue removal section (40 CFR
156.144(d)) to apply to all label
language. However, as written, the

regulations do not allow for exemptions
from the “nonrefillable container” or
“refillable container” language. The
Agency is proposing to allow
modifications or waivers of the required
language so that the Agency can
determine on a case-by-case basis
whether the requirements for the
nonrefillable container, reuse, recycling/
reconditioning and refillable container
label statements are appropriate.

There is a trade-off to exempting
container types in the regulations and
dealing with registrant-requested
changes on a case-by-case basis through
the waiver/modification process.
Dealing with registrant waiver/
modification changes on a case-by-case
basis is flexible and can account for
future container developments and non-
traditional container types for which the
required label statements may not be
appropriate. However, the waiver/
modification process is time- and labor-
intensive for both the Agency and
registrants. EPA requests comments on
whether the proposed approach to
specifically exempt certain container
types and to allow waivers/
modifications results in an appropriate
balance.

The last substantive change that the
Agency is proposing to make to
§156.140 is a change to add paragraph
(d), which would exempt pesticide-
impregnated objects that are registered
as pesticides and not packaged in a
container from all of the requirements in
§156.140. These include such products
as repellent-impregnated articles of
clothing and other repellent-
impregnated fabric articles. It would not
be appropriate to refer to the pesticide
container on the labels for these types
of products if no container exists. This
is an unusual situation; however, the
Agency has decided to propose to
include this exemption as a general
statement to eliminate the need for the
individual submission and review of
exemption requests for these types of
products in the future.

In addition, EPA is proposing minor
revisions to the introductory paragraphs
in §156.140(a) and §156.140(b) to
reference the exemptions in proposed
§156.140(a)(5) and § 156.140(d) and the
proposed waiver/modification provision
in § 156.140(c).

2. Changes to residue removal
instructions. The Agency is proposing to
add § 156.144(e) to exempt compressed
gas cylinders from the requirement to
provide residue removal instructions.
The Agency is proposing this exemption
because it may not be safe or
appropriate for end users to attempt to
clean compressed gas cylinders.
Generally, gas cylinders bear label

language specific to the use of a
compressed cylinder (see PR Notice 84-
5), and EPA had not intended the
Container and Containment Rule to
supersede any existing precautionary
language for gas cylinders. In the 2006
final rule, EPA exempted containers that
hold pesticides that are gaseous at
atmospheric temperature and pressure
from the refillable container and
repackaging requirements in 40 CFR
part 165. The proposed exemption in
this proposed rule would make the label
language requirements of § 156.144
consistent with 40 CFR part 165.

In addition, the Agency is proposing
to add § 156.144(f) to exempt from the
requirements of § 156.144 pesticide-
impregnated objects that are registered
as pesticides and not packaged in a
container. These include such products
as repellent-impregnated articles of
clothing and other repellent-
impregnated fabric articles, such as
tents or mosquito netting. In the absence
of a container, there is no need for
residue removal instructions. The
Agency proposes to include this
exemption to eliminate the need for the
individual submission and review of
exemption requests for these products
in the future.

In § 156.144(g), the Agency is
proposing that pesticide product labels
do not have to bear residue removal
instructions applicable to transport
vehicles. Transport vehicles such as rail
cars and other cargo-carrying vehicles
are classified as containers in the
container and containment regulations,
but are exempt from the refillable
container and repackaging regulations
in 40 CFR part 165. The Agency is
proposing that pesticide product labels
do not have to bear residue removal
instructions applicable to transport
vehicles because the residue removal
label language in the container and
containment regulations is not tailored
to the unique nature of transport vehicle
containers. This change will make the
residue removal label language
requirements consistent with the
refillable container and repackaging
requirements, with regard to transport
vehicles.

Finally, EPA is proposing a minor
revision to change § 156.144(a) to
reference the proposed exemptions in
§ 156.144(e), (f), and (g).

3. Changes to compliance date. The
Agency is proposing to extend the
compliance date associated with the
labeling requirements of part 156,
subpart H, (§ 156.159) from August 17,
2009, to August 17, 2010. This change
will allow additional time for registrants
to change all labels for final packaging
for all registered products and SKUs and
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remain in compliance with the
container and containment regulations.
The Agency is maintaining August 17 as
the compliance date for consistency
with the other compliance dates in the
container and containment regulations.
EPA believes that maintaining August
16 or 17 of varying years as a
compliance date for all the different
requirements in the container and
containment regulations will facilitate
compliance by the regulated
community. EPA requests comments on
the proposed compliance date for the
part 156, subpart H, label requirements
and specifically whether there is any
advantage to extending the date a few
additional months based on the typical
schedule and activities involved with
the production, distribution and sale of
pesticides.

In addition, the Agency is proposing
to change the phrase “distributed or
sold” to “released for shipment,” as
associated with the compliance date.
This change will allow pesticide
products that were initially distributed
or sold to retailers before the
compliance date, but which may be
returned unused to the producer at the
end of a use season, to be distributed or
sold the following season without
relabeling. EPA believes the number of
containers which would be affected by
this change is relatively small, and as a
result, EPA expects relabeling would
involve both high per-unit costs and low
benefits. This change is consistent with
language used by the Agency for other
situations where it seeks label changes.
In addition, this change is consistent
with the decision in the Container and
Containment Rule to not finalize a 5—
year channels of trade provision. The
Agency decided not to include a 5-year
channels of trade provision to minimize
the disruption and burden of
implementing this rule and because the
Agency does not believe that current
products and containers pose enough
hazard to justify the costs of recalling
them from retailers or distributors (71
FR 473586).

V. Proposed Changes to 40 CFR Part
165—Pesticide Management and
Disposal
A. Changes to Definitions in Subpart A
The Agency is proposing some
changes to the definitions in § 165.3. In
particular, the Agency is proposing to
include an introductory paragraph to
state that the terms used in this part
have the same meaning as the terms
used in the Act and in 40 CFR part 152.
In addition, the Agency is proposing to
revise two definitions, add three new
definitions, and delete three definitions.

The Agency is proposing to change
the definition of “agricultural pesticide”
to ““...any product labeled for use in or
on a farm, forest, nursery, or
greenhouse.” This change is being
proposed in order to be consistent with
the definition of “agricultural
establishment”” in the Worker Protection
Standard (WPS) at 40 CFR 170.3. EPA
believes that using this definition will
facilitate compliance with and
understanding of the pesticide container
and containment regulations because
the definition of agricultural
establishment in the WPS has a long
history and is well-understood.
Introducing a new definition of
“agricultural pesticide” that does not
conform exactly to the definition of
“agricultural establishment’” could
cause unnecessary confusion. The
Agency does not believe that changing
the definition of “agricultural pesticide”
substantially changes the scope of the
pesticide container and containment
regulations, but requests comment on
the potential impacts of revising the
definition of agricultural pesticide.

The Agency is proposing to delete the
definition of “flowable concentrate” and
to add a new definition for the term
“suspension concentrate,” as follows:
““...a stable suspension of active
ingredients in a liquid intended for
dilution with water before use.” EPA is
making these changes based on input
from the registrants that “suspension
concentrate” is the term currently used
in formulation chemistry to describe the
pesticide formulations that EPA
originally described with the term
“flowable concentrate.”” The Agency is
also changing references to “flowable
concentrate” to “suspension
concentrate” in § 165.25(f)(2) and
§165.27(b)(5).

The Agency is proposing to revise the
definition of “pesticide compatible” as
applied to containment to delete
“secondary” from the two references to
“secondary containment” and to change
the word ‘“materials” to “substances,”
as applied to the substances being
contained. “Secondary” is misleading in
this definition because the compatibility
requirement applies to both secondary
containment units and containment
pads. The change from “materials” to
“substances” is simply editorial since
“materials” is also used in the phrase
“containment construction materials.”

The Agency is proposing to add a
definition for the term “capacity’” since
this term is used in part 165 to make
clear that the container capacities
specified refer to the rated capacity of
the container (also known as the
nominal or design capacity). In order to
allow space for thermal expansion,

containers typically hold a volume
somewhat greater than the rated
capacity. The rated capacity of a
container is generally readily apparent,
and actual capacity generally is not.
This makes rated capacity a more useful
tool for distinguishing containers for
purposes of the regulations. While EPA
did specify rated capacity in
§165.65(d)(4) and § 165.70(e)(4), it did
not do so consistently throughout part
165. The proposed revision would
confirm that all references to container
capacity mean rated capacity.

The Agency is proposing to add to
§165.3 a definition for the term
“dilutable” since this term is used in
part 165. This term is defined in
§165.25(f)(1), so the same definition
should also appear in § 165.3.

The Agency is proposing to remove
the definitions of “pressure rinse” and
“triple rinse” because these terms are
not used in part 165.

B. Changes to Subpart B—Nonrefillable
Container Standards: Container Design
And Residue Removal

1. General provisions. The Agency is
proposing to change the compliance
date language in § 165.20(c) to be
consistent with the proposed
compliance date language in revised
§ 156.159 by using the phrase “released
for shipment” instead of “distributed or
sold.” This change will allow product
that was initially distributed or sold to
retailers before the compliance date, but
which may be returned unused to the
producer at the end of a use season, to
be sold or distributed the following
season without changing the container.
EPA believes the number of containers
that would be affected by this change is
relatively small and, as a result, EPA
expects changing the container would
involve both high per-unit costs and low
benefits. This change is consistent with
language used by the Agency for
situations where it seeks label changes.

In addition, the Agency is proposing
an editorial change to § 165.20(c) to
change “...that complies with these
regulations” to “...that complies with
the regulations of this subpart” to be
more precise.

2. Changes to scope of pesticide
products. The Agency is proposing to
make an editorial change to the heading
in §165.23(d) to remove quotes from the
term antimicrobial.

3. Changes to nonrefillable container
standards. The Agency is proposing to
change § 165.25(a) and § 165.25(b) to
clarify that the requirement to comply
with the adopted Department of
Transportation (DOT) standards
referenced therein only applies to
portable containers, which was the
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Agency’s intent in the August 16, 2006
rule.

The Agency is also proposing to
clarify that the DOT regulations which
are adopted in § 165.25 apply to the
pesticide product as it is packaged for
transportation in commerce. This
change is being proposed to be
consistent with the DOT regulations in
terms of the form of the packaging that
is subject to the adopted DOT
regulations. The other nonrefillable
container requirements in § 165.25,
including the requirements for closures,
dispensing capability and residue
removal, apply to the container used to
enclose a pesticide, i.e., the receptacle
that comes into direct contact with the
pesticide. However, the DOT hazardous
materials regulations apply to a package
as it is prepared for transportation in
commerce. For example, 2.5-gallon jugs
are often shipped for transportation in
commerce as pairs of jugs in a cardboard
box. When the jugs contain DOT
hazardous materials, it is the boxed
package that would have to comply with
the DOT regulations. EPA proposes to
amend § 165.25 to clarify that it is the
product as packaged for transportation
in commerce that must comply with
those DOT regulations that are adopted
in § 165.25 for pesticides that are not
hazardous materials. On the other hand,
the other § 165.25 requirements — for
closures, dispensing capability and
residue removal — would apply to the
immediate pesticide container (e.g., the
2.5-gallon jug itself). EPA requests
comments on whether the proposed
change accomplishes the goal of
clarifying that the adopted DOT
requirements in § 165.25(a) are intended
to apply to the container or packaging
as it is transported in commerce. The
Agency also requests suggestions for
alternative revisions to § 165.25(a) that
would provide that clarification.

In addition, the Agency is proposing
to change §§ 165.25(a), (b)(1) and (b)(2)
to add an additional citation to the list
of DOT regulations with which non-
refillable containers must comply. The
Agency is proposing this change to
include the requirements of 49 CFR part
107, subpart B that are applicable to
special permits because this subpart
regulates exemptions from DOT
requirements. The original intent of
§165.25 was that a pesticide packaged
in compliance with DOT’s requirements
would meet the requirements of
§165.25(a) and (b). This proposed
change is consistent with the original
intent and simply clarifies that if a
pesticide is in compliance with DOT
requirements via an exemption, it is also
acceptable under the container and
containment regulations.

The Agency is also proposing to add
three additional citations to the list of
DOT regulations in § 165.25(a) with
which a nonrefillable container must
comply. Specifically, EPA is proposing
to add 49 CFR 173.4, 173.5, and 173.6
to incorporate several additional DOT
exceptions so they would apply to
pesticides that are not hazardous
materials. These proposed exceptions
are for small retailers, customers,
research and sales personnel (49 CFR
173.6), small quantities (49 CFR 173.4),
and transportation of agricultural
products over local roads between fields
of the same farm (49 CFR 173.5). The
proposal to add these exceptions to the
pesticide container regulations is
intended to identify several situations
where the DOT requirements adopted
by § 165.25 would not apply. Similar to
the adopted DOT provision in 49 CFR
173.155, which provides exceptions for
Class 9 (miscellaneous hazardous
materials) chemicals, adopting these
provisions would clarify that certain
containers and packages would not have
to comply with all of the DOT
hazardous materials requirements.
Instead, the containers and packages
would only have to comply with
conditions specified in those regulatory
exceptions.

The Agency is proposing these same
changes to the corresponding DOT-
related requirements for refillable
containers in § 165.45.

Also in § 165.25, the Agency is
proposing to change paragraph (f)(2) to
substitute the term “suspension
concentrate” for “flowable concentrate.”
EPA is making this change based on
input from the registrants that
‘““suspension concentrate” is the term
currently used in formulation chemistry
to describe the pesticide formulations
that EPA originally described with the
term “flowable concentrate.”

4. Changes to reporting and
recordkeeping. The Agency is proposing
an editorial change to the introductory
paragraph in § 165.27(b) to properly cite
§165.25 — §165.27.

The Agency is proposing to add new
§§165.27(b)(4)(iii) and (b)(5)(iii) which
would provide that evidence of an EPA-
approved waiver request shall be
sufficient to demonstrate compliance
with the container dispensing capability
and container residue removal
standards.

Also in § 165.27, the Agency is
proposing to change paragraph (b)(5) to
substitute the term “‘suspension
concentrate” for “flowable concentrate.”
EPA is making this change based on
input from the registrants that
‘““suspension concentrate” is the term
currently used in formulation chemistry

to describe the pesticide formulations
that EPA originally described with the
term “flowable concentrate.”

C. Changes to Subpart C—Refillable
Container Standards: Container Design

1. General provisions. The Agency is
proposing to add a new § 165.40(b)(3) to
alert refillers to the existence of a
refiller-specific exemption from some of
the DOT-related requirements in
§165.45(a).

The Agency is proposing a change to
the compliance date language in
§165.40(c) to be consistent with the
proposed compliance date language in
§ 156.159 by using the phrase “released
for shipment” instead of “distributed or
sold.” See the discussion in Unit V.B.1.
of this proposal for the rationale behind
this change.

In addition, the Agency is proposing
an editorial change to § 165.40(c) to
change “...that complies with these
regulations” to ““...that complies with
the regulations of this subpart” to be
more precise.

2. Changes to scope of pesticide
products. The Agency is proposing five
editorial changes to § 165.43 to remove
quotes from the term antimicrobial in
the headings of paragraphs (c), (d), and
(e), to remove an extraneous “‘by” in
paragraph (f), and to add a space in
paragraph (g).

3. Changes to refillable container
standards. The Agency is proposing to
change § 165.45 to clarify that DOT
standards only apply to portable
containers, to clarify that the DOT
regulations which are adopted in
§165.45 apply to a pesticide product as
it is packaged for transportation in
commerce, to add a citation to 49 CFR
part 107, subpart B for completeness
and to add citations to the DOT
exceptions in 49 CFR 173.4, 173.5, and
173.6. These proposed changes are
discussed in more detail in Unit V.B.3.
about the proposed revisions to the
nonrefillable container requirements in
§165.25.

D. Changes to Subpart D—Standards
For Repackaging Pesticide Products Into
Refillable Containers

1. General provisions. The Agency is
proposing a change to the compliance
date language in § 165.60(c) to be
consistent with the proposed
compliance date language in § 156.159
by using the phrase “released for
shipment” instead of ‘““distributed or
sold.” See the discussion in Unit V.B.1.
of this proposal for the rationale behind
this change.

In addition, the Agency is proposing
an editorial change to § 165.60(c) to
change “...that complies with these
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regulations” to ““...that complies with
the regulations of this subpart” to be
more precise.

2. Scope of pesticide products
included. The Agency is proposing an
editorial correction in § 165.63 to
correctly cite the appropriate
regulations in the table under paragraph
(d)(1). The citations in the two rows
about container inspection need to be
corrected.

3. Registrants who distribute or sell
pesticide products in refillable
containers. The Agency is proposing to
revise § 165.65(1)(2)(iii) to allow an
identifying code other than a serial
number as an acceptable mechanism to
identify refillable containers in the
registrant’s records. This change is
needed to be consistent with the
requirement in § 165.45(d), which
requires refillable containers to be
marked with a serial number or other
identifying code that will distinguish
between the individual container and
all other containers.

4. Registrants who distribute or sell
pesticide products to refillers for
repackaging. The Agency is proposing
to revise § 165.67(b)(2)(ii) for clarity.
This paragraph covers the situation
where a pesticide product is repackaged
by a refilling establishment at an end
user’s site.

The Agency is proposing to change
§ 165.60(d) to clarify that the written
contract that registrants must provide to
refillers is the contract referenced in
§165.67(b)(3).

5. Refillers who are not registrants.
The Agency is proposing to revise
§ 165.70(b)(2)(ii) for clarity, similar to
the corresponding provision in § 165.67
for registrants.

The Agency is proposing to change
§165.70(e)(5)(i) to clarify that the
written contract that refillers must
obtain is the contract referenced in
§ 165.70(b)(3). EPA is also proposing to
revise § 165.70(j)(2)(iii) to allow another
identifying code other than a serial
number as an acceptable mechanism to
track refillable containers, similar to the
corresponding requirement in § 165.65
for registrants that sell or distribute
pesticides directly in refillable
containers.

E. Change to Subpart E—Standards For
Pesticide Containment Structures

1. General provisions. The Agency is
proposing an editorial correction to
§ 165.80(b)(1) to change “that” to
“than.”

2. Design and capacity requirements
for new structures. The Agency is
proposing editorial changes to
§ 165.85(a)(3) to remove ‘“‘secondary” in
this paragraph because the Agency did

not intend to limit the compatibility
requirement to secondary containment
structures and to change the word
“materials” to “‘substances” where it
refers to substances being contained.

The Agency is proposing an editorial
change to § 165.85(d) to clarify that the
word “new” in this paragraph applies to
a new secondary containment unit and
not the pesticide containers themselves.

The Agency is proposing two changes
to state that dry pesticide container
storage areas must have a floor,
consistent with the original intentions.
EPA is proposing to move the existing
requirement that stationary dry
pesticide container storage areas have
curbs from § 165.85(f)(3) to § 165.85(f)(4)
and to insert a new paragraph (f)(3) that
would require such areas to have floors
as well. The requirement that these
areas have floors is implied in the
container and containment regulations
because it does not make sense to have
a curb made out of concrete, steel, or
other rigid material without also having
a floor. The proposed change would
make this requirement explicit. In
addition, the Agency is proposing
editorial changes to rephrase the new
§165.85(f)(4) for clarity.

3. Design and capacity requirements
for existing structures. The Agency is
proposing editorial changes to
§165.87(a)(3) to remove “secondary” in
this paragraph and to change
“materials” to ‘“‘substances,” similar to
the proposed change in the
corresponding regulations for new
containment structures in § 165.85.

The Agency is proposing an editorial
change to § 165.87(d) to clarify that the
word “‘existing” in paragraph (d) applies
to an existing secondary containment
unit and not the pesticide containers
themselves.

The Agency is proposing to change
§ 165.87 to state that dry pesticide
container storage areas must have a
floor, and to make editorial changes for
clarity, similar to the corresponding
changes to § 165.85(f) for new
structures.

4. Operational, inspection and
maintenance requirements for all new
and existing containment structures.
The Agency is proposing changes to the
timing requirements for cleanup of
spills in § 165.90(a)(2) and for repair of
containment structures in § 165.90(b)(2).
The Agency is proposing to change
language that currently requires cleanup
or repair by the end of the day to allow
additional time to complete cleanup or
repair in a situation in which attempting
cleanup or repair may result in hazards
that may be avoided if cleanup or repair
were reasonably delayed. In most cases,
and for routine spills and leaks, the

requirement for cleanup by the end of
the day would still apply. The Agency
is requesting comment on this approach
and the proposed language.

The Agency is proposing to change
§ 165.90(b)(3), which prohibits facilities
from storing pesticide on a structure
that needs to be repaired. EPA proposes
to revise this paragraph to not allow any
additional pesticide to be stored on a
containment structure in need of repair.
This change was made for practical
reasons, i.e., to allow product already
stored on that containment structure to
remain so as not to require movement of
pesticide containers. There is
potentially greater risk from transferring
pesticide products outside of a
containment structure (and then back
after repairs have been made) than to
repair a structure while pesticide
products remain on the containment
structure. Also, the Agency is proposing
to delete the second sentence from
§165.90(b)(3) because it would not be
necessary after making this change.

The Agency is also proposing to
revise § 165.90(b)(1) to clarify that the
containment structures themselves must
be inspected monthly, in addition to the
containers and appurtenances. This is
implied in the existing recordkeeping
requirements (see § 165.95(a)), but EPA
is proposing to modify this paragraph to
make the requirement explicit.

5. States with existing containment
programs. The Agency is proposing an
editorial change to § 165.97(b)(1) to
correct the term “States” to read
“State’s.”

VI. Economic Impacts

EPA prepared two Economic Analyses
(EAs) of the potential costs and benefits
associated with the August 16, 2006,
Container and Containment Rule, one
for the container requirements and
another for the containment
requirements. The EAs, entitled
“Economic Analysis of the Pesticide
Container Design and Residue Removal
Standards” and ‘“Economic Analysis of
the Bulk Pesticide Containment
Structure Regulations,” are available in
the docket for the pesticide Container
and Containment Rule under docket
identification number EPA-HQ-OPP-
2005-0327. The Agency has prepared an
addendum to these EAs to address the
potential changes in the estimated
impacts resulting from this proposed
rule. The addendum to the EA, entitled
“Addendum to the June 1, 2006,
Economic Analysis of the Bulk Pesticide
Container Design and Residue Removal
Standards” is briefly summarized here,
and is available in the docket for this
rulemaking.
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EPA estimated the total annual cost of
the August 16, 2006, Container and
Containment Rule to be $11.3 million
($8.37 million for containers plus $2.93
million for containment) and the total
annual benefits from the final rule to be
$17 to $23.4 million. When the
estimated cost of the August 16, 2006,
rule is adjusted to consider the
amendments being proposed, there is an
annual cost reduction of approximately
$0.23 to $0.32 million due to a
reduction in the number of labels that
would need to be revised. There is no
difference in the total annual benefits
from the August 16, 2006, rule.

VII. FIFRA Mandated Reviews

In accordance with FIFRA sec. 25(a),
the Agency submitted a draft of this
proposed rule to the Committee on
Agriculture in the House of
Representatives, the Committee on
Agriculture, Nutrition, and Forestry in
the United States Senate, and the FIFRA
Scientific Advisory Panel (SAP). The
Secretary of Agriculture waived review
of this proposed rule.

VIII. Statutory and Executive Order
Reviews

A. Executive Order 12866

Under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993),
the Office of Management and Budget
(OMB) has determined that this
proposed rule is not a “significant
regulatory action” because these
requirements will not raise novel legal
or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the Executive
Order. As such, this proposed rule is not
subject to review under Executive Order
12866.

B. Paperwork Reduction Act (PRA)

This action does not impose any new
information collection burden or
activities requiring approval under the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq. The information collection
activities contained in the existing
regulations are already approved under
OMB control number 2070-0133, and
are also identified under EPA ICR No.
1632. An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9.

C. Regulatory Flexibility Act

Pursuant to section 605(b) of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), the Agency hereby

certifies that this proposed rule does not
have a significant adverse economic
impact on a substantial number of small
entities. This proposed rule is expected
to result in a slight 2% to 3% decrease
in the estimated total costs of the
Container and Containment Rule. As
such, there are not expected to be any
adverse economic impacts of affected
entities, regardless of their size. The
factual basis for the Agency’s
determination is presented in the
addendum to the EA, entitled
“Addendum to the June 1, 2006,
Economic Analysis of the Bulk Pesticide
Container Design and Residue Removal
Standards,” prepared for this proposed
rule, which is summarized in Unit VI,
and a copy of which is available in the
docket for this rulemaking. The
following is a brief summary of the
factual basis for this certification.

Under the RFA, small entities include
small businesses, small organizations,
and small governmental jurisdictions.
For purposes of assessing the impacts of
this proposed rule on small entities,
small entity is defined in accordance
with the RFA as: (1) A small business
as defined by the Small Business
Administration’s (SBA) regulations at 13
CFR 121.201; (2) a small governmental
jurisdiction that is a government of a
city, county, town, school district, or
special district with a population of less
than 50,000; and (3) a small
organization that is any not-for-profit
enterprise which is independently
owned and operated and is not
dominant in its field.

Based on the industry profiles that
EPA prepared as part of the EAs for the
2006 rulemaking, EPA determined that
the 2006 rulemaking was not expected
to impact any small not-for-profit
organizations or small governmental
jurisdictions. Since this is a proposed
amendment to that rulemaking, EPA has
determined that this determination also
applies to this proposed rule. As such,
“small entity”for purposes of the
addendum EA prepared for this
proposed rule, is synonymous with
“small business.” Using the size
standards established by the Small
Business Administration, ‘‘small
businesses” potentially impacted by this
proposed rule are expected to include
the same types of businesses described
in the EAs prepared for the 2006
rulemaking. As indicated in those EAs,
the small business size standard varies
based on the primary NAICS code
associated with the business.
Specifically, the small businesses size
standards varies from 100 or fewer
workers (e.g., NAICS 422910, Farm
Suppliers Wholesalers) to 1,000 or fewer
workers (e.g., NAICS 325188, Inorganic

Chemical Manufacturing), with the
majority of small businesses having 500
or fewer workers (e.g., 325320,
Pesticide/Agricultural Chemical
Manufacturing).

In general, EPA strives to minimize
potential adverse impacts on small
entities when developing regulations to
achieve the environmental and human
health protection goals of the statute
and the Agency. EPA solicits comments
specifically about potential small
business impacts.

D. Unfunded Mandates Reform Act

Pursuant to Title I of the Unfunded
Mandates Reform Act of 1995 (Public
Law 104-4), EPA has determined that
this action does not contain a Federal
mandate that may result in expenditures
of $100 million or more for State, local,
and tribal governments, in the aggregate,
or for the private sector in any one year.
Since State, local, and tribal
governments are rarely pesticide
applicants or registrants, this rule is not
expected to affect small governments
and contains no regulatory requirements
that might significantly or uniquely
affect small governments. Accordingly,
this action is not subject to the
requirements of sections 202 and 205 of
UMRA.

E. Executive Order 13132

Pursuant to Executive Order 13132,
entitled Federalism (64 FR 43255,
August 10, 1999), EPA has determined
that this proposed rule does not have
“federalism implications,” because it
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government, as
specified in the Order. Thus, Executive
Order 13132 does not apply to this
proposed rule.

F. Executive Order 13175

As required by Executive Order
13175, entitled Consultation and
Coordination with Indian Tribal
Governments (65 FR 22951, November
6, 2000), EPA has determined that this
action does not have tribal implications
because it will not have substantial
direct effects on tribal governments, on
the relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes, as
specified in the Order. EPA is not aware
of any tribal governments which are
pesticide registrants, refillers or dealers
storing large quantities of pesticides.
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Thus, Executive Order 13175 does not
apply to this action.

G. Executive Order 13045

Executive Order 13045, entitled
Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997),
does not apply to this action because it
is not designated as an “‘economically
significant” regulatory action as defined
by Executive Order 12866 (see Unit
VIII.A.), nor does it establish an
environmental standard that is intended
to have a negative or disproportionate
effect on children. EPA interprets
Executive Order 13045 as applying only
to those regulatory actions that concern
health or safety risks, such that the
analysis required under section 5-501 of
the Executive Order has the potential to
influence the regulation. This action
does not establish an
environmentalstandard intended to
mitigate health or safety risks.

H. Executive Order 13211

This proposed rule is not subject to
Executive Order 13211, entitled Actions
Concerning Regulations that
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) because it is not designated as
an “‘economically significant”
regulatory action as defined by
Executive Order 12866 (see Unit VILA.),
nor is it likely to have a significant
adverse effect on the supply,
distribution, or use of energy.

I. National Technology Transfer
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), 15 U.S.C. 272
note) directs EPA to use voluntary
consensus standards in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures,
business practices, etc.) that are
developed or adopted by voluntary
consensus standards bodies. NTTAA
directs EPA to provide Congress,
through OMB, explanations when the
Agency decides not to use available and
applicable voluntary consensus
standards. This action does not impose
any technical standards that would
require Agency consideration of
voluntary consensus standards.

J. Executive Order 12898

This action does not have an adverse
impact on the environmental and health
conditions in low-income and minority

communities. Therefore, under
Executive Order 12898, entitled Federal
Actions to Address Environmental
Justice in Minority Populations and
Low-Income Populations (59 FR 7629,
February 16, 1994), the Agency does not
need to consider environmental justice-
related issues.

List of Subjects in 40 CFR Part 152

Environmental protection, Labeling,
Pesticides and pests.

List of Subjects in 40 CFR Part 156

Environmental protection, Labeling,
Pesticides and pests.

List of Subjects in 40 CFR Part 165

Environmental protection, Packaging
and containers, Containment structures,
Pesticides and pests.

Dated: May 30, 2008.
Stephen L. Johnson,
Administrator.

Therefore, it is proposed that 40 CFR
chapter I be amended as follows:

PART 152-[AMENDED]

1. The authority citation for part 152
would continue to read as follows:

Authority: 7 U.S.C. 136-136y; Subpart U is
also issued under 31 U.S.C. 9701.

2. Amend §152.3 to add
alphabetically a definition for “Released
for Shipment” to read as follows:

§152.3 Definitions.

* * * * *

Released for shipment. A product is
released for shipment when the
producer has packaged and labeled it in
the manner in which it will be shipped,
or has stored it in an area where
finished products are ordinarily held for
shipment. An individual product is only
released for shipment once, except
where subsequent events constitute
production (e.g., relabeling,
repackaging).

* * * *

PART 156-[AMENDED]

3. The authority citation for part 156
would continue to read as follows:

Authority: 7 U.S.C. 136 through 136y.
4. Add a new §156.3 to read as
follows:

§156.3 Definitions.

Terms used in this part have the same
meaning as in the Act and part 152 of
this chapter. In addition, as used in this
part, the following terms shall apply.

Dilutable means that the pesticide
product’s labeling allows or requires the
pesticide product to be mixed with a

liquid diluent prior to application or
use.

5. Amend § 156.140 by revising the
introductory text of paragraph (a), by
revising the introductory text of
paragraph (b), and by adding paragraphs
(a)(5), (c) and (d) to read as follows:

§156.140 Identification of container types.

* * * * *

(a) Nonrefillable container. For
nonrefillable containers, the statements
in paragraphs (a)(1) through (a)(4) of this
section are required except as provided
in paragraphs (a)(5), (c), and (d) of this
section. If placed on the label, the
statements in paragraphs (a)(1) through
(a)(3) of this section must be under an
appropriate heading under the heading
“Storage and Disposal.” If any of the
statements in paragraphs (a)(1) through
(a)(3) of this section are placed on the
container, an appropriate referral
statement such as “See container for
recycling [or other descriptive word]
information.” must be placed on the
label under the heading “‘Storage and
Disposal.”

* * * * *

(5) Exemptions. Pesticide products
packaged in the following nonrefillable
containers are exempt from the
requirements in paragraphs (a)(1) and
(a)(2) in this section:

(i) Aerosol cans.

(ii) Nonrefillable caulking tubes and
other nonrefillable squeezable tube
containers for paste, gel, or other similar
formulas.

(iii) Foil packets for water soluble
packaging, repellent wipes, and other
single use products.

(iv) Tamper-resistant bait stations.

(v) Tamper-resistant cages for
repellent or trapping strips.

(vi) Packaging for pet collars.

(vii) One-time use semiochemical
dispersion devices.

(viii) Any packaging that is destroyed
by the use of the product contained.

(ix) Any packaging that would be
destroyed if reuse of the container were
attempted.

(b) Refillable container. For refillable
containers, one of the following
statements is required except as
provided in paragraphs (c) and (d) of
this section. If placed on the label, it
must be under the heading ““Storage and
Disposal.” If the statement is placed on
the container, an appropriate referral
statement, such as ‘“‘Refilling limitations
are on the container.” must be placed
under the heading “Storage and
Disposal.”

(c) Modification. EPA may, on its own
initiative or based on data or
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information submitted by any person,
modify or waive the requirements of
this section or permit or require
alternative labeling statements.

(d) Exemption for pesticide-
impregnated objects that are registered
as pesticides. Pesticide-impregnated
objects that are registered as pesticides
and not packaged in a container are
exempt from the identification of
container type requirements in this
section. These could include such
products as repellent-impregnated
articles of clothing and other repellent-
impregnated fabric articles, such as
tents or mosquito netting, that are not
sold in containers.

6. Amend § 156.144 by revising
paragraph (a), and by adding paragraphs
(e), (f), and (g) to read as follows:

§156.144 Residue removal instructions —
general.

(a) General. Except as provided by
paragraphs (c) through (g) of this
section, the label of each pesticide
product must include the applicable
instructions for removing pesticide
residues from the container prior to
container disposal that are specified in
§156.146 and § 156.156. The residue
removal instructions are required for
both nonrefillable and refillable

containers.
* * * * *

(e) Exemption for compressed gas
cylinders. Pesticide products that are
packaged in compressed gas cylinders
or containers that hold pesticides that
are gaseous at atmospheric temperature
and pressure are exempt from the
residue removal instruction
requirements in this section through
§156.156.

(f) Exemption for pesticide-
impregnated objects that are registered
as pesticides. Pesticide-impregnated
objects that are registered as pesticides
and not packaged in a container are
exempt from the residue removal
instruction requirements in this section
through §156.156. These could include
such products as repellent-impregnated
articles of clothing and other repellent-
impregnated fabric articles, such as
tents or mosquito netting, that are not
sold in containers.

(g) Exemption for transport vehicles.
Pesticide product labels do not have to
bear residue removal instructions
applicable to transport vehicles (e.g.,
tank cars).

7. Revise §156.159 to read as follows:

§156.159 Compliance date.

As of August 17, 2010, all pesticide
products released for shipment by a
registrant must have labels that comply
with §§156.10(d)(7), 156.10(f),

156.10(1)(2)(ix), 156.140, 156.144,
156.146, and 156.156.

PART 165-[AMENDED]

8. The authority citation for part 165
would continue to read as follows:

Authority: 7 U.S.C. 136 through 136y.

9. Amend § 165.3 as follows:

a. By adding an introductory
paragraph.

b. By revising the definitions for
“Agricultural pesticide” and ‘“Pesticide
compatible” as applied to containment.

c. By adding alphabetically new
definitions for “Capacity,” “Dilutable,”
and “Suspension concentrate,”.

d. By removing the definitions for
“Flowable concentrate,” ‘“‘Pressure
rinse”, and “Triple rinse.”

§165.3 Definitions.

Terms used in this part have the same
meaning as in the Act and part 152 of
this chapter. In addition, as used in this
part, the following terms shall apply.

* * * * *

Agricultural pesticide means any
pesticide product labeled for use in or
on a farm, forest, nursery, or
greenhouse.

* * * * *

Capacity means, as applied to
containers, the rated capacity of the
container.

* * * * *

Dilutable means that the pesticide
product’s labeling allows or requires the
pesticide product to be mixed with a
liquid diluent prior to application or
use.

* * * * *

Pesticide compatible means, as
applied to containment, that the
containment construction materials are
able to withstand anticipated exposure
to stored or transferred substances
without losing the capacity to provide
the required containment of the same or
other substances within the
containment area.

* * * * *

Suspension concentrate means a
stable suspension of active ingredients
in a liquid intended for dilution with
water before use.

* * * * *

10. Amend § 165.20 by revising

paragraph (c) to read as follows:

§165.20 General provisions.

(c) When do I have to comply? As of
August 17, 2009, any pesticide product
packaged in a nonrefillable container
and released for shipment by you must
be packaged in a nonrefillable container
that complies with the regulations of
this subpart.

11. Amend § 165.23 by revising the
heading of paragraph (d) as follows:

§165.23 Scope of pesticide products
included.
* * * * *

(d) How will EPA determine if an
antimicrobial pesticide product
otherwise exempted must be subject to
the regulations in this subpart to
prevent an unreasonable adverse effect
on the environment? * * *

* * * * *

12. Amend § 165.25 by revising
paragraph (a), (b), and (f)(2) to read as
follows:

§165.25 Nonrefillable Container
Standards.

(a) What Department of
Transportation (DOT) standards do my
nonrefillable containers have to meet
under this part if my pesticide product
is not a DOT hazardous material? A
pesticide product that does not meet the
definition of a hazardous material in 49
CFR 171.8 must be packaged in a
nonrefillable container that, if portable,
is designed, constructed, and marked to
comply with the requirements of 49 CFR
173.4,173.5,173.6, 173.24, 173.24a,
173.24b, 173.28, 173.155, 173.203,
173.213, 173.240(c), 173.240(d),
173.241(c), 173.241(d), part 178, and
part 180 that are applicable to a Packing
Group III material, or, if subject to a
special permit, according to the
applicable requirements of part 107
subpart B. The requirements in this
paragraph apply to the pesticide
product as it is packaged for
transportation in commerce.

(b) What DOT standards do my
nonrefillable containers have to meet
under this part if my pesticide product
is a DOT hazardous material? (1) If your
pesticide product meets the definition
of a hazardous material in 49 CFR 171.8,
the DOT requires your pesticide product
to be packaged according to 49 CFR
parts 171-180 or, if subject to a special
permit, according to the applicable
requirements of part 107 subpart B.

(2) For the purposes of these
regulations, a pesticide product that
meets the definition of a hazardous
material in 49 CFR 171.8 must be
packaged in a nonrefillable container
that, if portable, is designed,
constructed, and marked to comply with
the requirements of 49 CFR parts 171-
180 or, if subject to a special permit,
according to the applicable
requirements of part 107 subpart B. The
requirements in this paragraph apply to
the pesticide product as it is packaged

for transportation in commerce.
* * * * *

(f)* * *
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(2) The test must be conducted only
if the pesticide product is a suspension
concentrate or if EPA specifically
requests the records on a case by case

basis.
* * * * *

13. Amend § 165.27 by revising the
introductory text of paragraph (b), and
the introductory text of paragraph (b)(5),
and by adding paragraphs (b)(4)(iii), and
(b)(5)(iii) to read as follows:

§165.27 Reporting and recordkeeping.

* * * * *

(b) What recordkeeping do I have to
do for my nonrefillable containers? For
each pesticide product that is subject to
§§165.25 - 165.27 and is distributed or
sold in nonrefillable containers, you
must maintain the records listed in this
section for as long as a nonrefillable
container is used to distribute or sell the
pesticide product and for 3 years after
that. You must furnish these records for
inspection and copying upon request by
an employee of EPA or any entity
designated by EPA, such as a State,
another political subdivision or a Tribe.

You must keep the following records:

(4) * * *

(iii) A copy of EPA’s approval of a
request for a waiver from the container
dispensing requirement.

(5) At least one of the following
records pertaining to the nonrefillable
container residue removal requirement
in § 165.25(f) if the pesticide product is
a suspension concentrate or if EPA
specifically requests the records on a

case by case basis:
* * * * *

(iii) A copy of EPA’s approval of a
request for a waiver from the residue
removal standard requirement.

14. Amend § 165.40 by adding
paragraph (b)(3), and by revising
paragraph (c) to read as follows:

§165.40 General provisions.
* * * * *

(b) *x ok *

(3) If you are a refiller of a pesticide
product and you are not a registrant of
the pesticide product, § 165.45(a)(2)
provides an exemption from some of the
requirements in § 165.45(a)(1).

(c) When do I have to comply? As of
August 16, 2011, any pesticide product
packaged in a refillable container and
released for shipment by you must be
packaged in a refillable container that
complies with the regulations of this
subpart.

15. Amend § 165.43 by revising the
introductory text of paragraphs (c) and
(d), the heading of paragrph (e), the
introductory text of pararaph (e)(1), and

by revising paragraphs (f) and (g) to read
as follows:

§165.43 Scope of pesticide products
included.
* * * * *

(c) Which antimicrobial pesticide
products are not subject to the
regulations in this subpart? The
regulations in this subpart do not apply
to a pesticide product if it satisfies all
of the following conditions:

* * * * *

(d) Which requirements must an
antimicrobial swimming pool product
comply with if it is not exempt from
these regulations? An antimicrobial
swimming pool product that is not
exempt by paragraph (a), (b), or (c) of
this section must comply with all of the
regulations in this subpart except
§165.45(d) regarding marking and
§ 165.45(e) regarding openings. For the
purposes of this subpart, an
antimicrobial swimming pool product is
a pesticide product that satisfies both of
the following conditions:

* * * * *

(e) How will EPA determine if an
antimicrobial pesticide product
otherwise exempted must be subject to
the regulations in this subpart to
prevent an unreasonable adverse effect
on the environment? (1) EPA may
determine that an antimicrobial
pesticide product otherwise exempt by
paragraph (c) of this section must be
subject to the refillable container
regulations in this subpart to prevent an
unreasonable adverse effect on the
environment is all of the following

conditions exist:
* * * * *

(f) What other pesticide products are
subject to the regulations in this
subpart? The regulations in this subpart
apply to all pesticide products other
than manufacturing use products, plant-
incorporated protectants, and
antimicrobial products that are exempt
by paragraph (c) of this section.
Antimicrobial products covered under
paragraph (d) of this section are subject
to the regulations indicated in that
section.

(g) What does “‘pesticide product” or
“pesticide” mean in the rest of this
subpart? In § 165.43(h) through
§165.47, the term “pesticide product”
or “pesticide” refers only to a pesticide
product or a pesticide that is subject to
the regulations in this subpart as
described in paragraphs (a) through (f)
of this section.

* * * * *

16. Amend § 165.45 by revising
paragraphs (a)(1) and (b), to read as
follows:

§165.45 Refillable container standards.

(a) * * *

(1) A pesticide product that does not
meet the definition of a hazardous
material in 49 CFR 171.8 must be
packaged in a refillable container that,
if portable, is designed, constructed, and
marked to comply with the
requirements of 49 CFR 173.4, 173.5,
173.6, 173.24, 173.24a, 173.24b, 173.28,
173.155, 173.203, 173.213, 173.240(c),
173.240(d), 173.241(c), 173.241(d), Part
178, and Part 180 that are applicable to
a Packing Group III material, or, if
subject to a special permit, according to
the applicable requirements of 49 CFR
part 107 subpart B. The requirements in
this paragraph apply to the pesticide
product as it is packaged for
transportation in commerce.

* * * * *

(b) What DOT standards do my
refillable containers have to meet under
this part if my pesticide product is a
DOT hazardous material? (1) If your
pesticide product meets the definition
of a hazardous material in 49 CFR 171.8,
the DOT requires your pesticide product
to be packaged according to 49 CFR
parts 171-180 or, if subject to a special
permit, according to the applicable
requirements of 49 CFR part 107 subpart
B.

(2) For the purposes of these
regulations, a pesticide product that
meets the definition of a hazardous
material in 49 CFR 171.8 must be
packaged in a refillable container that,
if portable, is designed, constructed, and
marked to comply with the
requirements of 49 CFR parts 171-180
or, if subject to a special permit,
according to the applicable
requirements of part 107 subpart B. The
requirements in this paragraph apply to
the pesticide product as it is packaged
for transportation in commerce.

* * * * *

17. Amend § 165.60 by revising

paragraph (c) to read as follows:

§165.60 General provisions.

(c) When do I have to comply? As of
August 16, 2011, any pesticide product
repackaged into a refillable container
and released for shipment by you must
have been repackaged in compliance
with the regulations of this subpart.

18. Amend § 165.63 by revising
paragraph (d)(1) to read as follows:

§165.63 Scope of pesticide products
included.

(d)* * * (1) An antimicrobial
swimming pool product that is not
exempt by paragraph (a), (b), or (c) of
this section must comply with all of the
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regulations in this subpart except for the

following requirements:

Requirement for
registrants who Requirement for
Requirement distribute or sell refillers who are
directly in refillable not registrants
containers
Recordkeeping specific to each instance of repackaging §165.65(i)(2) §165.70())(2)
Container inspection: criteria regarding a serial number or other identifying code §165.65(e)(2) §165.70(f)(2)
Container inspection: criteria regarding one-way valve or tamper-evident device §165.65(e)(3) §165.70(f)(3)
Cleaning requirement: criteria regarding one-way valve or tamper-evident device §165.65(f)(1) §165.70(g)(1)
Cleaning if the one-way valve or tamper-evident device is not intact §165.65(g) §165.70(h)

* * * * *

19. Amend § 165.65 by revising
paragraph (i)(2)(iii) to read as follows:

§165.65 Registrants who distribute or sell
pesticide products in refillable containers.
* * * * *

(1) * %

(2) *x ok x

(iii) The serial number or other
identifying code of the refillable
container.

20. Amend § 165.67 by revising
paragraphs (b)(2)(ii) and (d) to read as
follows:

§165.67 Registrants who distribute or sell
pesticide products to refillers for
repackaging.

(b) * *
(2) * * *

(ii) The pesticide product is
repackaged by a refilling establishment
registered with EPA as required by
§ 167.20 of this chapter at the site of a
user who intends to use or apply the
product.

* * * * *

(d) When must I provide the written
contract to the refiller? If you allow a
refiller to repackage your product as
specified in paragraph (b) of this section
you must provide the written contract
referenced in paragraph (b)(3) of this
section to the refiller before you
distribute or sell the pesticide product
to the refiller.

* * * * *

21. Amend § 165.70 by revising
paragraphs (b)(2)(ii), (e)(5)(i), and
(j)(2)(iii) to read as follows:

§165.70 Refillers who are not registrants.

(b) * *
(2) * * *

(ii) The pesticide product is
repackaged by a refilling establishment
registered with EPA as required by
§ 167.20 of this chapter at the site of a

user who intends to use or apply the

product.

* * * * *
(e] * * *
(5) * * *

(i) The written contract referenced in
paragraph (b)(3) of this section from the
pesticide product’s registrant.

* * * * *

(]‘) * * *

(2) * % %

(iii) The serial number or other
identifying code of the refillable
container.

22. Amend § 165.80 by revising
paragraph (b)(1) to read as follows:

§165.80 General provisions.

* * * * *

(b)* * *

(1) Refilling establishments who
repackage agricultural pesticides and
whose principal business is retail sale
(i.e., more than 50% of total annual

revenue comes from retail operations).
* * * * *

23. Amend § 165.85 by revising
paragraphs (a)(3), (d) and (f)(3); and by
adding paragraph (f)(4) to read as
follows:

§165.85 Design and capacity
requirements for new structures.

(a] * * *

(3) The containment structure must be
made of materials compatible with the
pesticides stored. In this case,
compatible means to withstand
anticipated exposure to stored or
transferred substances and still provide
containment of those same or other

substances within the containment area.
* * * * *

(d) For new stationary liquid pesticide
containment, what are the specific
design requirements? You must either
anchor or elevate each stationary liquid
pesticide container protected by a new
secondary containment unit to prevent

flotation in the event that the secondary

containment unit fills with liquid.
* * * * *
* * *

(3) The storage area for stationary
containers of dry pesticides must
include a floor that extends completely
beneath the pallets or raised concrete
platforms on which the stationary dry
pesticide containers must be stored.

(4) The storage area for stationary
containers of dry pesticides must be
enclosed by a curb a minimum of 6
inches high that extends at least 2 feet
beyond the perimeter of the container.

24. Amend § 165.87 by revising
paragraphs (a)(3), (d) and (f)(3); and by
adding paragraph (f)(4) to read as
follows:

§165.87 Design and capacity
requirements for existing structures.

(a) * * *

(3) The containment structure must be
made of materials compatible with the
pesticides stored. In this case,
compatible means to withstand
anticipated exposure to stored or
transferred substances and still provide
containment of those same or other
substances within the containment area.
* * * * *

(d) For existing stationary liquid
pesticide containment, what are the
specific design requirements? You must
either anchor or elevate each stationary
liquid pesticide container protected by
an existing secondary containment unit
to prevent flotation in the event that the
secondary containment unit fills with

liquid.
(f) * * *

(3) The storage area for stationary
containers of dry pesticides must
include a floor that extends completely
beneath the pallets or raised concrete
platforms on which the stationary dry
pesticide containers must be stored.

(4) The storage area for stationary
containers of dry pesticides must be
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enclosed by a curb a minimum of 6
inches high that extends at least 2 feet
beyond the perimeter of the container.

25. Amend § 165.90 by revising
paragraphs (a)(2), (b)(1), (b)(2), and
(b)(3) to read as follows:

§165.90 Operational, inspection and
maintenance requirements for all new and
existing containment structures.

(a) * * *

(2) Ensure that pesticide spills and
leaks on or in any containment structure
are collected and recovered in a manner
that ensures protection of human health
and the environment (including surface
water and groundwater) and maximum
practicable recovery of the pesticide
spilled or leaked. Cleanup must occur
no later than the end of the day on
which pesticides have been spilled or
leaked except in circumstances where a
reasonable delay would significantly
reduce the likelihood or severity of
adverse effects to human health or the

environment.
* * * * *
(b) * * *

(1) Inspect each stationary pesticide
container and its appurtenances and
each containment structure at least
monthly during periods when pesticides
are being stored or dispensed on the
containment structure. Your inspection
must look for visible signs of wetting,
discoloration, blistering, bulging,
corrosion, cracks or other signs of
damage or leakage.

(2) Initiate repair to any areas showing
visible signs of damage and seal any
cracks and gaps in the containment
structure or appurtenances with
material compatible with the pesticide
being stored or dispensed no later than
the end of the day on which damage is
noticed and complete repairs within a
time frame that is reasonable, taking
into account the availability of cleanup
materials, trained staff, and equipment.

(3) Not store any additional pesticide
on a containment structure if the
structure fails to meet the requirements
of this subpart until suitable repairs
have been made.

26. Amend § 165.97 by revising
paragraph (b)(1) to read as follows:

§165.97 States with existing containment
programs.
* * * * *

(b) * * *

(1) The State must submit a letter and
any supporting documentation to EPA.
Supporting documentation must
demonstrate that the State’s program is
providing environmental protection
equivalent to or more protective than

that expected to be provided by the
Federal regulations in this subpart.

* * * * *

[FR Doc. E8—12843 Filed 6—-10-08; 8:45 am]
BILLING CODE 6560-50-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Child Support Enforcement

45 CFR Parts 309 and 310
RIN 0970-AC32

Computerized Tribal IV-D Systems and
Office Automation

AGENCY: Office of Child Support
Enforcement (OCSE), Administration for
Children and Families, Department of
Health and Human Services (HHS).
ACTION: Notice of proposed rule making
(NPRM).

SUMMARY: This proposed rule would
enable Tribes and Tribal organizations
currently operating a comprehensive
Tribal Child Support Enforcement
program under Title IV-D of the Social
Security Act (the Act) to apply for and
receive direct Federal funding for the
costs of automated data processing. This
proposed rule addresses the Secretary’s
commitment to provide instructions and
guidance to Tribes and Tribal
organizations on requirements for
applying for, and upon approval,
securing Federal Financial Participation
(FFP) in the costs of installing,
operating, maintaining, and enhancing
automated data processing systems.
DATES: Consideration will be given to
written comments received by August
11, 2008.

ADDRESSES: Written comments should
be submitted to the Office of Child
Support Enforcement, Administration
for Children and Families, Department
of Health and Human Services, 370
L’Enfant Promenade, SW., 4th Floor,
Washington, DC 20447, Attention:
Director, Division of Policy, Mail Stop:
OCSE/DP.

A copy of this regulation may be
downloaded from http://
www.regulations.gov. You may also
transmit written comments
electronically via the Internet. To
transmit comments electronically access
https://www.regulations.acf.hhs.gov and
follow the instructions provided. You
may also submit comments by telefaxing
to (202) 260-5980. This is not a toll-free
number.

Comments will be available for public
inspection Monday through Friday, 8:30
a.m. to 5 p.m. on the 4th floor of the

Department’s offices at the above
address.

FOR FURTHER INFORMATION CONTACT:
Essey Workie, OCSE Division of Policy,
(202) 401-9386. Deaf and hearing
impaired individuals may call the
Federal Dual Party Relay Service at 1—
800—-877—-8339 between 8 a.m. and 7
p.m. Eastern Time.

SUPPLEMENTARY INFORMATION:
Statutory Authority

This notice of proposed rulemaking is
published under the authority granted
to the Secretary (the Secretary) of the
Department of Health and Human
Services (the Department) by section
1102 of the Social Security Act (the
Act), 42 U.S.C. 1302. Section 1102 of the
Act authorizes the Secretary to publish
regulations, not inconsistent with the
Act, which may be necessary for the
efficient administration of the Title IV-
D program.

This proposed rule also is published
in accordance with section 455(f) of the
Act. Section 455(f) of the Act requires
the Secretary to issue regulations
governing grants to Tribes and Tribal
organizations operating child support
enforcement programs.

Background

Prior to enactment of the Personal
Responsibility and Work Opportunity
Reconciliation Act of 1996 (PRWORA;
Pub. L. 104-193), Title IV-D of the Act
placed authority to administer the
delivery of IV-D services solely with
States. PRWORA authorized the
Secretary to provide direct funding to
Tribes and Tribal organizations to
operate child support enforcement
programs under Title IV-D and to
promulgate implementing regulations.

On August 21, 2000 the Tribal Child
Support Enforcement Program notice of
proposed rulemaking (NPRM) was
published in the Federal Register (65
FR 50800). In 1998, the Federal Office
of Child Support Enforcement (the
Office) conducted a series of six Nation-
to-Nation consultations with Indian
Tribes, Tribal organizations and other
interested parties with the goal of
obtaining Tribal input prior to
publishing the NPRM. The
consultations were designed to solicit
Tribal input prior to drafting the Federal
regulations. The government-to-
government consultations were very
useful in identifying key issues and
evaluating policy options. The issues
raised most frequently included Tribal
sovereignty, jurisdiction, full faith and
credit, access to automated Federal
locate and enforcement processes and
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automated systems, paternity
establishment and funding.

While the Office was familiar with the
functionality contained in State systems
and the degree of sophistication of those
systems, it had no similar experience
with the need for or availability of
automation at the Tribal level. We
received numerous comments on the
NRPM indicating that automation was
necessary and that without automation,
it would be impossible for Tribes to
accurately and efficiently process child
support collections and that the costs
for development of automated programs
should be allowable for Federal
Financial Participation (FFP) for Tribal
IV-D programs. While we agree that
automated data processing systems are
helpful for recordkeeping, monitoring
and high speed processing in child
support enforcement cases, the final
rule allows FFP only for limited
automated systems and Office
Automation expenditures. See 45 CFR
309.145(h). We stated in our response to
comments to the final rule (65 FR at
16652) that we had begun consideration
with stakeholders of appropriate
minimum Tribal systems automation
specifications in anticipation of Tribal
IV-D programs moving toward high-
speed automated data processing. A
Federal/Tribal workgroup was convened
and considered such automation issues
as compatibility, scale, functionality
and costs, with a goal of developing a
Model Tribal System, designed by the
Office to allow comprehensive Tribal
IV-D agencies to effectively and
efficiently automate Tribal child
supﬁort enforcement operations.

This proposed rule sets forth
requirements for comprehensive Tribal
IV-D programs that must be met in order
for Tribes and Tribal organizations to
receive direct funding under section
455(f) of the Act for automated data
processing systems.

Scope of Rulemaking

Current regulations at 45 CFR part 309
establish the requirements that Tribes
and Tribal organizations must meet to
demonstrate the capacity to operate a
child support enforcement program
which meets the objectives of section
455(f) of the Act, including
establishment of paternity,
establishment, modification, and
enforcement of support orders, and
location of absent parents.

We propose to amend the Federal
child support regulations at 45 CFR Part
310, Comprehensive Tribal Child
Support Enforcement (CSE) Programs
which are obsolete, to address
Computerized Tribal IV-D Systems and
Office Automation. As proposed, 45

CFR Part 310 would establish a basic
regulatory structure for installation,
operation, maintenance, and
enhancement of Computerized Tribal
IV-D Systems and Office Automation.
This NPRM also proposes to revise

§ 309.145(h) which governs allowable
costs for automated data processing
computer systems and Office
Automation associated with the Tribal
IV-D program. This NPRM applies only
to Tribes and Tribal organizations that
operate comprehensive CSE programs
under § 309.65(a); this NPRM does not
apply to Tribal CSE programs that are
currently in the start-up phase of
development.

Discussion of Regulatory Provisions

The following is a discussion of all
the regulatory provisions included in
this NPRM. The discussion follows the
order of regulatory text, addressing each
subpart and section in turn.

Part 309—Tribal Child Support
Enforcement (IV-D) Program

Section 309.145 What costs are
allowable for Tribal IV-D programs
carried out under § 309.65(a) of this
Part?

Currently, § 309.145(h) addresses
authorized, limited costs related to
Tribal IV-D programs’ automation. We
propose to amend § 309.145(h) to
expand allowable activities and costs
incurred by comprehensive Tribal IV-D
programs to include the installation,
operation, maintenance and
enhancement of Model Tribal Systems
and Office Automation.

Proposed paragraph (h)(1) is almost
identical to the language in current
paragraph (h)(1) under which Federal
funding at the applicable matching rate
under § 309.130(c) is available for the
costs of planning efforts in the
identification, evaluation, and selection
of an automated data processing
computer system solution meeting the
program requirements defined in a
Tribal IV-D plan and the automated
systems requirements in Part 310. The
applicable matching rate as defined in
§309.130(c) would be ninety percent for
comprehensive Tribal IV-D programs
that are operating within the first three-
year period of Federal funding; the
applicable matching rate for
comprehensive Tribal IV-D programs
operating in all periods following the
first three-year period would be eighty
percent.) We have only added a
reference to the proposed Part 310
which addresses automated systems
requirements.

Paragraph (h)(2) would allow FFP for
costs of installation, operation,

maintenance, and enhancement of a
Model Tribal System as defined in and
meeting the requirements of Part 310.
The Model Tribal System was
developed by the Office in collaboration
with comprehensive Tribal IV-D
programs to encompass those aspects of
the Tribal child support program
administration and case processing for
which automation is deemed to be
essential. Paragraph (h)(2) would
authorize FFP for costs related to Model
Systems installed by Tribal IV-D
systems. Current paragraph (h) does not
address funding for costs associated
with the Model Tribal System. We
discuss the Model Tribal System
concept and requirements in detail
under the explanation of Part 310. The
decision to develop a Model Tribal
System was based on the need for a
cost-effective, efficient means of
delivering automation to greatest
number of Tribal IV-D programs in the
most timely manner possible.

Propose paragrapﬁ (h)(3) is identical
to current paragraph (h)(3) under which
FFP is available for the costs associated
with procurement, installation,
operation and maintenance of essential
Office Automation capability.

Paragraph (h)(4) is almost identical to
the current paragraph (h)(4) except for
the addition of reference to Reasonable
Costs at the end of the paragraph. The
term Reasonable Cost is addressed later
in this preamble and would mean a cost
that, in nature and amount, does not
exceed that which would be incurred by
a prudent person under the
circumstances prevailing at the time the
decision was made to incur the cost.
Therefore, under proposed paragraph
(h)(4), FFP would be available for costs
associated with the establishment of
Intergovernmental Service Agreements
with a State and another comprehensive
Tribal IV-D agency for access to the
State or other Tribe’s existing automated
data processing computer system to
support Tribal IV-D program
operations, and Reasonable Costs
associated with use of such a system.
The decision provides Tribal IV-D
programs greater flexibility in their
acquisition of automation to support
their administrative and case processing
requirements.

We have added a new paragraph
(h)(5) that would allow FFP in the costs
of operation and maintenance of an
existing Tribal automated data
processing system designed, developed,
installed or enhanced entirely with
Tribal funds if the software ownership
rights and license requirements in
proposed § 310.25(c) are met. As
proposed under Part 310,
comprehensive Tribal IV-D programs
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are free to develop automated systems
entirely funded by the Tribe. Under
proposed paragraph (h)(5), we would
allow FFP for operation and
maintenance costs of such systems
under one condition: The Tribe or
Tribal organization must have the
software ownership rights and must
meet license requirements in proposed
§ 310.25(c). This condition is necessary
because proprietary software, when
purchased from vendors, typically
remains the sole possession of the
vendor. Any modifications or upgrades
that are necessitated by changes in
regulation or statute would require a
financial outlay if the program were
only leasing the software. It is important
that a Tribal IV-D program be in a
position to make changes to software
without the need for going through a
vendor, and that any such software,
funded in whole or part with FFP, be
freely available to the Federal
government to use and authorize others
to use for government purposes.
Existing paragraph (h)(5) would be
renumbered (h)(6) and FFP would
continue to be authorized for the costs
of other automation and automated data
processing computer system costs in
accordance with instructions and
guidance issued by the Secretary.

Part 310—Computerized Tribal IV-D
Systems and Office Automation

The proposed regulation revises Part
310 to address the specific requirements
for comprehensive Tribal IV-D program
automated systems. The Part begins
with a Table of Contents and consists of
the following subparts:

e Subpart A—General Provisions

e Subpart B—Requirements for
Computerized Tribal IV-D Systems and
Office Automation

¢ Subpart C—Funding for
Computerized Tribal IV-D Systems and
Office Automation

e Subpart D—Accountability and
Monitoring of Computerized Tribal IV—
D Systems

Subpart A—General Provisions

Section 310.0 What does this Part
cover?

This section summarizes the
conditions for Federal funding of and
requirements governing Computerized
Tribal IV-D Systems and Office
Automation. These include the
automated systems options for
comprehensive Tribal IV-D programs;
the functional requirements for the
Model Tribal Systems; the security and
privacy requirements for Computerized
Tribal IV-D Systems and Office
Automation; the conditions for funding

the installation, operation, maintenance,
and enhancement of Computerized
Tribal IV-D Systems and Office
Automation; the conditions that apply
to acquisitions of Computerized Tribal
IV-D Systems; and the accountability
and monitoring of Computerized Tribal
IV-D Systems.

Section 310.1 What definitions apply
to this Part?

Paragraph (a) of this section of the
proposed rule includes definitions of
terms used in Part 310. In drafting this
section, we have defined those terms
used in the proposed rule that must be
understood consistently by all who use
these rules.

The first definition in this proposed
rule is Automated Data Processing
Services (ADP Services) which means
services for installation, maintenance,
operation, and enhancement of ADP
equipment and software performed by a
comprehensive Tribal IV-D agency or
for that agency through a Service
Agreement or other contractual
relationship with a State, another Tribe
or private sector entity. This definition
is derived from 45 CFR 95.605 where
requirements for FFP in the costs of
Automatic Data Processing Equipment
and services are addressed. The
definition for the term ADP Services is
essential to the proposed Part 310
because it modifies the definition
provided in 45 CFR 95.605 to include
comprehensive Tribal IV-D programs as
eligible to perform or receive such ADP
services.

Comprehensive Tribal IV-D agency is
the second definition in the proposed
rule. Comprehensive Tribal IV-D agency
means the organizational unit in the
Tribe or Tribal organization that has the
authority for administering or
supervising a comprehensive Tribal IV—-
D program under section 455(f) of the
Act and implementing regulations in
Part 309. This is an agency meeting all
requirements of § 309.65(a) which is not
in the start-up phase under § 309.65(b).
This definition is derived from § 309.05
which provides definitions relating to
the Tribal Child Support Enforcement
program, such as the phrase Tribal IV-
D agency. The term Comprehensive was
added to the phrase Tribal IV-D agency
to further define those Tribal IV-D
agencies that operate a [IV-D program
that meets all the requirements in
§309.65(a). The development of
automated systems is not an authorized
activity for start-up grantees.

Computerized Tri%a] IV-D System, the
third definition in this proposed rule,
means a comprehensive Tribal IV-D
program’s system of data processing that
is performed by electronic or electrical

machines so interconnected and
interacting as to minimize the need for
human assistance or intervention. A
Computerized Tribal IV-D System
would be:

(i) The Model Tribal System; or

(ii) Access to and use of a State or
another comprehensive Tribal IV-D
agency’s existing automated data
processing computer system through an
Intergovernmental Service Agreement,
as allowable under this proposed rule.

By definition, the term Computerized
Tribal IV-D System would be limited to
the above two system designs and
would not include any alternative
system of Automatic Data Processing.
We determined that the term
Computerized Tribal IV-D System
would include only the Model Tribal
System or access to an existing IV-D
automated data processing computer
system based on historical experience
with the high cost and complexity of the
development of multiple State systems
and the challenges that emerge from
operating systems with divergent
designs.

The Model Tribal System, defined
and discussed later in this preamble,
was designed to meet the expressed
needs of comprehensive Tribal IV-D
agencies in the most effective and cost
efficient manner. In developing the
Model Tribal System, the Office
consulted with comprehensive Tribal
IV-D agencies and other governmental
stakeholders to determine appropriate
minimum systems specifications that
would facilitate high-speed automated
data processing capabilities in
comprehensive Tribal IV-D operations.
The Model Tribal System is the basis for
a computerized Tribal automated data
processing system, but comprehensive
Tribal IV-D agencies may enhance the
Model Tribal System to meet program-
specific needs. Enhancement of the
Model Tribal System is discussed later
in this preamble.

Since some comprehensive Tribal IV—
D programs have been successfully
using State systems, the definition of
Computerized Tribal IV-D Systems
would include access to an automated
data processing computer system
through an Intergovernmental Service
Agreement with a State or another
comprehensive Tribal IV-D agency.
Comprehensive Tribal IV-D agencies
that have been successfully using a State
system may continue to do so under an
Intergovernmental Service Agreement.
Tribal IV-D agencies that have never
used another State or comprehensive
Tribal IV-D agency’s system may enter
into an Intergovernmental Service
Agreement authorizing access to that
State or comprehensive Tribal IV-D



Federal Register/Vol. 73, No. 113/ Wednesday, June 11, 2008/ Proposed Rules

33051

agency’s automated data processing
system.

The fourth definition in this proposed
rule is Installation, which means the act
of putting into service ADP equipment
and software, performing data
conversion, conducting training, and
turnover to operation status. This
definition is derived from 45 CFR
95.605, which addresses the
requirements for FFP in the costs of
Automatic Data Processing Equipment
and services, and has been revised to be
applicable to this proposed rule. This
definition of Installation is relevant
because of the need to further clarify
those activities, as described herein, that
encompass installation for purposes of
this regulation.

The fifth definition is this proposed
rule is Maintenance, which means the
totality of activities required to provide
cost-effective support to an operational
ADP system. Maintenance is generally
routine in nature and can include
activities such as: Upgrading ADP
hardware, revising/creating new reports,
making limited data element/database
changes, minor data presentation
changes, and other software corrections.
Because maintenance is an allowable
cost, the definition is necessary. This
definition is derived from and is
consistent with policy guidance
provided by the Office to States in
Action Transmittal 06—03, which is
dated August 11, 2006, and entitled
Policy Clarifications Relating to
Planning, Design, Development,
Installation, and Operation of
Automated Systems in the Title IV-D
Child Support Enforcement Program
(available at http://www.acf.hhs.gov/
programs/cse/pol/AT/2006/at-06-
03.htm).

Model Tribal System, the sixth
definition in this proposed rule, means
an ADP system designed and developed
by the Office for comprehensive Tribal
IV-D programs, to include system
specifications and requirements as
specified in Part 310. The Model Tribal
System effectively and efficiently allows
a comprehensive Tribal IV-D agency to
monitor, account for, and control all
child support enforcement services and
activities pursuant to Part 309. This
definition is derived from stakeholder
input solicited by the Office on the
matter of systems configuration for
comprehensive Tribal IV-D programs.

Office Automation, which is t%le
seventh definition in this proposed rule,
means a generic adjunct component of
a computer system that supports the
routine administrative functions in an
organization (e.g., electronic mail, word
processing, Internet access), as well as
similar functions performed as part of

an automated data processing system.
Office Automation is not specifically
designed to meet the programmatic and
business needs of an organization. The
term Office Automation is an industry-
standard nomenclature, and though
Office Automation is similar to an
automated data processing system, in
that it contains multiple components
(e.g., operating system software,
hardware, and networking), it is not an
ADP system. This definition of Office
Automation is taken from OCSE Action
Transmittal 05-02, Systems and
Financial Policy Questions and
Responses to Miscellaneous Issues
regarding Provision of 45 CFR Part 309,
the Tribal Child Support Enforcement
Program Final Rule (available at http://
www.acf.hhs.gov/programs/cse/pol/AT/
2005/at-05-02.htm).

Reasonable Cost, the eighth definition
in this proposed rule, means a cost that,
in nature and amount, does not exceed
that which would be incurred by a
prudent person under the circumstances
prevailing at the time the decision was
made to incur the cost. In determining
reasonableness with regard to ADP
systems cost, consideration would be
given to:

(i) Whether the cost is of a type
generally recognized as ordinary and
necessary for the operation of a
comprehensive Tribal IV-D agency;

(ii) The restraints or requirements
imposed by such factors as: sound
business practices; arms-length
bargaining; Federal and Tribal laws and
regulations; and terms and conditions of
any direct federal funding;

(iii) Whether the individual
concerned acted with prudence in the
circumstances considering his or her
responsibilities to the comprehensive
Tribal IV-D agency, its employees, the
public at large, and the Federal
Government;

(iv) Market prices for comparable
goods or services;

(v) Significant deviations from the
established practices of the
comprehensive Tribal IV-D agency
which may unjustifiably increase the
cost; and

(vi) Whether a project’s Total
Acquisition Cost as defined in § 95.605
is in excess of the comprehensive Tribal
IV-D agency'’s total Tribal IV-D program
grant award for the year in which the
request is made.

The Office has a fiduciary
responsibility to ensure that the costs
associated with Computerized Tribal
IV-D Systems are reasonable and
necessary. This definition of Reasonable
Cost is derived from OMB Circular A—
87 and the Office’s historical analysis
and experience with automation efforts

in State IV-D programs. That analysis
and experience recognizes that
installation of either of the two options
eligible for FFP that are available to
Tribes under these regulations, namely
the use of the Model Tribal System or
the use of another State or Tribal IV-D
agency’s existing automated data
processing computer system through an
Intergovernmental Service Agreement,
should not reasonably exceed a
comprehensive Tribal IV-D agency’s
total Tribal IV-D program grant award
for the year in which the request is
made.

The ninth definition of this proposed
rule is Service Agreement, which means
a document signed by the Tribe or
Tribal organization operating a
comprehensive Tribal IV-D program
under § 309.65(a) and the State or other
comprehensive Tribal IV-D program
whenever the latter provides data
processing services to the former and
identifies those ADP services that the
State or other comprehensive Tribal IV—
D program will provide to the Tribe or
Tribal organization. Additionally, a
Service Agreement as defined in this
proposed rule would include the
following details:

¢ Schedule of charges for each
identified ADP service and a
certification that these charges apply
equally to all users;

e Description of the method(s) of
accounting for the services rendered
under the agreement and computing
services charges;

e Assurances that services provided
will be timely and satisfactory;

¢ Assurances that information in the
computer system as well as access, use
and disposal of ADP data will be
safeguarded in accordance with
proposed § 310.15;

e Beginning and ending dates of the
period of time covered by the Service
Agreement; and

¢ Schedule of expected total charges
for the period of the Service Agreement.

This definition is taken from 45 CFR
95.605 and is revised to specifically
apply to the needs of comprehensive
Tribal IV-D programs. The definition of
a Service Agreement is a critical
component of this proposed rule, as it
represents one of the two options for a
Computerized Tribal IV-D System.

The tenth definition of this proposed
rule is Simplified Acquisition
Threshold, which for ADP systems,
equipment, and service acquisitions
means a Tribe or Tribal organization’s
monetary threshold for determining
whether competitive acquisition rules
are required for a given procurement or
$100,000, whichever is less. The term
Simplified Acquisition Threshold is
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used in 45 CFR 92.36(d), which
references small purchase procedures as
a procurement method for securing
items of cost not exceeding the
Simplified Acquisition Threshold fixed
at 41 U.S.C. 403(11) (currently
$100,000). This is appropriately adapted
for this rule because of the need to
ensure full and open competition in
acquisitions in accordance with 45 CFR
92.36(c), and to ensure consistency with
regulations at 45 CFR 95.611(b)
governing State ADP acquisitions
funded at enhanced FFP rates of
reimbursement.

Under proposed paragraph (b) of
§310.1, the following terms apply to
Part 310 and are defined in 45 CFR
95.605: Acquisition; Advanced Planning
Document (APD); Automatic Data
Processing (ADP); Design or System
Design; Development; Enhancement;
Federal Financial Participation (FFP);
Operation; Project; Software; and Total
Acquisition Cost. Not all sections of Part
95 are applicable to Tribal IV-D
programs. These terms are the terms in
Part 95 that are appropriately applicable
to Tribal IV-D programs. The above
terms are relevant to the content of this
proposed rule because in applying these
definitions from 45 CFR 95.605, a
reasonably consistent approach will be
maintained among State, Local and
Tribal grantees with regard to ADP
systems acquisitions, while still
maintaining flexibility for Tribes and
Tribal organizations to determine their
own best solution to automating their
comprehensive Tribal IV-D program.
We intend to issue a technical
assistance document that contains all
relevant systems requirements and
definitions to ensure Tribal programs
have in one document all relevant
definitions.

Paragraph (c) of § 310.1 of the
proposed rule cross-references all
definitions of terms that apply to Tribal
IV-D programs as detailed in § 309.05
because these terms are also applicable
in Part 310. These definitions would
also be included in our technical
assistance document as mentioned
above.

Subpart B—Requirements for
Computerized Tribal IV-D Systems and
Office Automation

Section 310.5 What options are
available for Computerized Tribal IV-D
Systems and Office Automation?

This section of the proposed rule sets
forth options available to
comprehensive Tribal IV-D agencies for
the purpose of automating Tribal IV-D
activities. We recognize the importance
and benefits of integrating automation

in the daily operations of
comprehensive Tribal IV-D programs.
To that end, proposed paragraph (a) of
this section allows a comprehensive
Tribal IV-D agency to have in effect an
operational computerized support
enforcement system that meets Federal
requirements under Part 310.

Paragraph (b) of this section proposes
that a Computerized Tribal IV-D System
must be one of the design options
discussed below. Under paragraph
(b)(1), a comprehensive Tribal IV-D
program may automate its case
processing and record-keeping
processes through installation,
operation, maintenance, or
enhancement of the Model Tribal
System designed by the Office to
address the program requirements
defined in a Tribal IV-D plan in
accordance with § 309.65(a) and the
functional requirements in proposed
§310.10. As discussed earlier in the
preamble, we propose automation of
comprehensive Tribal IV-D activities
through the Model Tribal System based
on recommendations of a workgroup
consisting of Federal and Tribal
program representatives that considered
factors such as scale, functionality, cost,
and compatibility with State systems, in
the development of the Model Tribal
System. Participants in the various
meetings included representatives from
each of the nine comprehensive Tribal
IV-D agencies. The system
specifications and minimum essential
functions of the Model Tribal System
correspond with the feedback we
received from comprehensive Tribal IV—-
D programs and other governmental
stakeholders.

Under paragraph (b)(2), we propose
that a comprehensive Tribal IV-D
program may elect to automate its case
processing and record-keeping
processes through the establishment of
Intergovernmental Service Agreements
with a State or another comprehensive
Tribal IV-D agency for access to that
agency’s existing automated data
processing computer system to support
comprehensive Tribal IV-D program
operations.

A Computerized Tribal IV-D System
implemented under a Service
Agreement as defined in proposed
§310.1 would be in line with the
existing allowable activities permitted
in § 309.145(h)(4). We recognize that
some comprehensive Tribal IV-D
programs have been successfully using
State systems prior to this proposed rule
and we consider it important to allow
continuation of those efforts, as well as
establishment of similar
Intergovernmental Service Agreements
by comprehensive Tribal IV-D programs

that do not currently access another
State or comprehensive Tribal IV-D
agency’s existing automated data
processing computer system. In
addition, this option of automating
comprehensive Tribal IV-D activities
through the establishment of
Intergovernmental agreements provides
for the flexibility recommended by
workgroup participants.

In proposed paragraph (c) of this
section, a comprehensive Tribal IV-D
agency may opt to conduct automated
data processing and recordkeeping
activities through Office Automation.
Allowable activities under this section
include procurement, installation,
operation and maintenance of essential
Office Automation capability as defined
in § 310.1. We deem it important to offer
Office Automation as an alternative or
in addition to Computerized Tribal IV-
D Systems, as defined in paragraph (b)
above, to ensure that comprehensive
Tribal IV-D programs have the
flexibility to operate at the level of
automation that best suits their
particular needs. Office Automation
may include th