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DEPARTMENT OF THE TREASURY

Office of the Comptroller of the
Currency

12 CFR Part 11
[Docket No. 05-14]

RIN 1557-AC75

Electronic Filing and Disclosure of
Beneficial Ownership Reports

AGENCY: Office of the Comptroller of the
Currency, Treasury.

ACTION: Final rule.

SUMMARY: The Office of the Comptroller
of the Currency (OCC) is issuing this
final rule to adopt in final form, without
substantive change, an interim rule to
amend the OCC’s rules, policies, and
procedures to require the electronic
filing of beneficial ownership reports by
officers, directors, and major
shareholders of national banks that have
equity securities registered under the
Securities Exchange Act of 1934.

As required by the interim rule, this
final rule requires that all reports filed
with the OCC under section 16(a) of the
Securities Exchange Act of 1934 must be
filed electronically and posted on a
registered national bank’s Web site, if it
has one, as soon as practicable. This
final rule clarifies procedures for
officers, directors, and principal
shareholders of registered national
banks to comply with these mandated
electronic filing requirements.

DATES: This final rule is effective on
September 9, 2005.

FURTHER INFORMATION CONTACT: Asa
Chamberlayne, Counsel, Securities and
Corporate Practices Division, 202—874—
5210, or Martha Vestal Clarke, Counsel,
Legislative and Regulatory Activities
Division, 202—874-5090.
SUPPLEMENTARY INFORMATION:

Background

The Securities Exchange Act of 1934
(Exchange Act) seeks to protect
investors by requiring accurate, reliable,
and timely corporate securities
disclosures. Generally, companies with
equity securities that are subject to the
registration requirements under section
12 of the Exchange Act (15 U.S.C. 78])
must register these securities with the
Securities and Exchange Commission
(SEC). Section 16(a) of the Exchange Act
(15 U.S.C. 78p(a)) requires directors,
executive officers, and direct or indirect
beneficial owners of more than 10
percent of a class of securities that are
registered under the Exchange Act
(insiders) to file beneficial ownership
reports regarding their ownership and
transactions in the company’s
securities.? Section 12(i) of the
Exchange Act (15 U.S.C. 781(i)) vests the
OCC, rather than the SEC, with the
power to issue regulations
implementing certain Exchange Act
requirements with respect to national
banks that have equity securities
registered under the Exchange Act
(registered national banks), including
section 16, and with the authority to
administer and enforce these
requirements.?

As amended by the Sarbanes-Oxley
Act of 2002, Pub. L. 107-204, section
16(a) requires that insiders of a
registered company, including a
registered national bank, must file
beneficial ownership reports: (1) At the
time the company registers its securities
pursuant to section 12 of the Exchange
Act; (2) within 10 days after becoming
an insider of a registered national bank;
and (3) within two business days after
an insider consummates a transaction
resulting in a change in ownership, or
resulting in the purchase or sale of a
security-based swap agreement,? in the
registered securities. These provisions
became effective on August 29, 2002.

Section 16(a)(4) (15 U.S.C. 78p(a)(4))
also requires that, beginning July 30,

1Section 16(a) also requires an entity that has
registered its securities under the Exchange Act to
file initial and transactional reports with any
national securities exchange on which it has listed
its securities. See 15 U.S.C. 78p(a).

2Under section 12(i), the other Federal banking
agencies have the same authority with respect to the
registered depository institutions that they
supervise. See 15 U.S.C. 78I(i).

3The term “security-based swap agreement” is
defined in section 206(b) of the Gramm-Leach-
Bliley Act (15 U.S.C. 78c note).

2003, insiders must file their change-in-
ownership reports electronically.
Moreover, the SEC, and the OCC in the
case of registered national banks, must
make these filings available to the
public on the Internet not later than the
end of the business day following the
filing. Also, a registered company,
including a registered national bank,
must post its insiders’ change-in-
ownership reports on its Web site, if it
has a Web site, not later than the end
of the business day following the filing.

The SEC’s final rules implementing
these requirements for other public
companies mandate that all beneficial
ownership reports filed under section
16(a), not only the change-in-ownership
reports, must be filed electronically and
posted on a public company’s Web site,
if the company has a Web site, not later
than the end of the business day
following the filing. In addition, the SEC
provides Internet access to all such
filings that are filed with the SEC. The
SEC’s rules were effective for all section
16(a) filings that are made on or after
June 30, 2003.4

The SEC’s final rules also amended 17
CFR 240.16a-3, which applies to
registered national banks through the
OCC’s regulations at 12 CFR 11.2(b)(2).
As amended by the SEC, 17 CFR
240.16a-3 provides that any issuer with
a corporate Web site must post any
section 16(a) report on that Web site by
the end of the business day after the
filing, and the filing must remain
accessible on the Web site for at least 12
months. These same requirements apply
to registered national banks.

On September 22, 2003, the OCC
published and requested comment on
an interim rule amending 12 CFR part
11 (see 68 FR 54981). In the interim
rule, we imposed requirements similar
to those adopted by the SEC and
required that all section 16(a) reports
must be filed electronically by the
required due dates. To provide for the
electronic filing of insiders’ reports
under section 16(a) of the Exchange Act,
the Federal Deposit Insurance
Corporation, the Board of Governors of
the Federal Reserve System, and the
OCC created an electronic filing system
utilizing the FDICconnect secure Web
platform. This filing system became
operational on July 30, 2003.

In order to assure that this new
system was operating effectively, we did

4 See 68 FR 25788 (May 13, 2003).



46404

Federal Register/Vol. 70, No. 153/ Wednesday, August 10, 2005/Rules and Regulations

not require compliance with the
electronic filing and Web site posting
requirements until January 1, 2004. We
advised that, before January 1, 2004, to
the extent practicable, registered
national banks should post the section
16(a) filings on their Web sites and their
insiders should file their section 16(a)
reports electronically.

Description of Comments and Final
Rule

The comment period on the interim
rule ended November 21, 2003, and no
comments were received. Moreover,
while a very few banks may have had
some minor problems connecting to or
filing reports on FDICconnect in the
past, no further problems have been
reported. Thus, the OCC is adopting the
interim rule as a final rule with no
substantive modifications.

Accordingly, the final rule revises 12
CFR 11.3(a), which relates to filing
requirements and the inspection of
documents filed with the OCC pursuant
to the Exchange Act. The rule contains
anew §11.3(a)(2), which provides that
statements that are required to be filed
electronically pursuant to section 16(a)
of the Exchange Act shall be filed
electronically. New § 11.3(a)(4) clarifies
that the electronic filing and Web site
posting requirements are mandatory for
section 16(a) statements that are
required to be filed on or after January
1, 2004.

The final rule also adds a new
§ 11.3(a)(3)(ii) which provides that an
electronic filing pursuant to section
16(a) of the Exchange Act submitted by
direct transmission on or before 10 p.m.
Eastern Standard Time or Eastern
Daylight Savings Time, whichever is
currently in effect, shall be deemed filed
on the same business day. This aspect
of the final rule is consistent with the
SEC’s rules applicable to electronic
filings that apply to other registered
companies. See 17 CFR 232.13(a)(4).

The OCC’s current rule at §11.2(b)(2)
references the requirements in the SEC’s
rules that a public company that has a
Web site must post any filings on Forms
3, 4, or 5— the forms for filing beneficial
ownership reports under section 16(a) of
the Exchange Act—by the end of the
business day after the filing and
continue to make that form accessible
on its Web site for at least 12 months.
See 17 CFR 240.16a-3. Under the OCC’s
current rules, a registered national bank
is required to post these filings on its
Web site, if it has one, in accordance
with 17 CFR 240.16a-3.

The OCC has adopted the interim rule
with one technical modification
concerning the authority citation. The
interim rule contained a change to the

authority citation for part 11 that is no
longer necessary. The OCC made this
change already in a final rule amending
12 CFR parts 11 and 16, “Reporting and
Disclosure Requirements for National
Banks With Securities Registered Under
the Securities Exchange Act of 1934;
Securities Offering Disclosure Rules,”.
See 68 FR 68489 (Dec. 9, 2003).

Regulatory Analysis
Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1995, the OCC may not
conduct or sponsor, and a respondent is
not required to respond to, an
information collection unless it displays
a currently valid Office of Management
and Budget (OMB) control number. The
collections of information requirements
in 12 CFR part 11, including the
requirements in this final rule, have
been submitted to and approved by
OMB under OMB Control Number
1557-0106.

Regulatory Flexibility Act

Pursuant to section 605(b) of the
Regulatory Flexibility Act, 5 U.S.C.
605(b) (RFA), the regulatory flexibility
analysis otherwise required under
section 604 of the RFA is not required
if the agency certifies that the rule will
not have a significant economic impact
on a substantial number of small entities
and publishes its certification and a
short, explanatory statement in the
Federal Register along with its rule. As
of December 31, 2002, there were
approximately 25 registered national
banks subject to the amendments to part
11. As of the same date, only 15 of these
institutions have assets of less than $100
million and are considered small
entities for purposes of the RFA. See 5
U.S.C. 601; 13 CFR 121.201.

Based on the relatively small number
of national banks affected by the final
rule and the fact that the requirements
will not materially change the operating
environment for those banks, the OCC
hereby certifies that this rulemaking
will not have a significant economic
impact on a substantial number of small
entities. Accordingly, a regulatory
flexibility analysis is not needed.

Unfunded Mandates Reform Act of
1995

Section 202 of the Unfunded
Mandates Reform Act of 1995, Pub. L.
104—04 (Unfunded Mandates Act)
requires that an agency prepare a
budgetary impact statement before
promulgating a rule that includes a
Federal mandate that may result in
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more

in any one year. If a budgetary impact
statement is required, section 205 of the
Unfunded Mandates Act also requires
an agency to identify and consider a
reasonable number of regulatory
alternatives before promulgating a rule.
The OCC has determined that the final
rule will not result in expenditures by
State, local, or tribal governments or by
the private sector of $100 million or
more. Accordingly, the OCC has not
prepared a budgetary impact statement
or specifically addressed the regulatory
alternatives considered.

Executive Order 12866

The OCC has determined that this
final rule does not constitute a
“significant regulatory action” for the
purposes of Executive Order 12866.

List of Subjects in 12 CFR Part 11

Confidential business information,
National banks, Reporting and
recordkeeping requirements, Securities.

PART 11—SECURITIES EXCHANGE
ACT DISCLOSURE RULES

m 1. The authority citation for part 11
continues to read as follows:

Authority: 12 U.S.C. 93a; 15 U.S.C. 78I,
78m, 78n, 78p, 78w, 7241, 7242, 7243, 7244,
7261, 7262, 7264 and 7265.

m 2.In § 11.3, paragraph (a) is revised to
read as follows:

§11.3 Filing requirements and inspection
of documents.

(a) Filing requirements. (1) General.
Except as otherwise provided in this
section, all papers required to be filed
with the OCC pursuant to the 1934 Act
or regulations thereunder shall be
submitted in quadruplicate to the
Securities and Corporate Practices
Division, Office of the Comptroller of
the Currency, 250 E Street, SW.,
Washington, DC 20219. Material may be
filed by delivery to the OCC through the
mail, by fax (202-874-5279), or
otherwise.

(2) Statements filed pursuant to
section 16(a) of the 1934 Act.
Statements required under section 16(a)
of the 1934 Act shall be filed
electronically, as directed by the OCC.

(3) Date of filing. (i) General. The date
on which papers are actually received
by the OCC shall be the date of filing,
if the person or bank filing the papers
has complied with all applicable
requirements.

(ii) Electronic filings. An electronic
filing of a statement required under
section 16(a) of the 1934 Act that is
submitted by direct transmission on or
before 10 p.m. Eastern Standard Time or
Eastern Daylight Savings Time,
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whichever is currently in effect, shall be
deemed filed on the same business day.
(4) Mandatory compliance date.

Compliance with paragraph (a)(2) of this
section and any applicable requirements
that such statements must be posted on
a registered national bank’s Web site are
mandatory for statements required to be
filed on or after January 1, 2004.

* * * * *

Dated: August 3, 2005.
Julie L. Williams,
Acting Comptroller of the Currency.
[FR Doc. 05-15750 Filed 8—9-05; 8:45 am]
BILLING CODE 4810-33-P

DEPARTMENT OF DEFENSE
Department of the Air Force
32 CFR Part 806b

Air Force Instruction 33-332; Privacy
Act of 1974; Implementation

AGENCY: Department of the Air Force.
ACTION: Final rule.

SUMMARY: The Department of the Air
Force is deleting an exemption rule for
the system of records F031 DOD A,
entitled “Joint Personnel Adjudication
System (JPAS)”. The system of records
was transferred to the Defense Security
Service and assigned the identifier V5—
05, entitled “Joint Personnel
Adjudication System (JPAS)”, which
was published in the Federal Register
on July 1, 2005 (70 FR 38120). The
exemption rule for the system of records
also was transferred to the Defense
Security Service and incorporated into
its existing rules at 32 CFR 321.13(h)
which was published in the Federal
Register on July 1, 2005 (70 FR 38009).
The exemption rule for the system of
records is therefore being deleted.
DATES: Effective August 10, 2005.

FOR FURTHER INFORMATION CONTACT: Mrs.
Novella Hill at (703) 588-7855.
SUPPLEMENTARY INFORMATION:

Executive Order 12866, ‘‘Regulatory
Planning and Review”

It has been determined that Privacy
Act rules for the Department of Defense
are not significant rules. The rules do
not (1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy; a sector of the economy;
productivity; competition; jobs; the
environment; public health or safety; or
State, local, or tribal governments or
communities; (2) Create a serious
inconsistency or otherwise interfere
with an action taken or planned by

another Agency; (3) Materially alter the
budgetary impact of entitlements,
grants, user fees, or loan programs, or
the rights and obligations of recipients
thereof; or (4) Raise novel legal or policy
issues arising out of legal mandates, the
President’s priorities, or the principles
set forth in this Executive order.

Public Law 96-354, “Regulatory
Flexibility Act” (5 U.S.C. Chapter 6)

It has been determined that Privacy
Act rules for the Department of Defense
do not have significant economic impact
on a substantial number of small entities
because they are concerned only with
the administration of Privacy Act
systems of records within the
Department of Defense.

Public Law 96-511, ‘“Paperwork
Reduction Act” (44 U.S.C. Chapter 35)

It has been determined that Privacy
Act rules for the Department of Defense
impose no information requirements
beyond the Department of Defense and
that the information collected within
the Department of Defense is necessary
and consistent with 5 U.S.C. 552a,
known as the Privacy Act of 1974.

Section 202, Public Law 1044,
“Unfunded Mandates Reform Act”

It has been determined that Privacy
Act rulemaking for the Department of
Defense does not involve a Federal
mandate that may result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
and that such rulemaking will not
significantly or uniquely affect small
governments.

Executive Order 13132, “Federalism”

It has been determined that Privacy
Act rules for the Department of Defense
do not have federalism implications.
The rules do 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.

List of Subjects in 32 CFR Part 806b
Privacy.

m Accordingly, 32 CFR 806b is to be

amended to read as follows:

PART 806B—PRIVACY ACT PROGRAM

m 1. The authority citation for 32 CFR

part 806b continues to read as follows:

Authority: Pub. L. 93-579, 88 Stat. 1896 (5
U.S.C. 552a).

Appendix D [Amended]

m 2. In part 806b, paragraph (f)(19) of
Appendix D is removed and reserved as
follows:

Appendix D to Part 806b—General and
Specific Exemptions

* * * * %
(H)(19) [Reserved]
* * * % %

Dated: August 4, 2005.
Jeannette Owings-Ballard,

OSD Federal Register Liaison Officer,
Department of Defense.

[FR Doc. 05-15787 Filed 8—9-05; 8:45 am]
BILLING CODE 5001-06—P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[CGD05-05-073]
RIN 1625-AA08

Special Local Regulations for Marine
Events; Manasquan River, Manasquan
Inlet and Atlantic Ocean, Point
Pleasant Beach to Bay Head, NJ,
Change of Location

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

SUMMARY: On July 15, 2005, the Coast
Guard published a temporary final rule
in the Federal Register establishing
temporary special local regulations for
the “Point Pleasant OPA/N]J Offshore
Grand Prix”, a marine event to be held
on the waters of the Manasquan River,
Manasquan Inlet and Atlantic Ocean
between Point Pleasant Beach and Bay
Head, New Jersey. On July 21, 2005, the
Coast Guard learned that this marine
event was proposed to be conducted at
a different location. This rule changes
the location of the temporary regulated
area. These special local regulations are
necessary to provide for the safety of life
on navigable waters during the event.
This action is intended to restrict vessel
traffic in the regulated area during the
event.

DATES: This rule is effective from 9:30
a.m. on August 12, 2005, to 3:30 p.m. on
August 13, 2005.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket CGD05-05—
073 and are available for inspection or
copying at Commander (oax), Fifth
Coast Guard District, 431 Crawford
Street, Portsmouth, Virginia 23704-
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5004, between 9 a.m. and 2 p.m.,
Monday through Friday, except Federal
holidays.

FOR FURTHER INFORMATION CONTACT:
Chief Petty Officer George Kirk, Marine
Events Coordinator, Commander, Coast
Guard Sector Delaware Bay, at (609)
677-2215.

SUPPLEMENTARY INFORMATION:

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
regulation. Under 5 U.S.C. 553(b)(B) the
Coast Guard finds that good cause exists
for not publishing an NPRM. The new
location of where the powerboat race
was proposed to be conducted was not
known in sufficient time to allow for the
publication of an NPRM followed by
publication of an effective rule before
the event. Delaying this rule would be
contrary to the public interest of
ensuring the safety of life at sea during
this event. The event will begin on
August 12, 2005. Because of the danger
posed by high-speed powerboats racing
in a closed circuit, special local
regulations are necessary to provide for
the safety of event participants,
spectator craft and other vessels
transiting the event area. For the safety
concerns noted, it is in the public
interest to have these regulations in
effect during the event.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date
would be contrary to the public interest,
since immediate action is needed to
ensure the safety of the event
participants, spectator craft and other
vessels transiting the regulated area.
However, advance notifications will be
made to affected users of the river and
adjacent coastal area via marine
information broadcasts and area
newspapers.

Background and Purpose

On August 12, 2005, the Offshore
Performance Association and the New
Jersey Offshore Racing Association will
sponsor the “Point Pleasant OPA/N]J
Offshore Grand Prix”. The event will
consist of approximately 40 offshore
powerboats racing in heats counter-
clockwise around a 5.5 mile racecourse
on the waters of the Atlantic Ocean. A
fleet of spectator vessels is expected to
gather in the Atlantic Ocean near the
event site to view the competition. To
provide for the safety of participants,
spectators and other transiting vessels,
the Coast Guard will temporarily restrict
vessel traffic in the event area during
the races.

Discussion of the Amendment to the
Temporary Final Rule

The Coast Guard is establishing
temporary special local regulations on
specified waters of the Atlantic Ocean.
This amendment to the rule changes the
location of the regulated area to include
all the waters of the Atlantic Ocean
within approximately 1.5 miles of the
shoreline between Normandy Beach and
Seaside Heights, New Jersey. The
temporary special local regulations will
be enforced from 9:30 a.m. until 3:30
p-m. on August 12, 2005. If the races are
postponed due to weather, then the
temporary special local regulations will
be enforced during the same time period
the next day. The effect of the temporary
special local regulations will be to
restrict general navigation in the
regulated area during the races. Except
for persons or vessels authorized by the
Coast Guard Patrol Commander, no
person or vessel may enter or remain in
the regulated area. Non-participating
vessels will be allowed to transit the
regulated area between races, when the
Coast Guard Patrol Commander
determines it is safe to do so. These
regulations are needed to control vessel
traffic during the event to enhance the
safety of participants, spectators and
transiting vessels.

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).

We expect the economic impact of
this temporary final rule to be so
minimal that a full Regulatory
Evaluation under the regulatory policies
and procedures of DHS is unnecessary.

Although this regulation prevents
traffic from transiting a portion of the
Atlantic Ocean during the event, the
effect of this regulation will not be
significant due to the limited duration
that the regulated area will be in effect
and the extensive advance notifications
that will be made to the maritime
community via marine information
broadcasts and area newspapers so
mariners can adjust their plans
accordingly.

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 this area of
the Atlantic Ocean during the event.

This rule will not have a significant
economic impact on a substantial
number of small entities for the
following reasons. This rule will be in
effect for only a short period. The Patrol
Commander will allow non-
participating vessels to transit the event
area between races. Before the
enforcement period, we will issue
maritime advisories so mariners can
adjust their plans accordingly.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Public Law 104—
121), we offered to assist small entities
in understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process. 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
the address listed under ADDRESSES.

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

A rule has implications for federalism
under Executive Order 13132,
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Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will 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 rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
will 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
and direct effect on one or more Indian
tribes, on the relationship between the
Federal Governments 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)(h), of the
Instruction, from further environmental
documentation. Special local
regulations issued in conjunction with a
regatta or marine parade permit are
specifically excluded from further
analysis and documentation under those
sections. Under figure 2—1, paragraph
(34)(h), of the Instruction, an
“Environmental Analysis Check List”
and a “Categorical Exclusion
Determination” are not required for this
rule.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR Part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233, Department of
Homeland Security Delegation No. 0170.1.

m 2. The Coast Guard amends the
temporary final rule published July 15,
2005 (70 FR 40882) entitled, “special
Local Regulations for Marine Events;
Manasquan River, Manasquan Inlet and
Atlantic Ocean, Point Pleasant Beach to
Bay Head, NJ”.

§100.35-T05-073 [Amended]

m 3. In FR rule doc. 05-13962, published
on July 15, 2005 (70 FR 40882), make the
following amendments to §100.35-T05—
073:

m A. On page 40884, in the second
column, revise paragraph (a);

m B. On page 40884, in the third column,
in paragraph (c)(3), line 2, remove the
word “north” and add “outside” in its
place; and

m C. On page 40884, in the third column,
remove paragraph (c)(4) and redesignate
paragraph (c)(5) as (c)(4).

The revision reads as follows:

(a) Regulated area. The regulated area
is established for the waters of the
Atlantic Ocean bounded by a line drawn
from a position along the shoreline near
Normandy Beach, NJ at latitude
40°00’00” N, longitude 074°03'30” W,
thence easterly to latitude 39°59°40” N,
longitude 074°02°00” W, thence
southwesterly to latitude 39°56’35” N,
longitude 074°03’00” W, thence westerly
to a position near the Seaside Heights
Pier at latitude 39°56’35” N, longitude
074°04’15” W, thence northerly along
the shoreline to the point of origin. All
coordinates reference Datum NAD 1983.

Dated: August 1, 2005.
L.L. Hereth,

Rear Admiral, U.S. Coast Guard, Commander,
Fifth Coast Guard District.

[FR Doc. 05-15783 Filed 8—9-05; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[CGD09-05-102]
RIN 1625-AA11

Regulated Navigation Area, Chicago
Sanitary and Ship Canal, Romeoville,
IL

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

SUMMARY: The Coast Guard is extending
the previously established temporary
final rule published in the Federal
Register on January 26, 2005 which
created a regulated navigation area on
the Illinois Waterway near Romeoville,
IL. This temporary regulated navigation
area will place navigational and
operational restrictions on all vessels
transiting through the demonstration
electrical dispersal barrier located on
the Chicago Sanitary and Ship Canal.
This regulated navigation area is
necessary to protect vessels and their
crews from harm as a result of electrical
discharges emitting from the electrical
dispersal barrier as vessels transit over
it.

DATES: This rule is effective from 12
p-m. (local) June 30, 2005 through 12
p.m. (local) December 31, 2005.
Comments and related materials must
reach the Docket Management Facility
on or before December 31, 2005.

ADDRESSES: You may submit comments
identified by Coast Guard docket
number [CGD09-05-102] to the
Commander (m) Ninth Coast Guard
District, 1240 E.9th Street, Room 2069,
Cleveland, OH 44199. The Marine
Safety and Analysis Branch (map) is the
document management facility for this
temporary rule and maintains the public
docket for this rulemaking. Documents
that become a part of this docket are
available for inspection between 8 a.m.
and 4 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have further questions on this rule,
contact CDR K. Phillips, Marine Safety
and Analysis Branch, Cleveland, at
(216) 902—-6045.

SUPPLEMENTARY INFORMATION:

Request for Comments

We encourage you to submit
comments and related materials.
Comments and related materials must
reach the Docket Management Facility
on or before December 31, 2005.

Submitting Comments

If you submit a comment, please
include your name and address, identify
the docket number for this rulemaking
[CGD09-05-102], indicate the specific
section of this document to which each
comment applies, and give the reason
for each comment. You may submit
your comments and material by mail or
delivery to the docket management
facility (see 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 8 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, which may result
in a modification to the rule.

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 (see 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.

Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
rulemaking. Under 5 U.S.C. 553(b)(B),
the Coast Guard finds that good cause
exists for not publishing an NPRM. This
potential hazard to vessels and people
only recently became apparent, and
therefore we were unable to publish an
NPRM followed by a final rule. At this
point, it would be impracticable and
contrary to the public interest to provide
for notice and comment, due to the need
to prevent the risk of electrical hazard
to vessels and their crew/passengers.
During the enforcement of this regulated
navigation area, comments will be
accepted and reviewed and may result
in a modification to the rule.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists to
make this rule effective less than 30
days after publication in the Federal
Register. Delaying this rule would be
impracticable and contrary to the public
interest of ensuring the safety of persons
and vessels, and immediate action is
necessary to prevent possible loss of life
or property.

Background and Purpose

On January 7, 2005, the U.S. Army
Corps of Engineers, in close
coordination with the U. S. Coast Guard,
conducted preliminary safety tests on
the Chicago Sanitary and Ship Canal at
Mile Marker 296.5 in the vicinity of the
demonstration electrical dispersal
barrier located on the canal near
Romeoville, IL. This barrier was
constructed to prevent Asian Carp from
entering Lake Michigan through the
Mlinois River system by generating a
low-voltage electric field across the
canal. The Coast Guard and Army Corps
of Engineers conducted field tests to
ensure the continued safe navigation of

commercial and recreational traffic
across the barrier; however, results
indicated a significant arcing risk and
hazardous electrical discharges as
vessels transited the barrier posing a
significant risk to navigation through
the barrier. To mitigate this risk,
navigational and operational restrictions
will be placed on all vessels transiting
through the vicinity.

On January 26, 2005 this regulated
navigational area was published in the
Federal Register (70 FR 3625) as a
temporary final rule. Testing has
continued since the regulation was first
proposed in January 2005. The testing
on the electrical dispersal barrier is still
being conducted. Preliminary results
indicate that further tests and analysis
are warranted. Therefore, the Coast
Guard is enacting a second RNA and
comment period.

Discussion of Comments and Changes

Five comments have been received so
far with regards to the first RNA. These
have been reviewed, evaluated and
responded to. A summary of each
follows:

We received two comments
concerning the requirement to wear a
Coast Guard approved Type I personal
flotation device (PFD) while in the
demonstration electrical dispersal
barrier. It was suggested that the
wearing of the Type V PFD would be
sufficient. The COTP Chicago has
determined that until subsequent field-
testing determines the waters in this
area do not pose significant risks to
human life, the wearing of the Type I
will be the standard. A Type I PFD is
designed to provide support to the head
so that the face of an unconscious or
exhausted person is held above the
water.

One comment recommended that
visual warnings be posted to alert
towboat pilots well before the
demonstration electrical dispersal
barrier. The Coast Guard is presently
working with the Army Corp of
Engineers to install signs, facing both
directions, that will alert waterway
operators prior to entering the electrical
barrier.

One comment requested that, as the
Corp’s testing provides new
information, that the RNA be reopened
for further comment. The Coast Guard
will not proceed with a permanent final
rule until all testing data has been
gathered, analyzed, and reviewed by all
concerned parties. The rulemaking will
remain open for comment throughout
this process.

One comment requested that the
Coast Guard allow emergency exception
to the requirements that vessels may not
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moor or lay up on the right or left
descending banks, and towboats may
not make or break tows. The Coast
Guard does not find this reasonable.
Test results indicate such activities in
the vicinity of the fish barrier cause
electrical arcing and are inherently
dangerous at all times when the fish
barrier is energized; even in emergency
situations.

A request for a public meeting was
received by one commenter in order to
submit information on the generally
accepted use of Type V PFDs as work
vests for deck crews in the towing
industry, the cost and burden associated
with the requirement for Type I PFDs
for the limited area versus the
equipment required under federal
equipment standards, and the
company’s safety program. The Coast
Guard will take the request for a public
meeting under consideration.

Discussion of Rule

Until this potential hazard to
navigation can be rectified, the Coast
Guard will require vessels transiting the
regulated navigation area to adhere to
specified operational and navigational
requirements. The regulated navigation
area encompasses all waters of the
Chicago Sanitary and Ship Canal from
the north side of the Romeo Highway
Bridge at Mile Marker 296.1 to the aerial
pipeline arch located at Mile Marker
296.7. The requirements placed on
vessels include: All vessels are
prohibited from loitering in the
regulated navigation area. Vessels may
enter this section of the waterway with
the sole purpose of transiting to the
other side, and must maintain headway
throughout the transit. All personnel on
open decks must wear a Coast Guard
approved Type I personal flotation
device while in the regulated navigation
area until subsequent field testing
determines the waters in this area do
not pose significant risk to human life.
Vessels may not moor or lay up on the
right or left descending banks. Towboats
may not make or break tows. Vessels
may not pass (meet or overtake) in the
regulated navigation area and must
make a SECURITE call when
approaching the barrier to announce
intentions and work out passing
arrangements on either side.
Commercial tows transiting the barrier
must be made up with wire rope to
ensure electrical connectivity between
all segments of the tow.

These restrictions are necessary for
safe navigation of the barrier and to
ensure the safety of vessels and their
personnel as well as the public’s safety
due to the electrical discharges noted
during recent safety tests conducted by

the Army Corps of Engineers. Deviation
from this rule is prohibited unless
specifically authorized by the
Commander, Ninth Coast Guard District
or his designated representative.

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. It has not been reviewed by the
Office of Management and Budget under
that Order. It is not “significant”” under
the regulatory policies and procedures
of the Department of Homeland Security
(DHS).

We expect the economic impact of
this rule to be so minimal that a full
Regulatory Evaluation under the
regulatory policies and procedures of
DHS is unnecessary. This determination
is based on the fact that traffic will still
be able to transit through the RNA.

Small Entities

This rule does not require a general
notice of proposed rulemaking and,
therefore, is exempt from the
requirements of the Regulatory
Flexibility Act. Although this rule is
exempt, we have reviewed it for
potential economic impact on small
entities.

We suspect that there may be small
entities affected by this rule but are
unable to provide more definitive
information. The risk, outlined above, is
severe and requires that immediate
action be taken. The Coast Guard will
evaluate as more information becomes
available.

If you think that your business,
organization, or governmental
jurisdiction qualifies as a small entity
and that this rule will have a significant
economic impact on it, please submit a
comment to the Docket Management
Facility at the address under ADDRESSES.
In your comment, explain 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 (Public Law 104—
121), we offered to assist small entities
in understanding the rule so that they
can better evaluate its effects on them
and participate in the rulemaking
process. Small businesses may send
comments on 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

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will 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 rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.
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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 made a preliminary determination
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 we believe this
rule should be categorically excluded,

under figure 2—1, paragraph 34 (g) from
further environmental documentation.
This temporary rule establishes a
regulated navigation area and as such is
covered by this paragraph.

A final “Environmental Analysis
Check List” and a final “Categorical
Exclusion Determination” are available
in the docket where indicated under
ADDRESSES. Comments on this section
will be considered before we make the
final decision on whether the rule
should be categorically excluded from
further environmental review.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and record keeping
requirements, Security measures,
Waterways.

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

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

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

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 50 U.S.C. 191, 195; 33 CFR
1.05-1(g), 6.04-1, 6.04—6, and 160.5; Pub. L.
107—-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T09.102 to read as
follows:

§165.T09.102 Temporary Regulated
Navigation Area between mile markers
296.1 and 296.7 of the Chicago Sanitary and
Ship Canal located near Romeoville, IL.

(a) Location. The following is a
Regulated Navigation Area: All waters
of the Chicago Sanitary and Ship Canal,
Romeoville, IL beginning at the north
side of Romeo Road Bridge Mile Marker
296.1, and ending at the south side of
the Aerial Pipeline Mile Marker 296.7.

(b) Effective period: This rule is
effective from 12 p.m. (local) June 30,
2005 through 12 p.m. (local) December
31, 2005.

(c) Regulations. (1) The general
regulations contained in 33 CFR 165.13
apply.

(2) All vessels are prohibited from
loitering in the regulated navigation
area. Vessels may enter this section of
the waterway with the sole purpose of
transiting to the other side, and must
maintain headway throughout the
transit. All personnel on open decks
must wear a Coast Guard approved Type
I personal flotation device while in the
regulated navigation area until
subsequent field testing determines the
waters in this area do not pose
significant risk to human life. Vessels
may not moor or lay up on the right or

left descending banks. Towboats may
not make or break tows. Vessels may not
pass (meet or overtake) in the regulated
navigation area and must make a
SECURITE call when approaching the
barrier to announce intentions and work
out passing arrangements on either side.
Commercial tows transiting the barrier
must be made up with wire rope to
ensure electrical connectivity between
all segments of the tow.

(3) All persons and vessels shall
comply with this rule and any
additional instructions of the Ninth
Coast Guard District Commander, or his
designated representative.

Dated: June 30, 2005.
R.J. Papp, Jr.,

Rear Admiral, U.S. Coast Guard, Commander,
Ninth Coast Guard District.

[FR Doc. 05-15781 Filed 8—9-05; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP—2005-0156; FRL-7726-9]
Topramezone; Pesticide Tolerances

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

SUMMARY: This regulation establishes
tolerances for residues of topramezone
in or on field corn, pop corn, sweet
corn, kidney, and liver. BASF
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act of 1996
(FQPA).

DATES: This regulation is effective
August 10, 2005. Objections and
requests for hearings must be received
on or before October 11, 2005.
ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2005—
0156. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., 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
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electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION: Joanne I.
Miller, Registration Division (7505C),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW.,Washington,
DC 20460-0001; telephone number:
(703) 305-6224; e-mail address:
miller.joanne@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

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

e Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

¢ Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

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

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

In addition to using EDOCKET (http:/
/www.epa.gov/edocket/), you may

access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines at http://www.epa.gpo/
opptsfrs/home/guidelin.htm/.

II. Background and Statutory Findings

In the Federal Register of June 11,
2003 (68 FR 34950) (FRL-7310—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 3F6568) by BASF
Corporation, P.O. Box 13528, Research
Triangle Park, NC 27709. The petition
requested that 40 CFR 180.612 be
amended by establishing tolerances for
residues of the herbicide topramezone,
[3-(4,5-dihydro-isoxazol-3-yl)-4-
methanesulfonyl-2-methylphenyl)-(5-
hydroxyl-1-methyl-1H-pyrazol-4-
yl)methanone, in or on corn, field,
forage; corn, field, grain; corn, field,
stover; corn, pop, grain; corn, pop,
stover; corn, sweet, forage; corn, sweet,
kernal plus cob with husks removed;
corn, sweet, stover; cattle, kidney; cattle,
liver; goat, kidney; goat, liver; hog,
kidney; hog, liver; horse, kidney; horse,
liver; sheep, kidney; and sheep, liver at
0.05; 0.01; 0.05; 0.01; 0.05; 0.05; 0.01;
0.05; 0.02; 0.70; 0.20; 0.70; 0.20; 0.70;
0.20; 0.70; 0.20; and 0.70 parts per
million (ppm), respectively. That notice
included a summary of the petition
prepared by BASF Corporation, the
registrant. There were no comments
received in response to the notice of
filing.

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....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with 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,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
topramezone on cattle, kidney at 0.05
ppm; cattle, liver at 0.15 ppm; corn,
field, forage at 0.05 ppm; corn, field,
grain at 0.01 ppm; corn, field, stover at
0.05 ppm; corn, pop, grain at 0.01 ppm;
corn, pop, stover at 0.05 ppm; corn,
sweet, forage at 0.05 ppm; corn, sweet,
kernal plus cob with husks removed at
0.01 ppm; corn, sweet, stover at 0.05
ppm; goat, kidney at 0.05 ppm; goat,
liver at 0.15 ppm; horse, kidney at 0.05
ppm; horse, liver at 0.15 ppm; sheep,
kidney at 0.05 ppm; and sheep, liver at
0.15 ppm, respectively.

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. Specific
information on the studies received and
the nature of the toxic effects caused by
topramezone are discussed in Table 1.
of this unit as well as the no observed
adverse effect level (NOAEL) and the
lowest observed adverse effect level
(LOAEL) from the toxicity studies
reviewed .
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Results

870.3100

90-Day oral toxicity--ro-
dents (rat)

NOAEL = 1.1 milligrams/kilogram/day (mg/kg/day) males (M) and 2.1 mg/kg/day fe-
males (F)

LOAEL = 2.1 mg/kg/day for males based on diffuse degeneration in the pancreas
and was not established for females

870.3100

90-Day oral toxicity--ro-
dents (mouse)

NOAEL = 2,289/3,010 mg/kg/day (M/F)
LOAEL = was not established

870.3150

90-Day oral toxicity--non-
rodents (dog)

NOAEL = 535/1,712 mg/kg/day (M/F)

LOAEL = 1,511 mg/kg/day for males based on decreased body-weight gain, im-
paired food efficiency, and inflammation of the urinary bladder and was not estab-
lished for females

870.3200

28-Day dermal toxicity
(rat)

NOAEL = 100/300 mg/kg/day (M/F)
LOAEL = 300 mg/kg/day males based on thyroid follicular cell hypertrophy and
1,000 mg/kg/day females based on thyroid follicular cell hypertrophy

870.3700

Prenatal developmental--
rodents (rat)

Maternal NOAEL = not established

Maternal LOAEL = 100 mg/kg/day based on decreased body-weight gains

Developmental NOAEL = not established

Developmental LOAEL = 100 mg/kg/day based on decreased fetal body weight and
increased incidences of skeletal variation

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = not established

Maternal LOAEL = 0.5 mg/kg/day based on increased serum tyrosine level

Developmental NOAEL = 0.5 mg/kg/day

Developmental LOAEL = 5 mg/kg/day based on alterations in skeletal ossification
sites and increased number of pairs of ribs

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = not established

Maternal LOAEL = 1.5 mg/kg/day based on increased serum tyrosine level

Developmental NOAEL = not established

Developmental LOAEL = 1.5 mg/kg/day based on an increased incidence of absent
kidney and ureter and increased incidences of supernumerary thoracic vertebrae
and supernumerary 13t rib

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = 5.0 mg/kg/day

Maternal LOAEL = was not established

Developmental NOAEL = not established

Developmental LOAEL = 1.5 mg/kg/day for N33 and N17/CFR 1-2 based on in-
creased presence of supernumerary thoracic vertebrae and supernumerary 13th
rib. No effect was observed for N17/CFR 3 at 0.5 mg/kg/day (the only dose test-
ed)

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = 450 mg/kg/day

Maternal LOAEL = not established

Developmental NOAEL = not established

Developmental LOAEL = 5 mg/kg/day based on visceral findings (fluid-filled abdo-
men, pale liver, and dark content of the stomach and intestines) and alterations in
skeletal development (i.e. incomplete ossification of the vertebrae and talus, and
supernumerary thoracic vertebrae and 13t rib)

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = 150 mg/kg/day

Maternal LOAEL = 450 mg/kg/day based on decreased body-weight, body-weight
gains, food consumption, and increased incidences of abortion and lack of defeca-
tion

Developmental NOAEL = not established

Developmental LOAEL = 50 mg/kg/day based on decreased fetal weight and in-
creased incidence of visceral malformations, and skeletal malformations, vari-
ations, and unclassified abnormalities

870.3700

Prenatal developmental--
nonrodents (rabbit)

Maternal NOAEL = 450 mg/kg/day

Maternal LOAEL = not established

Developmental NOAEL = 0.5 mg/kg/day

Developmental LOAEL = 5 mg/kg/day based on increased presence of 27 pre-sacral
vertebrae and increased an incidence of full supernumerary 13th rib
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.3700 Prenatal developmental-- | Maternal NOAEL = 450 mg/kg/day
nonrodents (rabbit) Maternal LOAEL = not established

Developmental NOAEL = not established

Developmental LOAEL = 50 mg/kg/day based on an increased incidence of extra
sternebral ossification sites and supernumerary 13th rib

870.3700 Prenatal developmental-- | Maternal NOAEL = not established
nonrodents (mouse) Maternal LOAEL = 30 mg/kg/day based on increased serum tyrosine level
Developmental NOAEL = 1,000 mg/kg/day
Developmental LOAEL = not established
870.3800 Reproduction and fertility | Parental/Systemic NOAEL = 0.4/0.5 mg/kg/day (M/F)
effects (rat) Parental/Systemic LOAEL = 4.2/4.6 mg/kg/day (M/F) based on decreased body-
weight, body-weight gain in males, increased thyroid and kidney weights of both
sexes, and microscopic findings in eyes, kidney, and thyroid of both sexes

Reproductive NOAEL = 426.8/471.9 mg/kg/day (M/F)

Reproductive LOAEL = not established

Offspring NOAEL = 0.4/0.5 mg/kg/day (M/F)

Offspring LOAEL = 4.2/4.6 mg/kg/day (M/F) based on decreased pup weight and
weight gain in F, male and female pups and increased time to preputial separa-
tion in the F; males

870.4100 Chronic toxicity--rodents NOAEL = 0.4/0.5 mg/kg/day (M/F)
(rat) LOAEL = 3.9/5.3 mg/kg/day (M/F) based on corneal opacity and pannus and chronic
keratitis in both sexes, and thyroid hypertrophy in males
870.4100 Chronic toxicity--dogs NOAEL = 2.9/15.4 (M/F) mg/kg/day

LOAEL = 15.3 mg/kg/day (M) based on increased incidence of thyroid C-cell
hyperplasia and 92 mg/kg/day (F) based on decreased body-weight, body-weight
gain, and food efficiency

870.4200 Carcinogenicity--rats NOAEL = 0.4/0.5 mg/kg/day (M/F)

LOAEL = 3.6/4.7 mg/kg/day (M/F) based on increased incidences of corneal opacity,
decreased body-weight and body-weight gains (males only) and histopathological
evaluations in the thyroids, pancreas, and eyes of both sexes

Neoplastic pathology showed increased incidences of follicular cell adenomas in the
thyroid glands of both sexes

870.4300 Carcinogenicity--mice NOAEL = not established

LOAEL = 19/26 mg/kg/day (M/F) based on decreased body-weight and body-weight
gains in males

No evidence of carcinogenicity

870.5100 Gene mutation No indication of a mutagenic response in any strain at any level up to cytotoxic con-
centrations either with or without S9 activation
870.5100 Gene mutation Based on these considerations, it was concluded that there was confirmed evidence
of a mutagenic response in S. typhimurium TA98 in the nonactivated portion of
both the plate incorporation and preincubation assays. The effect was, however,
observed at high concentrations (> 3,000 pg/plate-plate incorporation and > 2,500
ug/plate-preincubation). It was further concluded that the mutagenic effect was
likely due to impurities in the test article because: 1) The response was seen at
high concentrations including and exceeding the limit dose, 2) bacterial gene mu-
tation assays conducted with other lots of the test material were negative up to
the limit dose (see Master Record Identification (MRID) Nos. 45902225 through
45902227, and 3) the active ingredient (a.i.) used in the current study has the low-
est percentage of purity (95.8% versus 97.7 to 99.3% a.i. for the other lots)
870.5300 In vitro mammalian cell No indication that topramezone induced a mutagenic response, either in the pres-
gene mutation ence of absence of S9 activation
870.5375 In vitro mammalian chro- | Topramezone-induced a clastogenic response in the presence of S9 activation with
mosome aberration significant effects recorded only at an insoluble limit concentration
870.5395 In vivo mouse bone mor- | No evidence that topramezone was clastogenic or aneugenic
row micronucleus
870.5550 Unscheduled DNA syn- No evidence that topramezone-induced UDS, as determined by radioactive tracer

thesis (UDS)

procedures (nuclear silver grain counts) at any concentration tested
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline No. Study Type Results
870.6200 Acute neurotoxicity NOAEL= 2,000 mg/kg/day, no neurotoxicity observed
screening battery (rat)
870.6200 Subchronic neurotoxicity No neurotoxicity observed
(rat) Systemic NOAEL = not established
LOAEL = 4.2/5/0 mg/kg/day (M/F) based on elevated levels of granular casts and
transitional epithelial cells in the urinary sediment of the males, increased
incidences of corneal clouding in females, minimal diffuse degeneration of the
pancreas (both sexes), and slight to moderate flaky colloid in the thyroid of the
males
870.6300 Developmental Maternal NOAEL = not established
neurotoxicity (rat) Maternal LOAEL = 8 mg/kg/day based on corneal opacities
Offspring NOAEL = not established
Offspring LOAEL = 8 mg/kg/day based on decreased auditory startle reflex response
870.7485 Metabolism and phar- Absorption of [14C]-topramezone following a single oral dose was rapid but limited,
macokinetics with the highest plasma concentrations observed at 1 hour (first time point meas-
ured). Oral absorption is estimated to be approximately 20% of the administered
dose. The majority of the dose was recovered within 48 hours in the feces (73—
91% dose) and urine (8—29% dose)

870.7600 Dermal penetration The majority of the applied dose for each group was not absorbed (91.0-98.3%
dose), with the greatest amount of the non-absorbed material being recovered
from the skin wash (90.8-96.0% dose). Absorbed radioactivity was low and ac-
counted for 0.16-2.60% of the dose for all groups for all exposures

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, the dose at which no adverse
effects are observed (the NOAEL) from
the toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect 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. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or
uncertainty factors may be used:
“Traditional uncertainty factors;” the
“special FQPA safety factor;” and the
“default FQPA safety factor.” By the
term ‘““traditional uncertainty factor,”
EPA is referring to those additional
uncertainty factors used prior to FQPA
passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the

additional safety factor for the
protection of infants and children. The
term “‘special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).
For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors
deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RfD by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RfD to
accommodate this type of safety factor.
For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the

LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk). An example of how such a
probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-6), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the
carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” in which carcinogenic
effects are not expected. The point of
departure is typically a NOAEL based
on an endpoint related to cancer effects
though it may be a different value
derived from the dose response curve.
To estimate risk, a ratio of the point of
departure to exposure (MOE ancer = point
of departure/exposures) is calculated.

A summary of the toxicological
endpoints for topramezone used for
human risk assessment is shown in
Table 2. of this unit:
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TOPRAMEZONE FOR USE IN HUMAN RISK
ASSESSMENT

Exposure Scenario

Dose Used in Risk Assess-
ment, Interspecies and
Intraspecies and any Tradi-
tional UF

Special FQPA SF and
Level of Concern for Risk
Assessment

Study and Toxicological Effects

Acute Dietary (Females 13-50
years of age)

NOAEL = 0.5 mg/kg/day
UF =100
Acute RfD = 0.005 mg/kg/day

Special FQPA SF = 1X
aPAD = acute RfD + Spe-
cial FQPA SF = 0.005

mg/kg/day

Developmental Toxicity Study in Rabbits

LOAEL = 5 mg/kg/day based on alterations in
skeletal ossification sites and increased
number of pairs of ribs

Acute Dietary (General popu-
lation including infants and
children)

ard database

An endpoint of concern for the general population attributable to a single dose was not identified in the haz-

Chronic Dietary (All popu-

lations) UF =100

day

NOAEL= 0.4 mg/kg/day

Chronic RfD = 0.004 mg/kg/

Special FQPA SF = 1X

cPAD = chronic RfD +
Special FQPA SF =
0.004 mg/kg/day

Carcinogenicity Study in Rats

LOAEL = 3.6 mg/kg/day based on increased
incidences of corneal opacity, decreased
body-weight and body-weight gains in males
and histopathological evaluations in the thy-
roid, pancreas, and eyes of both sexes

Cancer (oral, dermal, inhala-
tion)

In accordance with the EPA Final Guidelines for Carcinogen Risk Assessment (March 29, 2005), EPA clas-
sified topramezone as “not likely to be carcinogenic to humans at doses that do not alter rat thyroid hor-
mone homeostasis.” EPA determined that quantification of human cancer risk is not required since the
NOAEL (0.4 mg/kg/day) for non-cancer risk assessment is not expected to alter thyroid hormone home-
ostasis nor result in thyroid tumor formation

Topramezone inhibits the 4-
hydroxyphenylpyruvate dioxygenase (4-
HPPD) enzyme in the metabolism of
tyrosine. Inhibition of this enzyme
results in increased serum tyrosine
levels and eventually in adverse effects
in the animal with increased incidences
of corneal opacity, decreased body-
weight, and body-weight gains. The
petitioner conducted eight rabbit studies
to determine the NOAEL for increased
serum tyrosine levels as well as
determine the NOAELSs for systemic
maternal and fetal developmental
toxicity endpoints that are not based on
tyrosine measurements.

There are well established NOAELs
and LOAELs for the standard endpoints
for maternal and developmental toxicity
in rabbits. Currently, it is not known
what level of inhibition of the 4-HPPD
enzyme results in an adverse effect.
Therefore, the observation of enzyme
inhibition in the absence of systemic
toxicity in maternal animals or soft
tissue or skeletal alterations in pups/
offspring are being considered to be a
biomarker of exposure, not an adverse
effect. None of the data in the submitted
studies permit a determination of the
percentage of increased tyrosine levels
that result in detrimental or adverse
effects.

The lowest maternal LOAEL observed
in the numerous rabbit developmental
toxicity studies was 0.5 mg/kg/day. It is
not clear, however, that this value is
actually a LOAEL because it is based on
increased serum tyrosine levels. In this
study it could not be determined what

dose would not induce increased serum
tyrosine levels. In fact, in no study
could a “no effect” level be determined
for increased serum tyrosine levels in
dams. However, a maternal NOAEL of 5
mg/kg/day was observed in another
study based on systemic toxicity; in this
study tyrosine measurements were not
performed. This study has the lowest
maternal NOAEL for systemic toxicity
among the eight rabbit developmental
toxicity studies. Tyrosine levels were
not measured for fetuses in any of the
rabbit developmental studies. There was
a clear developmental toxicity NOAEL
of 0.5 mg/kg/day, based on skeletal
variations observed at 5 mg/kg/day.

The acute RfD for females 13—49 years
of age is based on a NOAEL of 0.5 mg/
kg/day for alterations in skeletal
ossification sites in rabbits. The chronic
RfD is based on the NOAEL of 0.4 mg/
kg/day in the carcinogenicity study in
rats. In this study the LOAEL was based
on increased incidence of corneal
opacities, decrease in body weight gain,
liver, pancreas, and thyroid effects seen
at 3.6 mg/kg/day.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. No tolerances have been
established (40 CFR 180.612) previously
for the residues of topramezone. Risk
assessments were conducted by EPA to
assess dietary exposures from
topramezone 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 one-day or
single exposure.

In conducting the acute dietary risk
assessment EPA used the Dietary
Exposure Evaluation Model software
with the Food Commodity Intake
Database (DEEM-FCID™), which
incorporates food consumption data as
reported by respondents in the United
States Department of Agriculture
(USDA) 1994-1996 and 1998
Nationwide Continuing Surveys of Food
Intake by Individuals (CSFII), and
accumulated exposure to the chemical
for each commodity. The following
assumptions were made for the acute
exposure assessments: For the acute
analyses, tolerance-level residues were
assumed for all food commodities with
proposed topramezone tolerances, and it
was assumed that all of the crops
included in the analysis were treated.
Percent crop treated (PCT) and/or
anticipated residues were not used in
the acute risk assessment.

ii. Chronic exposure. In conducting
the chronic dietary risk assessment EPA
used the Dietary Exposure Evaluation
Model software with the Food
Commodity Intake Database (DEEM-
FCID™), which incorporates food
consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSFII), and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
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the chronic exposure assessments: For
the chronic analyses, tolerance-level
residues were assumed for all food
commodities with current or proposed
topramezone tolerances, and it was
assumed that all of the crops included
in the analysis were treated. PCT and/
or anticipated residues were not used in
the chronic risk assessment.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
topramezone in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
topramezone.

The Agency uses the Generic
Estimated Environmental Concentration
(GENEEC) or the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) to estimate
pesticide concentrations in surface
water and SCI-GROW, which predicts
pesticide concentrations in ground
water. In general, EPA will use GENEEC
(a tier 1 model) before using PRZM/
EXAMS (a tier 2 model) for a screening-
level assessment for surface water. The
GENEEC model is a subset of the PRZM/
EXAMS model that uses a specific high-
end runoff scenario for pesticides.
GENEEC incorporates a farm pond
scenario, while PRZM/EXAMS
incorporate an index reservoir
environment in place of the previous
pond scenario. The PRZM/EXAMS
model includes a percent crop area
factor as an adjustment to account for
the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs), which are the
model estimates of a pesticide’s
concentration in water. EECs derived
from these models are used to quantify
drinking water exposure and risk as a
%R{D or %PAD.

Based on the PRZM/EXAMS and SCI-
GROW models, the EECs of
topramezone for acute exposures are
estimated to be 0.77 parts per billion
(ppb) for surface water and 0.0671 ppb
for ground water. The EECs for chronic
exposures are estimated to be 0.14 ppb
for surface water and 0.0671 ppb for
ground 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).

Topramezone is not registered for use
on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of the 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.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
topramezone and any other substances
and topramezone does not appear to
produce a toxic metabolite produced by
other substances. However, EPA is
aware of other herbicides that inhibit
the 4-HPPD enzyme (i.e. mesotrione and
isoxaflutole). Topramezone, isoxaflutole
and mesotrione are known to cause
tyrosinemia. To ensure that the
potential cumulative effects from these
pesticides are not of concern EPA
examined three factors:

e The extent to which the uses of
these pesticides overlap.

e The exposure assumptions used in
the risk assessments for each of the
pesticides.

e The risk characterization for each
pesticide.

As explained Unit I11.C.4.i.,ii., and iii.,
this analysis suggests both that the
individual risk characterizations for
each pesticide are highly overstated and
that cumulative exposure to these
pesticides, even if they are later
determined to share a common
mechanism, is unlikely to pose a risk of
concern.

i. Pesticide uses. Topramezone,
mesotrione, and isoxaflutole are broad-
spectrum herbicides used to control
grassy and broadleaf weeds in corn (the
mesotrione label does not list grasses on
the label). All three active ingredients

are in the phenylpyrazolyl ketone class
of chemicals and share the same mode
of herbicidal action. They inhibit the 4-
HPPD enzyme and thereby impair
caroteniod biosynthesis in the
chlorophyll synthesis pathway, leading
to the breakdown in chloroplasts.
Therefore no more than one of these
active ingredients would be applied to
the same field in the same growing
season. Topramezone is used post-
emergent, mesotrione is used pre- and
post-emergent, and isoxaflutole is used
pre-plant and pre-emergent. The current
PCT information for field corn indicates
a 5—10% PCT for isoxaflutole and 10—
15% PCT for mesotrione. Sweet corn
PCT is < 2.5 for both chemicals.
Maximum PCT projections for
topramezone on field corn and sweet
corn, made by assuming that it will
surely not overtake the current leader(s)
among herbicides on those crops (i.e.
atrazine), are 68 and 60, respectively.

ii. Exposure assumptions. Highly-
conservative assumptions were used for
the aggregate (food + water) risk
assessments for each individual
assessment. First, it was assumed that
100% of the corn crop was treated with
all three of the pesticides. Second, each
of the exposure assessments assumed all
corn in the diet would have residues
present at the tolerance level. In fact,
residue data indicates that very low
levels of residues were detected in the
grain for all three pesticides.

iii. Risk characterization. Even with
the highly-conservative assumptions,
the individual aggregate risk for each of
the active ingredients is as follows:

e The topramezone chronic dietary
risk estimates (food + water) were < 1%
of the cPAD for the U.S. population and
1.2% of the cPAD for the most highly
exposed population subgroup (children
3-5 years old).

e The mesotrione chronic dietary risk
estimates (food + water) were 15% of
the cPAD for the U.S. population and
45% of the cPAD for the most highly-
exposed population subgroup (all
infants (< 1 year old)).

e The chronic dietary risk estimates
(food + water) for residues of the 4-
HPPD inhibitors (isoxaflutole + RPA
202248) were 18% of the cPAD for the
U.S. population and 40% of the cPAD
for the most highly-exposed population
subgroup (children 3-5 years old).

In fact, even if one were to calculate
the chronic dietary risk for all three
herbicides by combining the individual
exposures and using the most sensitive
endpoint, the risk would not exceed the
level of concern. These pesticides do
not share a common acute adverse
effect.
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Accordingly, because the use patterns,
exposure assumptions, and risk
characterizations for the three pesticides
do not suggest that any potential
cumulative effect would be at a level of
concern, EPA concludes it has
adequately considered the potential
cumulative effects of topramezone and
the pesticides for which it may possibly
share a common mechanism of toxicity.

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 the policy
statements released by EPA’s Office of
Pesticide Programs concerning common
mechanism determinations and
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 of FFDCA
provides that EPA shall apply an
additional tenfold 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 data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Increased sensitivity of the young.
There is a potential of increased
quantitative susceptibility following in
utero and/or pre-/post-natal exposure in
the developmental toxicity and
developmental neurotoxicity studies in
rats because a NOAEL for parental or
offspring systemic toxicity was not
established. However, the current
NOAEL of 0.5 mg/kg/day for an acute
RfD would provide a 200-fold lower
dose based on the most sensitive
endpoint. In a developmental
neurotoxicity (DNT) study in rats,
decreased auditory startle reflex was
seen at the LOAEL of 8 mg/kg/day in the
presence of maternal toxicity manifested
as corneal opacity. Therefore, the

susceptibility in this study could not be
assessed. However, the NOAEL for the
chronic RfD is 0.4 mg/kg/day based on
the most critical tyrosine-mediated
effects which is 20-fold lower than the
LOAEL for the DNT study. There is no
evidence of increased susceptibility
following pre-/post-natal exposure to
rats in the two-generation reproduction
study.

3. Conclusion. There is a complete
toxicity data base for topramezone and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures.
Although there is the potential for
increased quantitative sensitivity in the
young from exposure to topramezone,
the RfDs selected for evaluating the
safety of exposure provide a wide
margin of safety for the effects seen in
the young. Accordingly, the additional
10X factor for the protection of infants
and children is removed.

E. Aggregate Risks and Determination of
Safety

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and drinking water
to topramezone will occupy 1.4 % of the
aPAD for females 13 years and older.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to topramezone from food
and drinking water will utilize 0.6 % of
the cPAD for the U.S. population, 0.9 %
of the cPAD for all infants (< 1 year old),
and 1.2 % of the cPAD for children 3—

5 years old.

Topramezone is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

3. 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, and to infants and children
from aggregate exposure to topramezone
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

A proposed enforcement methodology
(liquid chromatography (LC)/mass
spectrometry (MS)) is available to
enforce the tolerance expression. 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 currently no established
Codex, Canadian, or Mexican maximum
residue limits (MRLs) for topramezone.

V. Conclusion

Therefore, the tolerance is established
for residues of topramezone, [3-(4,5-
dihydro-3-isoxazolyl)-2-methyl-4-
(methylsulfonyl)phenyl](5-hydroxy-1-
methyl-1H-pyrazol-4-yl)methanone, in
or on cattle, kidney at 0.05 ppm; cattle,
liver at 0.15 ppm; corn, field, forage at
0.05 ppm; corn, field, grain at 0.01 ppm;
corn, field, stover at 0.05 ppm; corn,
pop, grain at 0.01 ppm; corn, pop, stover
at 0.05 ppm; corn, sweet, forage at 0.05
ppm; corn, sweet, kernal plus cob with
husks removed at 0.01 ppm; corn,
sweet, stover at 0.05 ppm; goat, kidney
at 0.05 ppm; goat, liver at 0.15 ppm;
horse, kidney at 0.05 ppm; horse, liver
at 0.15 ppm; sheep, kidney at 0.05 ppm;
and sheep, liver at 0.15 ppm,
respectively.

VI. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0156 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 11, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
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grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issue(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0156, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:

There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issue(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
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 rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risk (62 FR 19885, April 23, 1997). This
action does not involve any technical
standards that would require Agency
consideration of voluntary consensus
standards pursuant to section 12(d) of
the National Technology Transfer and
Advancement Act of 1995 (NTTAA),
Public Law 104-113, section 12(d) (15
U.S.C. 272 note). Since 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. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national

government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “‘tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. 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
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copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

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

Dated: July 26, 2005.
James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR part 180 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 180.612 is added to read as
follows:

§180.612 Topramezone; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of the herbicide
topramezone, [3-(4,5-dihydro-3-
isoxazolyl)-2-methyl-4-
(methylsulfonyl)phenyl](5-hydroxy-1-
methyl-1H-pyrazol-4-yl)methanone, in
or on the following raw agricultural
commodities:

: Parts per
Commodity miIIiopn

Cattle, kidney .......ccceveeeeveennenne 0.05
Cattle, liver ......cccovvveeeeeeeiiinee. 0.15
Corn, field, forage ........ccccceeueeee 0.05
Corn, field, grain ........cccoceeeveenne 0.01
Corn, field, stover ........ccceeuee. 0.05
Corn, pop, grain .......cccceeeeveenns 0.01
Corn, pop, stover ........ccccceveeene 0.05
Corn, sweet, forage .................. 0.05
Corn, sweet, kernel plus cob

with husks removed .............. 0.01
Corn, sweet, stover .................. 0.05
Goat, Kidney .......ccccevevvrieennenne 0.05
Goat, liver ....cccceveeecieiceieeecns 0.15
Horse, kidney ........cccoenvrieenns 0.05
Horse, liver ....ccoccveeeveiciiiieenen. 0.15
Sheep, kidney ........cccocevrveeinenne 0.05
Sheep, liver ....ccccoeveniiieeiee 0.15

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 05-15604 Filed 8—9-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2004-0139; FRL-7724-8]

Aminopyralid; Pesticide Tolerance

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

SUMMARY: This regulation establishes
tolerances for free and conjugated
residues of aminopyralid in or on grass
and wheat commodities; and residues of
aminopyralid in or meat; fat and meat
byproducts, excluding kidney; of cattle,
goat, and sheep, and milk. Dow
AgroSciences, LLC requested this
tolerance under the Federal Food, Drug,
and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of
1996 (FQPA).

DATES: This regulation is effective
August 10, 2005. Objections and
requests for hearings must be received
on or before October 11, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under docket
identification (ID) number OPP-2004—
0139. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket/. Although listed
in the index, some information is not
publicly available, i.e., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
JoanneMiller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,

DC 20460-0001; telephone number:
(703) 305—6224; e-mail address:
miller.joanne@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:

¢ Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

e Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

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

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

In addition to using EDOCKET (http:/
/www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available on E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines athttp://www.epa.gpo/
opptsfrs/home/guidelin.htm/.

II. Background and Statutory Findings

In the Federal Register of June 2, 2004
(69 FR 31106—-31110) (FRL-7359-3),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
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346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6827,
incorrectly stated as 7F4851) by Dow
AgroSciences, LLC, 9330 Zionsville Rd.,
Indianapolis, IN 46268. The petition
requested that 40 CFR part 180 be
amended by establishing a tolerance for
combined residues of the herbicide
aminopyralid (XDE-750): 4-amino-3,6-
dichloropyridine-2-carboxylic acid and
its glucose conjugate, expressed as total
parent in or on grass forage at 25 parts
per million (ppm), grass hay at 65 ppm,
wheat forage at 2 ppm, wheat hay at 4
ppm, wheat grain at 0.05 ppm, wheat
straw at 0.5 ppm, wheat bran at 0.1
ppm, wheat middlings at 0.02 ppm,
wheat shorts at 0.05 ppm, wheat flour
at 0.01 ppm, wheat germ at 0.02 ppm,
wheat aspirated grain fractions at 0.5
ppm. Tolerances of the parent,
aminopyralid (free) were also proposed
for milk at 0.02 ppm, cream at 0.02
ppm, edible animal tissues except
kidney at 0.05 ppm, and kidney at 1.0
ppm. That notice included a summary
of the petition prepared by Dow
AgroSciences, LLC, the registrant.

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....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

III. Aggregate Risk Assessment and
Determination of Safety

Consistent with 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,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for free and
conjugated residues; of aminopyralid in
or on grass, forage at 25 ppm; grass, hay
at 50 ppm; aspirated grain fractions at
0.2 ppm; wheat, bran at 0.1 ppm; wheat
, forage at 2.0 ppm; wheat, grain at 0.04
ppm; wheat, hay at 4.0 ppm; wheat,
straw at 0.25 ppm; and for a tolerance
for residues of aminopyralid per se in or
on cattle, fat at 0.02 ppm; cattle, meat
at 0.02 ppm; cattle, meat byproducts,

except kidney at 0.02 ppm; cattle,
kidney at 0.3 ppm; goat, fat at 0.02 ppm;
goat, meat at 0.02 ppm; goat, meat
byproducts, except kidney at 0.02 ppm;
goat, kidney at 0.3 ppm; horse, fat at
0.02 ppm; horse, meat at 0.02 ppm;
horse, meat byproducts, except kidney
at 0.02 ppm; horse, kidney at 0.3 ppm;
sheep, fat at 0.02 ppm; sheep, meat at
0.02 ppm; sheep, meat byproducts,
except kidney at 0.02 ppm;

sheep kidney at 0.3 ppm; and milk at
0.03 ppm. EPA’s assessment of
exposures and risks associatedwith
establishing the tolerance 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 nature of the
toxic effects caused by aminopyralid are
discussed in Table 1 of this unit as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies reviewed.

Studies were performed using
aminopyralid technical acid (XDE-750)
and a formulation (GF-871) consisting of
triisopropanolamine salt of
aminopyralid (XDE-750 TIPA). Doses
(Table 1 and Table 2 of this unit) are
expressed as acid equivalents for all
studies regardless of the material
administered to test animals.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guﬁgllne Study type Results
870.3100 2001 13-Week feeding—rat | NOAEL = 500 milligrams/kilogram/day (mg/kg/day) for males (M) and 1,000 mg/kg/day for
(XDE-750) with 4 week recov- females (F)
ery period LOAEL M = 1,000 mg/kg/day based on hyperplasia of mucosal epithelium of the ileum and
cecum.
F = not determined
870.3100 2004 13-Week feeding—rat NOAEL = 520 mg/kg/day
(GF-871) LOAEL = mg/kg/day: not determined
870.3100 2001 13-Week feeding—mouse | NOAEL = 1,000 mg/kg/day
(XDE-750) LOAEL = mg/kg/day: not determined
870.3200 2002 28-Day dermal—rat Systemic:
(XDE-750) NOAEL = 1,000 mg/kg/day
LOAEL = (mg/kg/day) not determined
Dermal:
NOAEL = M= 100 mg/kg/day
F = 1,000 mg/kg/day
LOAEL = M = 500 mg/kg/day, based on histopathological changes (slight epidermal
hyperplasia
F= not determined
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued

Guideline

No. Study type Results
870.3150 2002 13-Week feeding—dog NOAEL = M = 282 mg/kg/day
(XDE-750) F = 232 mg/kg/day
LOAEL = M = 1,070 mg/kg/day
F = 929 mg/kg/day, based on stomach histopathology (slight diffuse hyperplasia and hyper-
trophy of the mucosal epithelium)
870.3700 2002 Developmental tox—rabbit | Maternal:
(XDE-750) NOAEL = 250 mg/kg/day
LOAEL = 500 mg/kg/day, based on decrease in body weight (GD 7-10), decreased food
consumption, incoordinated gait (23/26), and ulcers and erosions of the stomach.
Developmental:
NOAEL = 500 mg/kg/day
LOAEL = (mg/kg/day) not determined
870.3700 2004 Developmental tox—rabbit | Maternal:
(GF-871) NOAEL = 104 mg/kg/day
LOAEL = 260 mg/kg/day, based on severe inanition and body weight loss, decreased fecal
output, and mild incoordinated gait
Developmental:
NOAEL = 260 mg/kg/day
LOAEL = 520 mg/kg/day, based on decreased fetal body weight.
870.3700 2001 Developmental tox—rat Maternal:
(XDE-750) NOAEL = 1,000 mg/kg/day
LOAEL = (mg/kg/day) not determined
Developmental:
NOAEL = 1,000 mg/kg/day
LOAEL = (mg/kg/day) not determined
870.3700 2004 Developmental tox—rat Maternal:
(GF-871) NOAEL = 520 mg/kg/day
LOAEL = mg/kg/day, not determined
Developmental:
NOAEL = 520 mg/kg/day
LOAEL = (mg/kg/day) not determined
870.3800 2003 2-Generation reproduc- | Parental/Systemic:
tion—rat NOAEL = 1,000 mg/kg/day
(XDE-750) LOAEL = (mg/kg/day) not determined
Reproductive:
NOAEL = 1,000 mg/kg/day
LOAEL = (mg/kg/day) not determined
Offspring:
NOAEL = 1,000 mg/kg/day
LOAEL = (mg/kg/day) not determined.
870.4100 2003 1-Year feeding—dogs NOAEL = M = 99 mg/kg/day
(XDE-750) F = 93 mg/kg/day
LOAEL = M = 967 mg/kg/day
F = 1038 mg/kg/day, based on thickening of stomach mucosa (F), and stomach
histopathology in all animals (slight diffuse hyperplasia and hypertrophy of the mucosa ep-
ithelium, slight lymphoid hyperplasia of the gastric mucosa and very slight/slight chronic
mucosal inflammation).
870.4200 2003 18—Month carcino- | NOAEL = M = 1,000 mg/kg/day
genicity—mice LOAEL = (mg/kg/day) not determined
(XDE-750)
870.4300 2004 2-Year carcinogenicity— | NOAEL = 50 mg/kg/day
rats LOAEL = 500 mg/kg/day based on cecal enlargement, slight mucosal hyperplasia (M) and
(XDE-750) slightly decreased body weights.
870.5100 2004 Bacterial reverse mutation | Negative
assay
(XDE-750)
870.5100 2004 Bacterial reverse mutation | Negative
assay
(GF-871)

XDETIPA
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxICITY—Continued
Guiﬁgline Study type Results
870.5300 2004 In vitro mammalian cell | Negative
gene mutation test
870.5300 2004 In vitro mammalian cell | Negative
gene mutation test
(GF-871)
870.5375 2004 In vitro mammalian cell | XDE induced chromosome aberations, but only at cytotoxic concentrations, the clastogenic
chromosome aberration test response was induced secondary to toxicity.
(XDE-750)
870.5375 2004 In vitro Mammalian cell | Negative
chromosome aberration test
(GF-871)
870.5395 2002 Mammalian erythrocyte | Negative
micronucleus test (XDE-750)
870.5395 2004 Mammalian erythrocyte | Negative
micronucleus test (GF-871)
870.6200 Acute neurotoxicity screening | NOAEL = 1,000 mg/kg/day
battery LOAEL = 2,000 mg/kg/day based on fecal soiling in M and urine soiling in F.
(XDE-750)
870.6200 Chronic neurotoxicity—rat (XDE- | NOAEL = 1,000 mg/kg/day
750) LOAEL = (mg/kg/day) not determined.
870.7485 2004 Metabolism and phar- | Recovery after 168 hrs: 96% in low dose (urine-50%, feces— 43%, tissues—0.1%, cage
macokinetics—rat wash—-3%), 95% in high dose (urine—41%, feces—43%, tissues—1%, caged wash— 10%),
(XDE-750) and 95% in the repeated low dose (urine-59%, feces— 33%, tissues—0.1%, cage wash—
3%). XDE-750 represented >96% of administered dose (AD) in urine and 100% AD in
feces. Three unknown components (>4%) found in urine were also found in dose formula-
tions.
Non-guide- | Triisopropanolamine Salt, Disso- | 14C-XDE-750 and 4C-XDE-750-TIPA, when administered orally to rats, were bioequivalent
line ciation and Metabolism in terms of absorption, distribution, metabolism, and excretion of the amino-dichloro-
Maile Fischer 344—rats picolinate portion of the molecule(s)
(XDE-750)

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect 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. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or UFs
may be used: “Traditional uncertainty
factors;” the “special FQPA safety
factor;” and the “default FQPA safety
factor.” By the term ‘‘traditional

uncertainty factor,” EPA is referring to
those additional UFs used prior to
FQPA passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the
additional safety factor for the
protection of infants and children. The
term ““special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).
For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors

deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RfD by dividing the RfD by such
additional factor. The acute or chronic
population adjusted dose (aPAD or
cPAD) is a modification of the RfD to
accommodate this type of safety factor.
For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of
the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.
The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
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occurrence of additional cancer cases
(e.g., risk). An example of how such a
probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-6), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the

carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” is identified below which
carcinogenic effects are not expected.
The point of departure is typically a
NOAEL based on an endpoint related to
cancer effects though it may be a
different value derived from the dose

response curve. To estimate risk, a ratio
of the point of departure to exposure
(MOE_ancer = point of departure/
exposures) is calculated.

A summary of the toxicological
endpoints for aminopyralid used for
human risk assessment is shown in
Table 2 of this unit:

TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR CHEMICAL FOR USE IN HUMAN RISK ASSESSMENTS

Exposure scenario

Dose used in risk assess-
ment, UF

Special FQPA SF and level
of concern for risk assess-
ment

Study and toxicological effects

Acute dietary
(General population, including
infants and children)

No appropriate toxicological endpoint attrib-
utable to a single exposure was identified in
the available toxicology studies.

Chronic dietary
(All populations)

NOAEL= 50 mg/kg/day
UF= 100
Chronic RfD=0.5 mg/kg/day

cPAD= cRfd/FQPA SF
cPAD= 0.5 mg/kg/day

Chronic toxicity/carcinogenicity study

LOAEL= 500mg/kg/daybased on cecal enlarge-
ment, slight mucosal hyperplasia in males and
slightly decreased body weights.

Incidental oral
Short-term (1-30 days)

NOAEL= 104 mg /kg/day

Residential LOC for MOE =
100

Occupational LOC for MOE
=100

Developmental rabbit study (GF-871)

LOAEL=260 mg/kg/daybased on severe inani-
tion (exhaustion due to lack of food) and body
weight loss, decreased fecal output, and mild
incoordinated gait.

Incidental oral
Intermediate-term (1-6 months)

NOAEL = 104 mg /kg/day

Residential LOC for MOE =
100

Occupational LOC for MOE
=100

Developmental rabbit study (GF-871)

LOAEL=260 mg/kg/day based on severe inani-
tion (exhaustion due to lack of food) and body
weight loss, decreased fecal output, and mild
incoordinated gait.

Dermal N/A N/A No endpoint identified for this group.
Short-term (1-30 days) No absorption study available.
No systemic toxicity seen at the limit dose
(1,000 mg/kg/day) in the 28-day dermal tox-
icity study in rats.
Dermal N/A N/A No endpoint identified for this group.
Intermediate-term (1-6 months) No absorption study available.
No systemic toxicity seen at the limit dose
(1,000 mg/kg/day) in the 28-day dermal tox-
icity study in rats.
Dermal N/A N/A No endpoint identified for this group.

Long-term (> 6 months)

No absorption study available.

No systemic toxicity seen at the limit dose
(1,000 mg/kg/day) in the 28—day dermal tox-
icity study in rats.

Inhalation
Short-term (1-30 days)

NOAEL = 104 mg /kg/day

Residential LOC for MOE =
100

Occupational LOC for MOE
=100

Developmental rabbit study (GF-871)

LOAEL = 260 mg/kg/day based on severe inani-
tion (loss of vitality due to lack of food) and
body weight loss, decreased fecal output, and
mild incoordinated gait.

Inhalation
Intermediate-term (1-6 months)

NOAEL = 104 mg /kg/day

Residential LOC for MOE =
100

Occupational LOC for MOE
=100

Developmental rabbit study (GF-871)

LOAEL=260 mg/kg/day based on severe inani-
tion (loss of vitality due to lack of food) and
body weight loss, decreased fecal output, and
mild incoordinated gait.

Inhalation
Long-term (> 6 months)

N/A

N/A

N/A

Cancer
(Oral, dermal, inhalation)

Classification: There was no treatment related increase in tumor incidence when compared to control. This
chemical is not likely to be a carcinogen.

LOAEL = lowest observed adverse effect level, PAD = population adjusted dose (a = acute, ¢ = chronic) RfD = reference dose, MOE = mar-
gin of exposure, LOC = level of concern, N/A = Not Applicable
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C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Currently, no tolerances have
been established for the residues of
aminopyralid, in or on any raw
agricultural commodity. Risk
assessments were conducted by EPA to
assess dietary exposures from
aminopyralid in food as follows:

i. Acute exposure. Acute dietary 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. An endpoint of
concern attributable to a single dose of
aminopyralid was not identified.
Therefore, an acute dietary exposure
assessment was not conducted.

ii. Chronic exposure. In conducting
the chronic dietary risk assessment EPA
used the Lifeline™ Model Version 2.0
software which incorporates food
consumption data as reported by
respondents in the USDA 1994-1996
and 1998 Nationwide Continuing
Surveys of Food Intake by Individuals
(CSF1I), and accumulated exposure to
the chemical for each commodity. The
following assumptions were made for
the chronic exposure assessments. This
risk assessment assumed that 100%
crop treated for all food and feed
commodities and tolerance level
residues.

The dietary exposure was based on
residues of aminopyralid in or on grass
and wheat commodities treated with
formulations of its
triisopropanolammonium (TIPA) salt
and potential drinking water exposure.
Total dietary exposures for the U.S.
population and all subpopulations were
less than 0.0013 mg/kg/day.

iii. Cancer. Aminopyralid is classified
as ‘“not likely to be carcinogenic to
humans” based on the lack of evidence
for carcinogenicity in mice and rats.
Therefore, a quantitative cancer
exposure assessment was not
conducted.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of 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 chemicals that have
been measured in food. If EPA relies on
such information, EPA must pursuant to
section 408(f)(1) of 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. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it

deems appropriate. For the present
action, EPA did not rely on anticipated
residues or PCT information.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
analysis and risk assessment for
aminopyralid in drinking water.
Because the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
aminopyralid.

The Agency uses the Generic
Estimated Environmental Concentration
(GENEEQC) or the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) to estimate
pesticide concentrations in surface
water and the Screening Concentration
in Ground Water Modeling System (SCI-
GROW), which predicts pesticide
concentrations in ground water. In
general, EPA will use GENEEC (a tier 1
model) before using PRZM/EXAMS (a
tier 2 model) for a screening-level
assessment for surface water. The
GENEEC model is a subset of the PRZM/
EXAMS model that uses a specific high-
end runoff scenario for pesticides.
GENEEC incorporates a farm pond
scenario, while PRZM/EXAMS
incorporate an index reservoir
environment in place of the previous
pond scenario. The PRZM/EXAMS
model includes a percent crop area
factor as an adjustment to account for
the maximum percent crop coverage
within a watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Aminopyralid is relatively persistent
in the environment at relevant pH'’s and
temperatures. It is rapidly
photodegraded in water under favorable
light conditions. Laboratory studies
found a half-life of 0.6 day. In addition
to carbon dioxide, there were two major
degradates, oxamic acid and malonamic
acid, other degradates were at least four
different 2 and 3 carbon acid amides.
Photodegradation is expected to be a
significant route of dissipation for
aminopyralid in the environment in
clear shallow surface water.
Aminopyralid photogradades

moderately slowly on soil, with half-life
of 72.2 days in one study.

Aminopyralid is mobile in soils and
generally is not expected to bind to
aquatic sediments. Based on
resultsreported in terrestrial field
dissipation studies, aminopyralid
appears to be non-persistent in the field.
No majordegradates were identified.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency
estimated environmental concentrations
(EECs), which are the model estimates
of a pesticide’s concentration in water.
Estimated drinking water concentration
(EDWC) derived from these models are
used to quantify drinking water
exposure and risk as a %RfD or %PAD.

Based on the PRZM/EXAMS model,
the EECs of aminopyralid for chronic
exposures are estimated to be 1.937
parts per billion (ppb) for surface water
and 0.630 ppb for ground water. The
chronic estimated water concentrations
derived from surface water modeling
results were significantly higher than
the modeled ground water
concentrations, and therefore protective
of potential exposures via ground water
sources of drinking water when
incorporated into aggregate exposure
estimates. The aminopyralid EEC’s were
incorporated into LifeLine™ Model
Version 2.0 to determine aggregate
pesticide exposures from pesticide
residues in the diet.

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).Aminopyralid has no pending
applications to register any use on
residential sites; however, use of
aminopyralid is requested on
campgrounds and other natural
recreation areas. Such use could result
in post-application incidental oral
exposures for infants and children.

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.”

Aminopyralid is a pyridinecarboxylic
acids as are the pesticides picloram and
clopyralid. Although these pesticides
share a common herbicidal mode-of-
action (auxinic growth regulation), this
auxinic growth process in plants is not
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present in mammals. No common mode
of mammalian toxicity has been
identified for auxinic herbicides. An
evaluation of the mammalian toxicology
databases of all three active ingredients
for target organ toxicities indicates that
there is no evidence that the same toxic
effect occurs in or at the same organ or
tissue by essentially the same sequence
of major biochemical events.

For the purposes of this tolerance
action, therefore, EPA has not assumed
that aminopyralid has 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 the policy statements released by
EPA’s Office of Pesticide Programs
concerning common mechanism
determinations and 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 of FFDCA
provides that EPA shall apply an
additional tenfold margin of safety for
infants and children in the case of
threshold effects to account for pre-natal
and post-natal 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. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using UFs (safety) in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Pre-natal and post-natal sensitivity.
There is no evidence of increased
qualitative or quantitative susceptibility
of the fetuses in the rat or rabbit
developmental toxicity studies (XDE-
750 and GF-871) or in a 2-generation
reproduction study (rat) after exposure
to aminopyralid. The toxicology
database is complete with respect to
pre- and post-natal toxicity. Therefore,
EPA has no residual uncertainty
regarding this finding.

In an acute neurotoxicity study in rats
with XDE-750, there were no treatment-

related effects on the Functional
Observational Battery (FOB), motor
activity, or neuropathological
observations. Clinical observations of
rats in the 2,000 mg/kg/day group
revealed a higher incidence of fecal
soiling in males and urine soiling in
females compared to the controls.
However, these effects were transient
(most resolving within 3—4 days of
treatment) and without gross or
neuropathologic changes. In addition, a
chronic neurotoxicity study in rats did
not demonstrate effects that would
suggest neurotoxicity. In developmental
toxicity studies in rabbits with
aminopyralid (XDE-750 and GF-871)
incoordinated gait was observed in
males and females in the mid- and high-
dose groups. However this finding was
transient, with complete reversal within
2 hours post-dosing. Incoordinated gait
was not observed in any of the other
toxicity studies reviewed. A
developmental neurotoxicity study
(DNT) is not recommended based on
these studies.

3. Conclusion. There is a complete
toxicity database for aminopyralid and
exposure data are complete or are
estimated based on data that reasonably
accounts for potential exposures.The
FQPA SF was reduced to 1X, based
upon the following: As mentioned
above, there is no quantitative or
qualitative evidence of increased
susceptibility of rat and rabbit fetuses to
in utero exposure to aminopyralid in
developmental toxicity studies. There is
no quantitative or qualitative evidence
of increased susceptibility to
aminopyralid following pre-/post-natal
exposure in a 2-generation reproduction
study. In addition, there is no concern
for developmental neurotoxicity
resulting from exposure to
aminopyralid, and a developmental
neurotoxicity study is not required.
Furthermore, the chronic dietary food
exposure assessment assumes 100%
crops treated for all commodities. The
dietary drinking water assessment
utilizes water concentration values
generated by model and associated
modeling parameters which are
designed to provide conservative, health
protective, high-end estimates of water
concentrations which will not likely be
exceeded. Finally, for the proposed uses
for aminopyralid which result in
recreational exposure; default
assumptions, that result in high-end
estimates of exposure, were used.

E. Aggregate Risks and Determination of
Safety

The Agency currently has two ways to
estimate total aggregate exposure to a
pesticide from food, drinking water, and

residential uses. First, a screening
assessment can be used, in which the
Agency calculates drinking water levels
of comparison (DWLOCs) which are
used as a point of comparison against
EECs. The DWLOC values are not
regulatory standards for drinking water,
but are theoretical upper limits on a
pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food and residential
uses. In calculating a DWLOC, the
Agency determines how much of the
acceptable exposure (i.e., the PAD) is
available for exposure through drinking
water [e.g., allowable chronic water
exposure (mg/kg/day) = cPAD - (average
food + residential exposure)]. This
allowable exposure through drinking
water is used to calculate a DWLOC.

A DWLOC will vary depending on the
toxic endpoint, drinking water
consumption, and body weights. Default
body weights and consumption values
as used by the EPA’s Office of Water are
used to calculate DWLOCs: 2 liter (L)/
70 kg (adult male), 2L/60 kg (adult
female), and 1L/10 kg (child). Different
populations will have different
DWLOCs. Generally, a DWLOC is
calculated for each type of risk
assessment used: Acute, short-term,
intermediate-term, chronic, and cancer.

When EECs for surface water and
ground water are less than the
calculated DWLOCs, OPP concludes
with reasonable certainty that exposures
to the pesticide in drinking water (when
considered along with other sources of
exposure for which OPP has reliable
data) would not result in unacceptable
levels of aggregate human health risk at
this time. Because OPP considers the
aggregate risk resulting from multiple
exposure pathways associated with a
pesticide’s uses, levels of comparison in
drinking water may vary as those uses
change. When new uses are added OPP
reassesses the potential impacts of
residues of the pesticide in drinking
water as a part of the aggregate risk
assessment process.

More recently the Agency has used
another approach to estimate aggregate
exposure through food, residential and
drinking water pathways. In this
approach, modeled surface and ground
water EECs are directly incorporated
into the dietary exposure analysis, along
with food. This provides a more realistic
estimate of exposure because actual
body weights and water consumption
from the CSFII are used. The combined
food and water exposures are then
added to estimated exposure from
residential sources to calculate aggregate
risks. The resulting exposure and risk
estimates are still considered to be high
end, due to the assumptions used in
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developing drinking water modeling
inputs.

1. Acute risk. An endpoint of concern
attributable to a single dose was not
identified. Therefore, no acute risk is
expected.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to aminopyralid from food
plus drinking water will utilize <1% of
the cPAD for the U.S. population, <1%
of the cPAD for children 1-2 years old
, and <1% of the cPAD for children 6—
12 years old. There are no residential
uses for aminopyralid that result in
chronic residential exposure to
aminopyralid.

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

Although there will not be any
residential uses for aminopyralid, Dow
AgroSciences, LLC has pending
applications for use-sites: Campgrounds
and recreational areas. EPA has
completed short-term risk assessment
for these use-sites. The risk assessment
was for the potential post-application
exposure of infants and children, based
on hand-to-mouth transfer of residues
and ingestion of aminopyralid-
contaminated grass and soil. Post-
application inhalation exposure is not

expected to occur. For the risk
assessment of these incidental
exposures, the NOAEL of 104 mg/kg/
day found in the rabbit development
study, was used. The combined
exposures from food and drinking water
and these incidental exposures were
used to estimate short-term aggregate
risk for infants and children. The Table
3 of this unit gives the EPA’s short-term
exposure and risk estimates for
aminopyralid, resulting from potential
exposures from food, drinking water
and the recreational uses of
aminopyralid.

TABLE 3.—SHORT-TERM AGGREGATE EXPOSURE AND RISK ESTIMATES FOR AMINOPYRALID

: . Exposure, mg/kg/day
Popule:gan sub NOI(A%_E,1 mg/ Aggregate MOE
group giaay Dietary Total non-dietary Total aggregate

All infants (< 1 104 0.00052 0.0021 0.00262 40,000

year)
Children 1-2 years | 104 0.00120 0.0021 0.00330 32,000
Children 3-5 years | 104 0.00088 0.0021 0.00298 35,000
Children 6-12 104 0.00052 0.0021 0.00262 40,000

years

The EPA acknowledges that the
aggregate exposure and risk estimates
for infants and children are likely
overestimates and the coincidence of
such exposures will not be common.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Aminopyralid has no pending
registration for any sites that would
result in intermediate-term exposure.
While there is potential short-term
exposure from the campgrounds and
recreation area uses, there are no
potential intermediate-term (30-180
days) exposures.

5. Aggregate cancer risk for U.S.
population. Aminopyralid has not been
shown to be carcinogenic. Therefore,
aminopyralid is not expected to pose a
cancer risk.

6. 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, and to infants and children
from aggregate exposure to
aminopyralid residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology,
liquid chromotography and positive ion
electrospray tandem spectrometry with
limits of quantitation of 0.01 ppm, is
available to enforce the tolerance
expression. 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 currently no established
Codex, Canadian, or Mexican maximum
residue limits for aminopyralid.

C. Conditions

Dow AgroScience, LLC must submit
storage stability data for grass forage and
hay reflecting up to approximately 15
months of frozen storage.

D. Public Comments

One comment was received. B.
Sachau objected to the proposed
tolerance because of the amounts of
pesticides already consumed and
carried by the American population.
The commenter also claimed that tests
conducted with animals have absolutely

no validity and are cruel to the
testanimals. EPA has responded to B.
Sachau’s generalized comments on
numerous previous occasions. (See the
Federal Register of January 7, 2005 (70
FR 1349-1354) (FRL-7691—4) and the
Federal Register of October 29, 2004 (69
FR 63083-63096) (FRL-7681-9)).

V. Conclusion

Therefore, the tolerances are
established for residues of
aminopyralid, free and conjugated
residues, in or on aspirated grain
fractions at 0.2 ppm; grass, forage at 25
ppm; grass, hay at 50 ppm; wheat bran
at 0.1 ppm; wheat , forage at 2.0 ppm;
wheat, grain at 0.04 ppm; wheat, hay at
4.0 ppm; wheat, straw at 0.25 ppm; and
tolerances are established for residues of
aminopyralid in or on cattle, fat at 0.02
ppm; cattle, meat at 0.02 ppm; cattle,
meat byproducts, except kidney at 0.02
ppm; cattle, kidney at 0.3 ppm; goat, fat
at 0.02 ppm; goat, meat at 0.02 ppm;
goat, meat byproducts, except kidney at
0.02 ppm; goat, kidney at 0.3 ppm;
horse, fat at 0.02 ppm; horse, meat at
0.02 ppm; horse, meat byproducts,
except kidney at 0.02 ppm; horse,
kidney at 0.3 ppm; milk at 0.03 ppm;
sheep, fat at 0.02 ppm; sheep, meat at
0.02 ppm; sheep, meat byproducts,
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except kidney at 0.02 ppm; and sheep,
kidney at 0.3 ppm.

VI. Objections and Hearing Requests

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

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2004-0139 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 11, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200

Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.

to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2004-0139 to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to: opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
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 rule has

been exempted from review under
Executive Order 12866 due to its lack of
significance, this rule is not subject to
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title I of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
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. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the Executive order to
include regulations that have
“substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.” This final rule
directly regulates growers, food
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processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “‘tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: July 27, 2005.
James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapterIis
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 180.610 is added to subpart
C to read as follows:

§180.610 Aminopyralid; tolerances for
residues.

(a) General. (1) Tolerances are
established for free and conjugated
residues of the herbicide, aminopyralid
(2-pyridine carboxylic acid, 4-amino-
3,6-dichloro-) calculated as
aminopyralid in or on:

Commodity Parts per million
Grass, forage ........ 25
Grass, hay ............ 50
Wheat, bran .......... 0.1
Wheat, forage ....... 2.0
Wheat, grain ......... 0.04
Wheat, hay ........... 4.0
Wheat, straw ......... 0.25
Aspirated grain

fractions ............. 0.2

(2) Tolerances are established for
residues of the herbicide aminopyralid
in or on:

Commodity Parts per million
Cattle, fat .............. 0.02
Cattle, meat 0.02
Cattle, meat by-

products, exclud-

ing kidney .......... 0.02
Cattle, kidney ........ 0.3
Goat, fat ......... 0.02
Goat, meat ............ 0.02
Goat, meat byprod-

ucts, excluding

kidney .......c........ 0.02
Goat, kidney .. 0.3
Horse, fat ....... 0.02
Horse, meat .......... 0.02
Horse, meat by-

products, exclud-

ing kidney .......... 0.02
Horse, kidney ........ 0.3
MilK oo 0.03
Sheep, fat ...... 0.02
Sheep, meat ......... 0.02
Sheep, meat by-

products, exclud-

ing kidney .......... 0.02
Sheep, kidney ....... 0.3

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 05-15523 Filed 8—9-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2005-0141; FRL-7728-1]

2-amino-4,5-dihydro-6-methyl-4-propyl-
s-triazolo(1,5-alpha)pyrimidin-5-one
(PP796); Exemption from the
Requirement of a Tolerance

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

SUMMARY: This regulation amends the
established exemption from the
requirement of a tolerance under 40 CFR
180.1065 for 2-amino-4,5-dihydro-6-
methyl-4-propyl-s-triazolo(1,5-
alpha)pyrimidin-5-one, which is also
known as “PP796”, by increasing the
amount that can be used to not more
than 0.3 percent in formulation of
paraquat dichloride. Syngenta Crop
Protection submitted a pesticide
petition ((PP) 5E6929) requesting this
amendment.

DATES: This regulation is effective
August 10, 2005. Objections and
requests for hearings must be received
on or before October 11, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit III. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP—2005—
0141. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.
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FOR FURTHER INFORMATION CONTACT:
Karen Angulo, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 306—0404; e-mail address:
angulo.karen@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

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

e Crop production (NAICS code 111)

¢ Animal production (NAICS code
112)

¢ Food manufacturing (NAICS code
311)

¢ Pesticide manufacturing (NAICS
code 32532)

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

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

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

II. Background and Statutory Findings

In the Federal Register of June 30,
2005 (70 FR 37847) (FRL-7719-4), EPA
issued a notice pursuant to section
408(d)(3) of the Federal Food Drug and
Cosmetic Act (FFDCA), 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 5E6929)
by Syngenta Crop Protection, P.O Box
18300, Greensboro, NC 27419-8300 for
2-amino-4,5-dihydro-6-methyl-4-propyl-
s-triazolo(1,5-alpha)pyrimidin-5-one,
which is also known as “PP796”. This

notice included a summary of the
petition prepared by the petitioner. The
petition requested that the established
exemption from the requirement of a
tolerance under 40 CFR 180.1065 be
amended by increasing the amount of
PP796 that can be used to not more than
0.3 percent in formulation of paraquat
dichloride. No substantive comments
were received in response to the notice
of filing.

Section 408(c)(2)(A)(i) of the FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “‘safe.”
Section 408(c)(2)(A)(ii) of the 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. Pursuant to
section 408(c)(2)(B), in establishing or
maintaining in effect an exemption from
the requirement of a tolerance, EPA
must take into account the factors set
forth in section 408(b)(2)(C), which
require 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. . . .”” Additionally, section
408(b)(2)(D) of the FFDCA requires that
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.”

The existing tolerance exemption
under 40 CFR 180.1065 allows for the
use of PP796 as an emetic at not more
than 0.1 percent in formulation of
paraquat dichloride. In the Federal
Register Notice (November 12, 1981; 46
FR 55725) that established this
exemption, EPA stated the following in
its Basis for Approval: “This exemption
is justified because the severe health
hazard associated with oral ingestion of
paraquat allows for efforts to advance
any opportunity to reduce retention of
accidentally ingested paraquat
formulations. Also, any possible adverse
effect of PP796 (the inert emetic) is
minimal in comparison to the
irreversible severe consequences of
paraquat ingestion. Based on the above
information, and review of its use, it has
been found that, when used in

accordance with good agricultural
practices, this ingredient is useful and
does not pose a hazard to humans or to
the environment.”

According to EPA’s Reregistration
Eligibility Decision (RED; 1997) for
paraquat dichloride, since 1988 the
manufacturer of paraquat dichloride has
added the emetic PP796 (a substance
that induces vomiting), a stenching
agent, and blue dye in an effort to
prevent accidental and intentional
ingestions from occurring. The RED
stated that ““U.S. Poison Control Center
data show a decline of almost 50
percent when comparing the proportion
of all pesticide exposures due to
paraquat ingestion for the four years
pre- and post 1988.”

According to the RED, paraquat
dichloride is a restricted use herbicide
currently registered to control weeds
and grasses in many agricultural and
non-agricultural areas. The RED states
there are no residential or other non-
occupational uses of paraquat
dichloride, and exposure to paraquat
dichloride in drinking water is not
expected. Therefore, exposure to PP796
from applications of paraquat dichloride
are not expected from residential/non-
occupational and drinking water
sources. A substantial increase in
dietary risk is not anticipated from this
small raise of the allowable percentage
of the emetic PP796 from 0.1 to 0.3 in
formulation of paraquat dichloride.
Therefore, the Agency has determined
that there is a reasonable certainty that
no harm to any population subgroup
will result from aggregate exposure
when considering dietary exposure and
all other non-occupational sources of
pesticide exposure for which there is
reliable information. Also, the health
benefits of including an emetic in
paraquat dichloride formulations as
stated in the 1981 Federal Register
Notice (46 FR 55725) are reaffirmed
here. In addition, the RED states
paraquat dichloride does not pose a
hazard to the environment. This small
increase in the allowable amount of
PP796 is also not expected to pose a
hazard to the environment.

III. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the Food Quality Protection
Act of 1996 (FQPA), any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
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FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d), as was provided in the
old FFDCA sections 408 and 409.
However, the period for filing objections
is now 60 days, rather than 30 days.

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

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0141 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before October 11, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issue(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit IL.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is

described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0141, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. In person or by
courier, bring a copy to the location of
the PIRIB described in ADDRESSES. You
may also send an electronic copy of
your request via e-mail to: opp-
docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issue(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

IV. Statutory and Executive Order
Reviews

This final rule establishes an
exemption from the tolerance
requirement under FFDCA section
408(d) 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 rule has been exempted
from review under Executive Order
12866 due to its lack of significance,
this rule is not subject to Executive
Order 13211, Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use (66
FR 28355, May 22, 2001). This final rule
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates

Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under FFDCA section 408(d), such as
the exemption 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. The Agency hereby
certifies that this rule will not have
significant negative economic impact on
a substantial number of small entities.
In addition, the Agency has determined
that this action will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132,
entitledFederalism(64 FR 43255, August
10, 1999). Executive Order 13132
requires EPA to develop an accountable
process to ensure ‘“meaningful and
timely input by State and local officials
in the development of regulatory
policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.” This
final rule directly regulates growers,
food processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these same reasons, the Agency has
determined that this rule does not have
any ‘“tribal implications” as described
in Executive Order 13175, entitled
Consultation and Coordination with
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Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, requires EPA to develop
an accountable process to ensure
“meaningful and timely input by tribal
officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have ““substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.” This
rule will not have substantial direct
effects on tribal governments, on the
relationship between the Federal
Government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
Government and Indian tribes, as
specified in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

V. Congressional Review Act

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

List of Subjects in 40 CFR Part 180

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

Dated: August 1, 2005.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

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

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.1065 is revised to read
as follows:

§180.1065 2-Amino-4,5-dihydro-6-methyl-
4-propyl-s-triazolo(1,5-alpha)pyrimidin-5-
one; exemption from the requirement of a
tolerance.

The inert ingredient, 2-amino-4,5-
dihydro-6-methyl-4-propyl-s-
triazolo(1,5-alpha)pyrimidin-5-one is
exempted from the requirement of a
tolerance when used as an emetic at not
more than 0.3 percent in formulations of
paraquat dichloride. Further restrictions
on this exemption are that this
ingredient may not be advertised as an
emetic and the paraquat product may
not be promoted in any way because of
the inclusion of this inert ingredient.

[FR Doc. 05-15837 Filed 8—9-05; 8:45 am)|
BILLING CODE 6560-50-S

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

49 CFR Parts 571 and 586
[Docket No. NHTSA-2005-21330]
RIN 2127-AJ64

Federal Motor Vehicle Safety
Standards; Fuel System Integrity

AGENCY: National Highway Traffic
Safety Administration (NHTSA),
Department of Transportation.

ACTION: Final rule; response to petitions
for reconsideration.

SUMMARY: This document responds to a
petition for reconsideration from
DaimlerChrysler Corporation of a final
rule relating to the agency’s upgrade of
rear and side impact tests in Federal
Motor Vehicle Safety Standard No. 301,
Fuel System Integrity. Among other
matters, that final rule provided
manufacturers of vehicles with a gross
vehicle weight rating greater than 2,722
kilograms (6,000 pounds) an additional
year of lead time to certify their vehicles
to the amended side impact
requirements, but did not provide for a
phase-in of those requirements for those
vehicles. On reconsideration, NHTSA is
providing manufacturers of those
vehicles a two year phase-in for the side
impact requirements. Ninety percent of
the vehicles manufactured on or after
September 1, 2005 must meet the
upgraded side impact requirements,
with 100 percent of the vehicles
manufactured on or after September 1,
2006 meeting the requirements.

DATES: Effective date: The amendments
made in this rule are effective August
10, 2005. Petitions for reconsideration
must be received by September 26,
2005, and should refer to this docket

and the notice number of this
document.

ADDRESSES: Petitions for reconsideration
must be sent to: Administrator, National
Highway Traffic Safety Administration,
400 Seventh St., SW., Washington, DC
20590.

FOR FURTHER INFORMATION CONTACT: For
non-legal issues, you may contact Mr.
Tewabe Asebe, Office of
Crashworthiness Standards, by
telephone at (202) 366—2365, or by fax
at (202) 366—7002. For legal issues, you
may contact Ms. Deirdre Fujita, Office of
Chief Counsel, at (202) 366—2992
(telephone), or at (202) 366—3820 (fax).
You may send mail to these officials at
the National Highway Traffic Safety
Administration, 400 Seventh St., SW.,
Washington, DC 20590.

SUPPLEMENTARY INFORMATION:

Background

To provide occupant protection from
exposure to fire that result from fuel
spillage during and after crashes,
Federal Motor Vehicle Safety Standard
(FMVSS) No. 301 (49 CFR 571.301)
specifies performance requirements for
the fuel systems of vehicles with a gross
vehicle weight rating (GVWR) of 4,536
kilograms (kg) or less (10,000 pounds
(Ib) or less). The standard limits the
amount of fuel spillage from vehicles
during and after frontal, rear, and side
impact tests.

a. December 2003 Final Rule

In December 2003, NHTSA upgraded
both the rear impact and lateral (side)
impact test requirements in FMVSS No.
301 to increase safety and provide for
more realistic testing of fuel systems (68
FR 67068, December 1, 2003, Docket
16523). The December 2003 upgrade
established an offset rear impact test
procedure that specifies striking the rear
of the test vehicle at 50 miles per hour
(mph) (80 = 1 kilometers per hour (km/
h)) with a 1,368 kg (3,015 1b) deformable
barrier at a 70 percent overlap with the
test vehicle. The rear impact test
replaced a 30 mph (48 km/h) crash test
that had used a 1,814 kg (4,000 1b) rigid
moving barrier. The upgrade of the
standard’s side impact test requirements
replaced a lateral 20 mph (32 km/h)
crash test with the side impact crash test
specified in FMVSS No. 214, “Side
impact protection.” FMVSS No. 214’s
test specifies that the test vehicle is
impacted at 33 £ 0.6 mph (53 £1 km/

h) with a 1,368 kg (3,015 1b) deformable
barrier.

The final rule provided manufacturers
three years of lead time to meet the
upgraded rear impact test, followed by
a three year phase-in beginning
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September 1, 2006, according to the
percentages of production of 40%, 70%
and 100%. The final rule established a
September 1, 2004 effective date for the
upgraded side impact requirements, and
did not provide for a phase-in of the
requirements. A long lead time and a
phase-in for the side impact
requirements were not deemed
necessary by NHTSA because the
agency believed that few vehicles
(approximately 1%) will have to be
modified to meet FMVSS No. 301 when
tested to the new side impact test.

b. Alliance Petition for Reconsideration

The Alliance of Automobile
Manufacturers, Inc. (Alliance) 1
petitioned for reconsideration of the
December 2003 final rule, requesting: (a)
A one-year extension of the compliance
date for the side impact upgrade for all
vehicles (from September 1, 2004 to
September 1, 2005); and (b) a phase-in
for vehicles greater than 2,722 kg (6,000
Ib) GVWR.2 The Alliance requested the
phase-in to begin September 1, 2005,
with 90% in the first year, and 100% in
the second year. The petitioner stated
that because the moving deformable
barrier side impact test of FMVSS No.
214 does not presently apply to
multipurpose passenger vehicles, trucks
and buses with a GVWR greater than
2,722 kg, manufacturers need more time
than that provided by the final rule to
perform the testing necessary to ensure
that the vehicles can be certified as
meeting the side impact requirements,
even if no modifications were required
to meet the requirements.

In August 2004, NHTSA published a
final rule that responded to the petition
(69 FR 51393, August 19, 2004, Docket
18900). The August 2004 final rule
decided against extending the
September 1, 2004 compliance date for
vehicles with a GVWR less than 2,722
kg (6,000 1b). NHTSA explained that
those vehicles are already subject to the
FMVSS No. 214 side impact test and
there was no indication that there
would be difficulty in certifying these
vehicles to the upgraded fuel system
integrity requirements. On the other
hand, the August 2004 final rule
extended the compliance date a year for
vehicles with a GVWR greater than
2,722 kg (6,000 1b). NHTSA explained
that the vehicles have not previously
been subject to the FMVSS No. 214 side

1The Alliance is a trade association of motor
vehicle manufacturers including BMW group,
DaimlerChrysler, Ford Motor Company, General
Motors, Mazda, Mitsubishi Motors, Porsche, Toyota,
and Volkswagen.

2The agency also received petitions from others,
but only the Alliance petition is discussed here
because of its relevancy to this rulemaking action.

impact test. While the agency continued
to believe that less than one percent of
vehicles required modification to
comply with the side impact upgrade,
an additional year was provided
manufacturers to determine what
changes, if any, need to be made. The
request for a phase-in of the side impact
requirements was not granted.

c. DaimlerChrysler Petition for
Reconsideration

DaimlerChrysler Corporation (“DCC”)
petitioned for reconsideration of the
agency’s decision in the August 2004
final rule not to provide a two-year
phase-in of the FMVSS No. 301 side
impact requirements for vehicles with a
GVWR greater than 2,722 kg (6,000 1b).
In its petition (Document NHTSA—
2004—18900-2), DCC stated that NHTSA
reached its decision on the Alliance
petition when NHTSA ““was not aware
of the burdens that its decision would
impose with regard to the Sprinter van.”
DCC stated:

The Sprinter is a vehicle with a GVWR in
excess of 6,000 1b. As such, it has not been
subject to the FMVSS 214 dynamic side
impact test, and DCC had not tested it to
determine whether it would comply with
dynamic FMVSS 214. When the agency
published the new FMVSS 301 requirements
in December 2003, DCC conducted an
analysis of the current vehicle and concluded
that it would not meet the new FMVSS 301
side impact requirement based on the current
design. [Footnote omitted.]

DCC had not brought its concerns
about the Sprinter van to NHTSA earlier
in the rulemaking proceeding because
DCC had not tested the Sprinter for
compliance with FMVSS No. 214’s side
impact test. DCC submitted information
to NHTSA regarding the modifications
and costs that would be necessary to
modify the vehicle to meet the side
impact requirements.3 DCC stated that
the necessary modifications would be
“complicated and expensive, and would
involve additional tooling, material, and
assembly costs.” The petitioner further
stated:

The magnitude of the fixed costs would be
particularly onerous because they would be
spread across a relatively small number of
vehicles. This is attributable to the fact that
the current version of the Sprinter is
scheduled to cease production in September
2006—one year after vehicles with a GVWR
in excess of 6,000 lb are required under
S6.3(c) to begin complying with the new
FMVSS 301 side impact requirement. Thus,
if FMVSS 301 is not amended as requested
herein, the Sprinter will be subject to the
new FMVSS 301 requirements for only one
year, and the costs of modifying the Sprinter

3 The agency granted confidentiality of the
provided cost data and production information.

to comply with the new FMVSS 301
requirements would be spread out over only
one year’s production. * * *

In light of the exorbitant costs that the final
rule would necessitate for the production of
the current Sprinter during its remaining
production life, DCC respectfully requests
that the agency reconsider the final rule and
amend S6.3(c) to provide a two-year phase-
in with an implementation schedule of 90%
by September 1, 2005 and 100% by
September 1, 2006.

Discussion

DCC has provided cost and
production information regarding a
specific vehicle that DCC is
discontinuing in 2006. The Sprinter was
heretofore excluded from the FMVSS
No. 214 dynamic crash test; information
about its inability to meet the new fuel
leakage requirement when tested
laterally was not previously available.

In issuing the final rule on the FMVSS
No. 301 upgrade, NHTSA did not
believe that modifications will involve
structural changes. The agency stated:
“Since most vehicles readily pass the
fuel leakage requirements using the
Standard No. 214 side impact test, we
do not believe modifications will be
required which are not minor.” (68 FR
67079.) The cost data provided by the
petitioner indicate that the Sprinter will
require more substantial modifications
than those envisioned by the agency.
Instituting a two-year, 90%-100%
phase-in provides a reasonable period of
time for manufacturers to adjust to the
burdens of the upgrade and reduce the
costs of the rulemaking. While NHTSA
believed that the adopted FMVSS No.
214 test was somewhat stricter than the
existing lateral impact test of FMVSS
No. 301, NHTSA could not quantify the
benefits of adopting the FMVSS No. 214
test. Accordingly, the agency does not
believe that there will be any
quantifiable loss of benefits associated
with phasing in the side impact
requirement over two years, particularly
if 90% of the vehicles in question
(GVWR greater than 2,722 kg) must
comply in the first year.

For the aforementioned reasons,
NHTSA is providing manufacturers of
multipurpose passenger vehicles, trucks
and buses with a GVWR greater than
2,722 kg (6,000 lb) an additional year,
for a few model lines, to assess whether
the vehicles meet the side impact
requirements and to make necessary
changes to meet the requirements.
Ninety (90) percent of the vehicles they
manufacture on or after September 1,
2005 and before September 1, 2006 must
be certified as meeting the upgraded
side impact fuel system integrity
requirements. One hundred (100)
percent of the vehicles manufactured on
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or after September 1, 2006 must be
certified as meeting the requirements.
These phase-in requirements are set
forth in S6.3(c) of FMVSS No. 301, as
revised. Reporting and recordkeeping
requirements implementing the phase-
in are also added to Part 586.

Effective Date

The amendments are effective upon
publication in the Federal Register. An
effective date less than 180 days after
date of publication of this rule is in the
public interest because these
amendments affect an upcoming
September 1, 2005 compliance date for
the side impact upgrade of FMVSS No.
301 for vehicles with a GVWR greater
than 2,722 kg (6,000 1b). This rule
provides an additional year to
manufacturers to certify a few model
lines. The effective date provides relief
and allows manufacturers to make
informed decisions regarding the
upcoming September 1, 2005
compliance date.

Rulemaking Analyses and Notices

A. Executive Order 12866 and DOT
Regulatory Policies and Procedures

NHTSA has considered the impact of
this rulemaking action under Executive
Order 12866 and the Department of
Transportation’s regulatory policies and
procedures. This rulemaking document
was not reviewed by the Office of
Management and Budget under E.O.
12866, ‘“Regulatory Planning and
Review.” The rulemaking action has
been determined to not be significant
under the Department’s regulatory
policies and procedures. The
amendments made in this final rule do
not significantly impact the costs and
benefits of the December 2003 final rule.
The agency has concluded that the
impacts of today’s amendments are so
minimal that a regulatory evaluation is
not required.

In response to a petition for
reconsideration of the final rule
published August 19, 2004, we are
providing a short phase-in of the side
impact requirements for manufacturers
of multipurpose passenger vehicles,
trucks, and buses with a GVWR greater
than 2,722 kg (6,000 1b). The phase-in
permits these manufacturers to comply
with the side impact upgrade with the
percentages of production of 90% of
vehicles manufactured on or after
September 1, 2005 and 100% of vehicles
manufactured on or after September 1,
2006. The phase-in allows
manufacturers an additional year to
assess whether their vehicles meet the
requirements and to make necessary
changes to meet the requirements.

NHTSA estimates that most vehicles
already meet the upgraded side impact
requirements of FMVSS No. 301.

B. Regulatory Flexibility Act

Pursuant to the Regulatory Flexibility
Act (5 U.S.C. 601 et seq., as amended by
the Small Business Regulatory
Enforcement Fairness Act (SBREFA) of
1996), whenever an agency is required
to publish a notice of rulemaking for
any proposed or final rule, it must
prepare and make available for public
comment a regulatory flexibility
analysis that describes the effect of the
rule on small entities (i.e., small
businesses, small organizations, and
small governmental jurisdictions). The
Small Business Administration’s
regulations at 13 CFR part 121 define a
small business, in part, as a business
entity ‘“which operates primarily within
the United States.” (13 CFR 121.105(a)).
No regulatory flexibility analysis is
required if the head of an agency
certifies the rule will not have a
significant economic impact on a
substantial number of small entities.

NHTSA has considered the effects of
this final rule under the Regulatory
Flexibility Act. I certify that this final
rule will not have a significant
economic impact on a substantial
number of small entities. The December
2003 final rule, and the August 2004
final rule which this document amends,
were certified as not having a significant
economic impact on a substantial
number of small entities. The
amendments made by today’s final rule
affect manufacturers of multipurpose
passenger vehicles, trucks and buses
with a GVWR or more than 2,722 kg
(6,000 1b) by providing an additional
year to meet the side impact
requirements of the upgraded FMVSS
No. 301 for a few model lines. NHTSA
believes that most of these vehicles
already meet the requirements at issue.

C. National Environmental Policy Act

NHTSA has analyzed these
amendments for the purposes of the
National Environmental Policy Act and
determined that they will not have any
significant impact on the quality of the
human environment.

D. Executive Order 13132 (Federalism)

The agency has analyzed this
rulemaking in accordance with the
principles and criteria contained in
Executive Order 13132 and has
determined that it does not have
sufficient federalism implications to
warrant consultation with State and
local officials or the preparation of a
federalism summary impact statement.
The final rule has no substantial effects

on the States, or on the current Federal-
State relationship, or on the current
distribution of power and
responsibilities among the various local
officials.

E. Unfunded Mandates Reform Act

Section 202 of the Unfunded
Mandates Reform Act of 1995 (UMRA)
requires Federal agencies to prepare a
written assessment of the costs, benefits,
and other effects of proposed or final
rules that include a Federal mandate
likely to result in the expenditure by
State, local, or tribal governments, in the
aggregate, or by the private sector, of
more than $100 million in any one year
(adjusted for inflation with base year of
1995). This final rule will not result in
the expenditure by State, local, or tribal
governments, in the aggregate, or by the
private sector, of more than $100
million annually. Consequently, no
Unfunded Mandates assessment has
been prepared.

F. Executive Order 12988 (Civil Justice
Reform)

This final rule does not have any
retroactive effect. Under section 49
U.S.C. 30103, whenever a Federal motor
vehicle safety standard is in effect, a
state may not adopt or maintain a safety
standard applicable to the same aspect
of performance which is not identical to
the Federal standard, except to the
extent that the state requirement
imposes a higher level of performance
and applies only to vehicles procured
for the State’s use. 49 U.S.C. 30161 sets
forth a procedure for judicial review of
final rules establishing, amending or
revoking Federal motor vehicle safety
standards. That section does not require
submission of a petition for
reconsideration or other administrative
proceedings before parties may file suit
in court.

G. Paperwork Reduction Act

Under the Paperwork Reduction Act
of 1995, before an agency submits a
proposed collection of information to
OMB for approval, it must first publish
a document in the Federal Register
providing a 60-day comment period and
otherwise consult with members of the
public and affected agencies concerning
each proposed collection of information.
The OMB has promulgated regulations
describing what must be included in
such a document. Under OMB’s
regulation (at 5CFR 1320.8(d), an agency
must ask for public comment on the
following:

(i) Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
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agency, including whether the
information will have practical utility;

(ii) The accuracy of the agency’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used;

(iii) How to enhance the quality,
utility, and clarity of the information to
be collected;

(iv) How to minimize the burden of
the collection of information on those
who are to respond, including the use
of appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology, e.g. permitting
electronic submission of responses.

In compliance with these
requirements, NHTSA asks for public
comments on the following proposed
collection of information:

Title: Final rule, response to a petition
for reconsideration; Phase-in reporting
requirements.

OMB Control Number: None.

Affected Public: Manufacturers of
passenger cars, and trucks and
multipurpose passenger vehicles with a
gross vehicle weight rating (GVWR) of
2,722 kilograms (6,000 pounds) or more
but not more than GVWR of 4,536
kilograms (10,000 pounds).

Form Number: None.

Number of Respondents: No more
than 21.

Estimated Annual Burden: Since
almost all of the information required is
already recorded by the manufacturers
as part of their production control and
tracking systems, a nominal assessment
of 24 total burden hours per respondent
is estimated for data retrieval and report
preparation. The estimated cost per
hour in dollars is $45. Based on this
estimate, the total annual burden for
manufacturers would be: (21
respondents) x (24 total burden hours
per respondent) x ($45 per hour) =
$22,680.

Abstract: In August 2004, NHTSA
published a final rule to upgrade
Federal motor vehicle safety standard
No. 301, “Fuel system integrity,” in
response to petitions for reconsideration
(69 FR51393, August 19, 2004). On
October 4, 2004, DaimlerChrysler
Corporation petitioned to reconsider the
August 2004 final rule. The petitioner
requested a two-year phase-in of the
upgraded fuel system integrity side
impact requirements for vehicles with a
gross vehicle weight rating (GVWR) in
excess of 2,722 kg (6,000 pounds).
DaimlerChrysler Corporation requested
an implementation schedule of 90
percent by September 1, 2005, and 100
percent by September 1, 2006. This
action responds to the petition.

This final rule gives vehicle
manufacturers an additional year for
vehicles above GVWR of 2,722 kg and
up to 4,536 kg to comply with the
FMVSS No. 301 side impact test
requirement. Ninety (90) percent of
these vehicles must be certified as
meeting the FMVSS No. 301 side impact
test requirement before September 1,
2005. One hundred (100) percent of the
vehicles manufactured on or after
September 1, 2006 must be certified as
meeting the requirements. The
collection of information is used for
recordkeeping to keep track of covered
vehicles, and for reporting to the agency
the covered vehicles that comply with
the requirements.

Comments are invited on: whether the
proposed collection of information is
necessary for the proper performance of
the functions of the Department,
including whether the information will
have practical utility; the accuracy of
the Department’s estimate of the burden
of the proposed information collection;
ways to enhance the quality, utility and
clarity of the information to be
collected; and ways to minimize the
burden of the collection of information
on respondents, including the use of
automated collection techniques or
other forms of information technology.

H. Regulation Identifier Number (RIN)

The Department of Transportation
assigns a regulation identifier number
(RIN) to each regulatory action listed in
the Unified Agenda of Federal
Regulations. The Regulatory Information
Service Center publishes the Unified
Agenda in April and October of each
year. You may use the RIN contained in
the heading at the beginning of this
document to find this action in the
Unified Agenda.

I. Executive Order 13045

Executive Order 13045 applies to any
rule that: (1) is determined to be
“economically significant” as defined
under E.O. 12866, and (2) concerns an
environmental, health or safety risk that
NHTSA has reason to believe may have
a disproportionate effect on children. If
the regulatory action meets both criteria,
we 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 us.
This rulemaking does not involve
decisions about health risks that
disproportionately affect children.

J. National Technology Transfer and
Advancement Act

Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), Public Law 104—
113, section 12(d) (15 U.S.C. 272)
directs NHTSA to use voluntary
consensus standards in its regulatory
activities unless doing 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, such as the Society of
Automotive Engineers (SAE). The
NTTAA directs NHTSA to provide
Congress, through OMB, explanations
when the agency decides not to use
available and applicable voluntary
consensus standards.

This final rule does not address
matters such as performance
requirements or test conditions,
procedures or devices. It addresses
compliance schedules only. There are
no voluntary consensus standards
applicable to this final rule.

K. Privacy Act

Anyone is able to search the
electronic form of all submissions
received into any of our dockets by the
name of the individual submitting the
comment or petition (or signing the
comment or petition, if submitted on
behalf of an association, business, labor
union, etc.). You may review DOT’s
complete Privacy Act Statement in the
Federal Register published on April 11,
2000 (Volume 65, Number 70; Pages
19477-78) or you may visit http://
dms.dot.gov.

List of Subjects in 49 CFR Parts 571 and
586

Imports, Motor vehicle safety,
Reporting and recordkeeping
requirements, Tires.

m In consideration of the foregoing,
NHTSA is amending 49 CFR part 571
and part 586 as follows:

PART 571—FEDERAL MOTOR
VEHICLE SAFETY STANDARDS

m 1. The authority citation for part 571
continues to read as follows:

Authority: 49 U.S.C. 322, 30111, 30115,

30117, and 30166; delegation of authority at
49 CFR 1.50.

m 2. Section 571.301 is amended by
revising S6.3(c) to read as follows.

§571.301
integrity.

* * * * *

Standard No. 301; Fuel system
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S6.3 * * *

(c)(1) Notwithstanding S6.3(b) of this
standard, vehicles having a GVWR
greater than 6,000 lb (2,722 kg) may
meet S6.3(a) instead of S6.3(b) of this
standard until September 1, 2005.

(2) Notwithstanding S6.3(b) of this
standard, vehicles having a GVWR
greater than 6,000 lb (2,722 kg)
manufactured on or after September 1,
2005 must meet the requirements of
S6.3(b) of this standard unless they are
excluded from S6.3(b) under the phase-
in specified in this paragraph. Excluded
vehicles must meet the requirements of
S6.3(a) of this standard. For vehicles
having a GVWR greater than 6,000 1b
(2,722 kg) manufactured on or after
September 1, 2005 and before
September 1, 2006, the number of
vehicles complying with S6.3(b) shall be
not less than 90 percent of:

(i) The manufacturer’s average annual
production of vehicles with a GVWR
greater than 6,000 1b (2,722 kg)
manufactured on or after September 1,
2002 and before September 1, 2005; or

(ii) The manufacturer’s production of
vehicles with a GVWR greater than
6,000 1b (2,722 kg) on or after September
1, 2004 and before September 1, 2005.

(iii) Vehicles that have a GVWR
greater than 6,000 lb (2,722 kg) and that
are manufactured on or after September
1, 2006 must meet the requirements of
S6.3(b) of this standard.

(3) Vehicles produced by more than
one manufacturer. For the purpose of
calculating average annual production
of vehicles for each manufacturer and
the number of vehicles manufactured by
each manufacturer under S6.3(c)(2)(i)
and S6.3(c)(2)(ii) of this standard, a
vehicle produced by more than one
manufacturer shall be attributed to a
single manufacturer as follows, subject
to S6.3(c)(4).

(i) A vehicle which is imported shall
be attributed to the importer.

(ii) A vehicle manufactured in the
United States by more than one
manufacturer, one of which also
markets the vehicle, shall be attributed
to the manufacturer that markets the
vehicle.

(4) A vehicle produced by more than
one manufacturer shall be attributed to
any one of the vehicle’s manufacturers
specified by an express written contract,
reported to the National Highway
Traffic Safety Administration under 49
CFR 568.6, between the manufacturer so
specified and the manufacturer to which
the vehicle would otherwise be
attributed under S6.3(c)(3).

* * * * *

PART 586—FUEL SYSTEM INTEGRITY
UPGRADE PHASE-IN REPORTING
REQUIREMENTS

m 3. The authority citation for Part 586
continues to read as follows:

Authority: 49 U.S.C. 322, 30111, 30115,
30117, and 30166; delegation of authority at
49 CFR 1.50.

m 4. Sections 586.5, 586.6 and 586.7 are
revised to read as follows:

§586.5 Response to inquiries.

At any time during the production
years ending August 31, 2006, August
31, 2007, August 31, 2008 and August
31, 2009, each manufacturer must, upon
request from the Office of Vehicle Safety
Compliance, provide information
identifying the vehicles (by make,
model and vehicle identification model)
that have been certified as complying
with S6.2(b) and S6.3(b) of Standard No.
301 (49 CFR 571.301). The
manufacturer’s designation of a vehicle
as a certified vehicle is irrevocable.

§586.6 Reporting requirements.

(a) Phase-in reporting requirements.
(1) Within 60 days after the end of the
production years ending August 31,
2006, each manufacturer must submit a
report to the National Highway Traffic
Safety Administration concerning its
compliance with S6.3(b) of Standard
No. 301 (49 CFR 571.301) for its
multipurpose passenger vehicles,
trucks, and buses with a gross vehicle
weight rating (GVWR) greater than 2,722
kg (6,000 pounds) produced in that year.

(2) Within 60 days after the end of the
production years ending August 31,
2007, August 31, 2008, and August 31,
2009, each manufacturer must submit a
report to the National Highway Traffic
Safety Administration concerning its
compliance with S6.2(b) of Standard
No. 301 (49 CFR 571.301) for its
passenger cars, multipurpose passenger
vehicles, trucks, and buses with a gross
vehicle weight rating of less than 4,536
kilograms (10,000 pounds) produced in
that year.

(3) Each report must—

(i) Identify the manufacturer;

(ii) State the full name, title, and
address of the official responsible for
preparing the report;

(iii) Identify the production year being
reported on;

(iv) Contain a statement regarding
whether the manufacturer complied
with the requirements of S6.2(b), S6.2(c)
if applicable, or S6.3(b) of Standard No.
301 (49 CFR 571.301) for the period
covered by the report and the basis for
that statement;

(v) Provide the information specified
in paragraph (b) of this section;

(vi) Be written in the English
language; and

(vii) Be submitted to: Administrator,
National Highway Traffic Safety
Administration, 400 Seventh Street,
SW., Washington, DC 20590.

(b) Phase-in report content—(1) Basis
for statement of compliance with side
impact test requirements. (i) Each
manufacturer must provide the number
of multipurpose passenger vehicles,
trucks, and buses with a GVWR greater
than 2,722 kilograms (6,000 pounds)
manufactured for sale in the United
States for each of the three previous
production years, or, at the
manufacturer’s option, for the previous
production year. A new manufacturer
that has not previously manufactured
these vehicles for sale in the United
States must report the number of such
vehicles manufactured during the
current production year.

(ii) Production. Each manufacturer
must report for the production year for
which the report is filed: the number of
multipurpose passenger vehicles,
trucks, and buses with a GVWR greater
than 2,722 kilograms (6,000 pounds)
that meets S6.3(b) of Standard No. 301
(49 CFR 571.301).

(2) Basis for statement of compliance
with rear impact test requirements. (i)
Each manufacturer must provide the
number of passenger cars, multipurpose
passenger vehicles, trucks, and buses
with a gross vehicle weight rating of
4,536 kilograms (10,000 pounds) or less
manufactured for sale in the United
States for each of the three previous
production years, or, at the
manufacturer’s option, for the previous
production year. A new manufacturer
that has not previously manufactured
these vehicles for sale in the United
States must report the number of such
vehicles manufactured during the
current production year.

(ii) Production. Each manufacturer
must report for the production year for
which the report is filed: the number of
passenger cars, multipurpose passenger
vehicles, trucks, and buses with a gross
vehicle weight rating of 4,536 kilograms
(10,000 pounds) or less that meet
S6.2(b) of Standard No. 301 (49 CFR
571.301).

(3) Vehicles produced by more than
one manufacturer. Each manufacturer
whose reporting of information is
affected by one or more of the express
written contracts permitted by S6.3(c)(4)
and S8.3.2 of Standard No. 301 (49 CFR
571.301) must:

(i) Report the existence of each
contract, including the names of all
parties to the contract, and explain how
the contract affects the report being
submitted.



46436 Federal Register/Vol.

70, No. 153/ Wednesday, August 10, 2005/Rules and Regulations

(ii) Report the actual number of

vehicles covered by each contract.
* * * * *

§586.7 Records.

Each manufacturer must maintain
records of the Vehicle Identification
Number (VIN) for each vehicle for
which information is reported under
§586.6(b)(1)(ii) until December 31,
2007. Each manufacturer must maintain
records of the VIN for each vehicle for
which information is reported under
§586.6(b)(2)(ii) until December 31,
2010.

Issued on: August 3, 2005.
Jeffrey W. Runge,
Administrator.
[FR Doc. 0515691 Filed 8—9-05; 8:45 am]
BILLING CODE 4910-59-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 041126332-5039-02; 1.D.
080405C]

Fisheries of the Exclusive Economic
Zone Off Alaska; Reallocation of
Pacific Cod in the Bering Sea and
Aleutian Islands Management Area

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

ACTION: Temporary rule; reallocation.

SUMMARY: NMFS is reallocating the
projected unused amount of Pacific cod
from vessels using jig gear to catcher
vessels less than 60 feet (18.3 meters
(m)) length overall (LOA) using pot or
hook-and-line gear in the Bering Sea
and Aleutian Islands management area
(BSAI). These actions are necessary to
allow the 2005 B season total allowable
catch (TAC) of Pacific cod to be
harvested.

DATES: Effective August 5, 2005, through
2400 hrs, Alaska local time (A.Lt.),
December 31, 2005.

FOR FURTHER INFORMATION CONTACT: ]Osh
Keaton, 907-586—7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI according to the Fishery
Management Plan for Groundfish of the
Bering Sea and Aleutian Islands
Management Area (FMP) prepared by
the North Pacific Fishery Management
Council under authority of the
Magnuson-Stevens Fishery
Conservation and Management Act.
Regulations governing fishing by U.S.
vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

The 2005 B season allowance of the
Pacific cod TAC specified for vessels
using jig gear in the BSAI is 762 metric
tons (mt) as established by the 2005 and
2006 final harvest specifications for
groundfish in the BSAI (70 FR 8979,
February 24, 2005), for the period 1200
hrs, A.lL.t., April 30, 2005, through 1200
hrs, A.l.t., August 31, 2005. See
§679.20(c)(3)(iii), (c)(5), and (a)(7)(1)(A).
The 2005 Pacific cod TAC specified for
catcher vessels less than 60 feet (18.3 m)
LOA using pot or hook-and-line gear in
the BSAI is 2,854 mt as established by
the 2005 and 2006 final harvest
specifications for groundfish in the
BSAI (70 FR 8979, February 24, 2005),
the reallocation on April 13, 2005 (70
FR 19708, April 14, 2005) and the
reallocation on May 17, 2005 (70 FR
28486, May 18, 2005).

The Administrator, Alaska Region,
NMFS, has determined that jig vessels
will not be able to harvest 500 mt of the
B season apportionment of Pacific cod
allocated to those vessels under
§679.20(a)(7)(1)(A) and (a)(7)(iii)(A)(3).
Therefore, in accordance with
§679.20(a)(7)(i1)(C)(1), NMFS
apportions 500 mt of Pacific cod from
the B season jig gear apportionment to
catcher vessels less than 60 feet (18.3 m)
LOA using pot or hook-and-line gear.

The harvest specifications for Pacific
cod included in the harvest
specifications for groundfish in the
BSAI (70 FR 8979, February 24, 2005)
are revised as follows: 262 mt to the B
season apportionment for vessels using
jig gear and 3,354 mt to catcher vessels
less than 60 feet (18.3 m) LOA using pot
or hook-and-line gear.

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
impracticable and contrary to the public
interest. This requirement is
impracticable and contrary to the public
interest as it would prevent NMFS from
responding to the most recent fisheries
data in a timely fashion and would
delay the reallocation of Pacific cod
specified for jig vessels to catcher
vessels less than 60 feet (18.3 m) LOA
using pot or hook-and-line gear. NMFS
was unable to publish a notice
providing time for public comment
because the most recent, relevant data
only became available as of August 1,
2005.

The AA also finds good cause to
waive the 30-day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by § 679.20
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: August 4, 2005.

Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 05-15819 Filed 8-5-05; 3:02 pm]
BILLING CODE 3510-22-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-2005-22053; Directorate
Identifier 2004—NM-74-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A300 B4-600, B4-600R, and F4-600R
Series Airplanes, and Model C4-605R
Variant F Airplanes (Collectively Called
A300-600 Series Airplanes); and
Airbus Model A310 Series Airplanes

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
certain Airbus airplanes, listed above.
This proposed AD would require
installing two-stage relays in the
electronics rack (90VU), and performing
related corrective and investigative
actions. This proposed AD is prompted
by reports of in advertent rudder trim
activation when the autopilot is on. We
are proposing this AD to prevent
inadvertent trim activation when the
autopilot is on and the slats are
extended, which could result in rudder
activation when the autopilot is turned
off.

DATES: We must receive comments on
this proposed AD by September 9, 2005.
ADDRESSES: Use one of the following
addresses to submit comments on this
proposed AD.

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

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

e Mail: Docket Management Facility,
U.S. Department of Transportation, 400

Seventh Street SW., Nassif Building,
room PL—401, Washington, DC 20590.

e By fax: (202) 493-2251.

¢ Hand Delivery: Room PL-401 on
the plaza level of the Nassif Building,
400 Seventh Street SW., Washington,
DC, between 9 a.m. and 5 p.m., Monday

through Friday, except Federal holidays.

For service information identified in
this proposed AD, contact Airbus, 1
Rond Point Maurice Bellonte, 31707
Blagnac Cedex, France.

You can examine the contents of this
AD docket on the Internet at http://
dms.dot.gov, or in person at the Docket
Management Facility, U.S. Department
of Transportation, 400 Seventh Street
SW., room PL—-401, on the plaza level of
the Nassif Building, Washington, DC.
This docket number is FAA-2005—
22053; the directorate identifier for this
docket is 2004—-NM—-74—-AD.

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

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to submit any relevant
written data, views, or arguments
regarding this proposed AD. Send your
comments to an address listed under
ADDRESSES. Include “Docket No. FAA—
2005-22053; Directorate Identifier
2004-NM-74—-AD" at the beginning 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 submitted by the
closing date and may amend the
proposed AD in light of those
comments.

We will post all comments we
receive, without change, to http://
dms.dot.gov, including any personal
information you provide. We will also
post a report summarizing each
substantive verbal contact with FAA
personnel concerning this proposed AD.
Using the search function of our docket
website, anyone can find and read the
comments in any of our dockets,
including the name of the individual
who sent the comment (or signed the
comment on behalf of an association,
business, labor union, etc.). You can
review the DOT’s complete Privacy Act

Statement in the Federal Register
published on April 11, 2000 (65 FR
19477-78), or you can visit http://
dms.dot.gov.

Examining the Docket

You can examine the AD docket on
the Internet at http://dms.dot.gov, or in
person at the Docket Management
Facility office between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays. The Docket
Management Facility office (telephone
(800) 647-5227) is located on the plaza
level of the Nassif Building at the DOT
street address stated in the ADDRESSES
section. Comments will be available in
the AD docket shortly after the DMS
receives them.

Discussion

The Direction Générale de I’Aviation
Civile (DGAC), which is the
airworthiness authority for France,
notified us that an unsafe condition may
exist on certain Airbus Model A300 B4—
600, B4—600R, and F4—600R series
airplanes, and Model C4-605R Variant F
airplanes (collectively called A300-600
series airplanes); and Airbus Model
A310 series airplanes. The DGAC
advises that there have been reports of
inadvertent activation of the rudder trim
when the autopilot was engaged.
Inadvertent trim activation when the
autopilot is on and the slats are
extended could result in rudder
activation when the autopilot is turned
off.

Relevant Service Information

Airbus has issued Airbus Service
Bulletin A300—27-6031, Revision 03,
dated February 9, 2001, for Model A300
B4-601, B4-603, B4-605R, B4-622R,
A300 C4-605R Variant F, and F4-605R
airplanes; and Airbus Service Bulletin
A310-27-2077, Revision 03, dated
February 9, 2001, for Airbus Model
A310 series airplanes.

The service bulletins describe
procedures for installing two-stage
relays that are controlled by the flight
control computers (FCC1 and FCC2).
The service bulletins recommend this
installation to further improve the
protection against rudder trim activation
caused by inadvertent selection. The
two-stage relays inhibit the rudder trim
control when the autopilot is engaged
and the slats are extended, and are
installed in the electronics rack 90VU
between switch 4CG and relays 12CG
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and 13CG. The installation includes
applicable related corrective actions.
The related corrective actions include
installing new equipment (such as
clamps, brackets, relay plate, and relays)
in the electronics rack, and modifying
certain wiring in the electronics rack.

Accomplishing the actions specified
in the service information is intended to
adequately address the unsafe
condition. The DGAC mandated the
service information and issued French
airworthiness directive 98—175-249(B),
dated April 22, 1998, to ensure the
continued airworthiness of these
airplanes in France.

FAA’s Determination and Requirements
of the Proposed AD

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DGAC has
kept the FAA informed of the situation
described above. We have examined the
DGAC’s findings, evaluated all pertinent
information, and determined that we
need to issue an AD for products of this
type design that are certificated for
operation in the United States.

Therefore, we are proposing this AD,
which would require accomplishing the
actions specified in the service
information described previously.

Costs of Compliance

This proposed AD would affect about
115 airplanes of U.S. registry. The
proposed actions would take about
between 3 and 14 work hours per
airplane, depending on the airplane’s
configuration, at an average labor rate of
$65 per work hour. Required parts
would cost between $520 and $1,330
per airplane, depending on the
airplane’s configuration. Based on these
figures, the estimated cost of the
proposed AD for U.S. operators is
between $82,225 and $257,600,0r
between $715 and $2,240 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

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

For the reasons discussed above, I
certify that the proposed regulation:

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

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

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

We prepared a regulatory evaluation
of the estimated costs to comply with
this proposed AD. See the ADDRESSES
section for a location to examine the
regulatory evaluation.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

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

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

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

Airbus: Docket No. FAA-2005-22053;

Directorate Identifier 2004—NM-74—AD.
Comments Due Date

(a) The Federal Aviation Administration
must receive comments on this AD action by
September 9, 2005.

Affected ADs
(b) None.
Applicability
(c) This AD applies to the Airbus airplanes

identified in Table 1 of this AD, certificated
in any category.

TABLE 1.—AIRBUS AIRPLANES
AFFECTED BY THIS AD

As Identified in Paragraph
1.A.(2)(a), “Effectivity by
MSN,” of Airbus Service Bul-
letin—

Affected Mod-
els—

Model A300
B4-600, B4—
600R, and
F4-600R se-
ries air-
planes, and
Model C4-
605R Vari-
ant F air-
planes (col-
lectively
called A300—
600 series
airplanes).

Model A310
series air-
planes.

A300-27-6031, Revision 03,
dated February 9, 2001.

A310-27-2077, Revision 03,
dated February 9, 2001.

Unsafe Condition

(d) This AD was prompted by reports of
inadvertent rudder trim activation when the
autopilot is on. We are issuing this AD to
prevent inadvertent trim activation when the
autopilot is on and the slats are extended,
which could result in rudder activation when
the autopilot is turned off.

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.

Installation

(f) Within 16 months after the effective
date of this AD: Install two-stage relays in the
electronics rack 90VU between switch 4CG
and relays 12CG and 13CG; and do any
applicable related corrective and
investigative actions before further flight. Do
all the actions in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A300-27-6031, Revision 03,
dated February 9, 2001 (for Model A300-600
series airplanes); and Airbus Service Bulletin
A310-27-2077, Revision 03, dated February
9, 2001 (for Model A310 series airplanes).

Modification According to Previous Issues of
Service Bulletins

(g) Installations are also acceptable for
compliance with the requirements of
paragraph (f) of this AD if done before the
effective date of this AD in accordance with
one of the service bulletins in Table 2 of this
AD.
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TABLE 2.—PREVIOUS ISSUES OF
SERVICE BULLETINS

Airbus
Service Revision Date
Bulletin

A300-27—- 01 | September 3, 1997.
6031.

A300-27- 02 | December 4, 1998.
6031.

A310-27- 01 | September 3, 1997.
2077.

A310-27- 02 | December 4, 1998.
2077.

Alternative Methods of Compliance
(AMOCs)

(h) The Manager, ANM-116, Transport
Airplane Directorate, FAA, has the authority
to approve AMOCs for this AD, if requested
in accordance with the procedures found in
14 CFR 39.19.

Related Information

(i) French airworthiness directive 98—175—
249(B), dated April 22, 1998, also addresses
the subject of this AD.

Issued in Renton, Washington, on August
3, 2005.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 05-15802 Filed 8—9-05; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2005-21836; Directorate
Identifier 2005-CE-36—AD]

RIN 2120-AA64

Airworthiness Directives;
Przedsiebiorstwo Doswiadczalno—
Produkcyjne Szybownictwa “PZL—-
Bielsko” Model SZD-50-3 ‘“Puchacz”
Gliders

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for all
Przedsiebiorstwo Doswiadczalno-
Produkcyjne Szybownictwa “PZL-
Bielsko”” Model SZD-50-3 ‘“‘Puchacz”
gliders. This proposed AD would
require you to perform a visual
inspection of the turnbuckle link for
cracks or wear and replace if cracks or
wear is found. This proposed action
would only apply to those gliders where
the turnbuckle is directly connected to
the pedal. This proposed AD results

from mandatory continuing
airworthiness information (MCAI)
issued by the airworthiness authority for
Poland. We are issuing this proposed
AD to detect and correct cracks in the
turnbuckle link, which could result in
failure of the rudder cable. This failure
could lead to loss of control of the
glider.

DATES: We must receive any comments
on this proposed AD by September 29,

2005.

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

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

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

e Mail: Docket Management Facility;
U.S. Department of Transportation, 400
Seventh Street, SW., Nassif Building,
Room PL—-401, Washington, DC 20590—
001.

e Fax:1-202-493-2251.

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

To get the service information
identified in this proposed AD, contact
Allstar PZL Glider Sp. z o.0.,
ul.Ciexzynska 325, 43—-300 Bielsko-
Biala, Poland; telephone: 43 33 812 50
26; facsimile: 48 33 812 37 39; Web site:
http://www.szd.com.pl.

To view the comments to this
proposed AD, go to http://dms.dot.gov.
This is docket number FAA-2005—
21836; Directorate Identifier 2005-CE—
36—AD.

FOR FURTHER INFORMATION CONTACT:
Gregory Davison, Aerospace Engineer,
ACE-112, Small Airplane Directorate,
901 Locust, Room 301, Kansas City,
Missouri 64106; telephone: (816) 329—
4130; facsimile: (816) 329-4090.
SUPPLEMENTARY INFORMATION:

Comments Invited

How do I comment on this proposed
AD? We invite you to submit any
written relevant data, views, or
arguments regarding this proposal. Send
your comments to an address listed
under ADDRESSES. Include the docket
number, “FAA-2005-21836; Directorate
Identifier 2005—-CE-36—AD” at the
beginning of your comments. We will
post all comments we receive, without
change, to http://dms.dot.gov, including
any personal information you provide.
We will also post a report summarizing
each substantive verbal contact with

FAA personnel concerning this
proposed rulemaking. Using the search
function of our docket web site, anyone
can find and read the comments
received into any of our dockets,
including the name of the individual
who sent the comment (or signed the
comment on behalf of an association,
business, labor union, etc.). This is
docket number FAA-2005-21836;
Directorate Identifier 2005—-CE-36—AD.
You may review the DOT’s complete
Privacy Act Statement in the Federal
Register published on April 11, 2000
(65 FR 19477-78) or you may visit
http://dms.dot.gov.

Are there any specific portions of this
proposed AD I should pay attention to?
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this proposed AD. If you contact us
through a nonwritten communication
and that contact relates to a substantive
part of this proposed AD, we will
summarize the contact and place the
summary in the docket. We will
consider all comments received by the
closing date and may amend this
proposed AD in light of those comments
and contacts.

Docket Information

Where can I go to view the docket
information? You may view the AD
docket that contains the proposal, any
comments received, and any final
disposition in person at the DMS Docket
Offices between 9 a.m. and 5 p.m.
(eastern time), Monday through Friday,
except Federal holidays. The Docket
Office (telephone 1-800-647-5227) is
located on the plaza level of the
Department of Transportation NASSIF
Building at the street address stated in
ADDRESSES. You may also view the AD
docket on the Internet at http://
dms.dot.gov. The comments will be
available in the AD docket shortly after
the DMS receives them.

Discussion

What events have caused this
proposed AD? The Civil Aviation Office,
which is the airworthiness authority for
Poland, recently notified FAA that an
unsafe condition may exist on all
Przedsiebiorstwo Doswiadczalno—
Produkcyjne Szybownictwa “PZL—
Bielsko”” Model SZD-50-3 ‘““Puchacz”
gliders. The Civil Aviation Office
reports a broken turnbuckle on a glider
performing rudder operations in flight.
Specifically, material fatigue caused the
end of the turnbuckle that connects the
rudder cable with rear seat, right-side
pedal to break. Occupants, because of
glider design, may have stepped on the
rudder cable while entering or exiting
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the glider, putting stress on the
turnbuckle link. This may have
contributed to the material fatigue.

What is the potential impact if FAA
took no action? Cracks or wear in the
turnbuckle link could result in failure of
the rudder cable. This failure could lead
to loss of control of the glider.

Is there service information that
applies to this subject? PZL-Bielsko has
issued Mandatory Bulletin No. BE-054/
SZD-50-3/2003 “Puchacz,” as
approved in the Republic of Poland
Civil Aviation Office AD No. SP-0012—
2004—-A, dated February 5, 2004.

What are the provisions of this service
information? The service bulletin
includes procedures for:

—Visually inspecting the turnbuckle
end for excessive wear and cracks;
and

—Replacing the turnbuckle end if wear
or cracks are found.

What action did the Civil Aviation
Office take? The Civil Aviation Office
classified this service bulletin as
mandatory and issued Polish AD
Number SP-0012-2004-A, dated
February 5, 2004, to ensure the
continued airworthiness of these gliders
in Poland.

Did the Civil Aviation Office inform
the United States under the bilateral
airworthiness agreement? These PZL—
Bielsko Model SZD-50-3 “Puchacz”
gliders are manufactured in Poland and
are type-certificated for operation in the
United States under the provisions of
section 21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement.

Under this bilateral airworthiness
agreement, the Civil Aviation Office has
kept us informed of the situation
described above.

FAA’s Determination and Requirements
of This Proposed AD

What has FAA decided? We have
examined the Civil Aviation Office’s
findings, reviewed all available
information, and determined that AD
action is necessary for products of this
type design that are certificated for
operation in the United States.

Since the unsafe condition described
previously is likely to exist or develop
on other PZL-Bielsko Model SZD-50-3
“Puchacz” gliders of the same type
design that are registered in the United
States, we are proposing AD action to
detect and correct cracks in the
turnbuckle link that could result in

failure of the rudder cable. This failure
could lead to loss of control of the
glider.

What would this proposed AD
require? This proposed AD would
require you to incorporate the actions in
the previously-referenced service
bulletin.

How does the revision to 14 CFR part
39 affect this proposed AD? On July 10,
2002, we published a new version of 14
CFR part 39 (67 FR 47997, July 22,
2002), which governs FAA’s AD system.
This regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance. This material previously
was included in each individual AD.
Since this material is included in 14
CFR part 39, we will not include it in
future AD actions.

Costs of Compliance

How many gliders would this
proposed AD impact? We estimate that
this proposed AD affects 8 gliders in the
U.S. registry.

What would be the cost impact of this
proposed AD on owners/operators of the
affected gliders? We estimate the
following costs to do this proposed
inspection:

Labor cost

Total cost on
U.S. operators

Total cost per
glider

1 workhour x $65 = $65

$65 $520

We estimate the following costs to do
any necessary replacements that would

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

determining the number of gliders that
may need this repair/replacement:

Total cost per
Labor cost Parts cost glider
T WOTKNOUE X $65 = $65 ..ottt ettt ettt e et e et e et e e eteeete e eaeeeteeeseeeteeeseeaseesaseenseeenseessessneeennes $20 $85

Authority for This Rulemaking

What authority does FAA have for
issuing this rulemaking action? 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

Would this proposed AD impact
various entities? 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.

Would this proposed AD involve a
significant rule or regulatory action? For

the reasons discussed above, I certify
that this 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. 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 proposed 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 “AD Docket FAA-2005-21836;
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Directorate Identifier 2005—CE-36—AD”’
in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the 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 (AD):

Przedsiebiorstwo Doswiadczalno-
Produkcyjne Szybownictwa “PZL-
Bielsko”: Docket No. FAA—-2005-21836;
Directorate Identifier 2005-CE-36—AD.

When Is the Last Date I Can Submit
Comments on This Proposed AD?

(a) We must receive comments on this
proposed airworthiness directive (AD) by
September 29, 2005.

What Other ADs Are Affected by This
Action?

(b) None.

What Gliders Are Affected by This AD?

(c) This AD affects Model SZD-50-3
“Puchacz” gliders, all serial numbers, that
are certificated in any category.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of a turnbuckle
link breaking in flight. The actions specified
in this AD are intended to detect and correct
cracks in the turnbuckle link, which could
result in failure of the rudder cable. This
failure could lead to loss of control of the
glider.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following on gliders where the
turnbuckle is directly connected to the pedal:

Actions

Compliance

Procedures

(1) Visually inspect turnbuckle end for cracks or
wear. Use a magnifying glass with 10 times
the magnifying power. The magnifying power
in this AD takes precedence over the magni-
fying power stated in PZL-Bielsko Mandatory
Bulletin No. BE-054/SZD-50-3/2003
“Puchacz.” Inspection is not required on glid-
ers where additional short cables between
the rear seat pedal and turnbuckle have been
installed.

(2) If cracks or wear is found, during any in-
spection required by this AD, replace turn-
buckle end. The turnbuckle must have a steel
end and support a maximum load of 6,100
newtons (converts to 1,371 pounds of force),
following PZL-Bielsko Mandatory Bulletin No.
BE-054/SZD-50-3/2003 “Puchacz”.

Initially within 25 hours time-in-service (TIS)
after the effective date of this AD, and
thereafter at intervals not to exceed 50
hours TIS.

Prior to further flight after the inspection
where cracks or wear is found.

Follow PZL-Bielsko Mandatory Bulletin No.
BE-054/SZD-50-3/2003 “Puchacz.”

Follow the procedures in the maintenance
manual.

May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this Ad by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Standards Office, Small Airplane
Directorate, FAA. For information on any
already approved alternative methods of
compliance, contact Gregory Davison,
Aerospace Engineer, ACE-112, Small
Airplane Directorate, 901 Locust, Room 301,
Kansas City, Missouri 64106; telephone:
(816) 329—-4130; facsimile: (816) 329—-4090.

Is There Other Information That Relates to
This Subject?

(g) PZL-Bielsko Mandatory Bulletin No.
BE-054/SZD-50-3/2003 ‘“Puchacz,” as
approved by the following AD, and the Civil
Aviation Office Airworthiness Directive No.
SP-0012-2004—-A, dated February 5, 2004,
also addresses the subject of this AD.

May I Get Copies of the Documents
Referenced in This AD?

(h) To get copies of the documents
referenced in this AD, contact Allstar PZL
Glider Sp. z o.0., ul.Ciexzynska 325, 43-300
Bielsko-Biala, Poland; telephone: 43 33 812

50 26; facsimile: 48 33 812 37 39; Web site:
http://www.szd.com.pl. To view the AD
docket, go to the Docket Management
Facility; U.S. Department of Transportation,
400 Seventh Street, SW., Nassif Building,
Room PL—401, Washington, DC, or on the
Internet at http://dms.dot.gov. This is docket
number FAA-2005-21836; Directorate
Identifier 2005—CE—-36—AD.

Issued in Kansas City, Missouri, on August
2, 2005.
Kim Smith,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 05-15803 Filed 8—9-05; 8:45 am)|]
BILLING CODE 4910-13-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117
[CGD09-05-081]
RIN 1625-AA09

Drawbridge Operation Regulations;
Fox River, Green Bay, WI and DePere,
wi

AGENCY: Coast Guard, DHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes to
revise the operating regulations for the
Main Street, Walnut Street, Mason
Street (Tilleman Memorial), and George
Street highway drawbridges to establish
permanent winter operating hours, and
to establish operating regulations for
two Canadian National Railway
drawbridges. All six of these
drawbridges are located over the Fox
River at Green Bay, WI and DePere, WI.
The proposed rule is expected to reflect
the need for bridge openings during
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winter months and still provide for the
reasonable needs of navigation. The
proposed establishment of regulations
for the Canadian National drawbridges
would provide consistency for operating
regulations for all drawbridges at Green
Bay and DePere.

DATES: Comments and related material
must reach the Coast Guard on or before
September 26, 2005.

ADDRESSES: You may mail comments
and related material to Commander
(obr), Ninth Coast Guard District, 1240
E. 9th Street, Room 2025, Cleveland,
Ohio, 44199-2060. The Ninth Coast
Guard District maintains the public
docket for this rulemaking. Comments
and material received from the public,
as well as documents indicated in this
preamble as being available in the
docket, will become part of this docket
and will be available for inspection or
copying at Commander (obr), Ninth
Coast Guard District between 7 a.m. and
3 p.m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT: Scot
M. Striffler, Bridge Management
Specialist, Ninth Coast Guard District, at
(216) 902-6087.

SUPPLEMENTARY INFORMATION:

Request for Comments

We encourage you to participate in
this rulemaking by submitting
comments and related material. If you
do so, please include your name and
address, identify the docket number for
this rulemaking (CGD09-05-081),
indicate the specific section of this
document to which each comment
applies, and give the reason for each
comment. Please submit all comments
and related material in an unbound
format, no larger than 8% by 11 inches,
suitable for copying. If you would like
to know they reached us, 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.

Public Meeting

We do not now plan to hold a public
meeting. But you may submit a request
for a meeting by writing to Commander
(obr), Ninth Coast Guard District, 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 four highway drawbridges over
the Fox River between miles 1.58 and

7.27 are bascule bridges operated by
both the Wisconsin Department of
Transportation (W-DOT) and the City of
Green Bay, WI. The Main Street and
Mason Street Bridges are operated by
W-DOT, and the Walnut Street and
George Street Bridges are operated by
the City of Green Bay. The Main Street,
Mason Street, and Walnut Street Bridges
at Green Bay are currently required to
operate year-round and open on signal,
except between the hours of 7 a.m. to 8
a.m., 12 noon to 1 p.m., and 4 p.m. to

5 p.m., Monday through Saturday,
except for Federal holidays. This
schedule does not apply to public
vessels of the United States, tugs,
fireboats, and vessels with a cargo
capacity of 300 short tons or over
engaged in commercial transportation,
which are passed at any time.

The George Street Bridge at DePere
opens on signal during the navigation
season, except from 6 p.m. to 8 a.m.
During those hours, the draw shall open
on signal if at least two hours notice is
given.

The railroad drawbridges operated by
Canadian National Railway at miles 1.03
and 3.31 over the Fox River are swing
bridges, currently have no permanent
operating regulations, and open on
signal for vessels year-round, 24 hours
per day.

The Ninth Coast Guard District has
granted a yearly winter operating
schedule for both the highway and
railroad drawbridges under the
provisions of 33 CFR 117.45 from
December 15 to April 1 each year since
approximately 1992.

W-DOT requested that the Coast
Guard implement a permanent winter
operating schedule for the Walnut Street
and Mason Street drawbridges between
December 1 and April 1 each year. The
Coast Guard requested that drawbridge
opening logs be provided for these two
bridges for the month of December since
the yearly authorization granted by the
Coast Guard started on December 15
instead of the requested December 1
start date. Vessels traveling as far as the
Mason Street Bridge must pass through
one of the railroad bridges and all other
highway bridges in Green Bay.
Consequently, the Coast Guard
evaluated the provided logs as
representative of drawbridge
requirements for all drawbridges in
Green Bay.

The bridge opening logs revealed the
following number of drawbridge
openings during the month of December
in 2002, 2003, and 2004:

Number of

Year openings

Walnut Street Bridge (between December 1

and December 15)

Walnut Street Bridge (between December
16 and December 31)

Mason Street Bridge (between December 1

and December 15)

50
4
10

Mason Street Bridge (between December
16 and December 31)

The Coast Guard also contacted the
City of Green Bay about including the
Main Street drawbridge in this proposed
change and received no objection to the
proposed schedule. Local Coast Guard
units and representatives of American
shipping companies were also consulted
regarding the proposed schedule and
provided no objections. The Canadian
National Railway drawbridges would
operate under the same schedules as the
highway drawbridges, as requested by
the railroad company in the past.

Discussion of Proposed Rule

The Coast Guard proposes to revise
the operating regulations for the Main
Street, Walnut Street, Mason Street, and
George Street highway drawbridges
currently listed in 33 CFR 117.1087, and
establish permanent operating
regulations for the two Canadian
National Railway drawbridges over the
Fox River, mile 1.03 and mile 3.31, both
at Green Bay.

This proposed schedule would not
significantly alter drawbridge operations
in the Green Bay area during the non-
winter navigation season. The proposed
rule would permanently establish
winter operating schedules for all
drawbridges on the Fox River up to and
including the George Street Bridge at
mile 7.27, instead of the yearly
authorization currently granted by the
Coast Guard under 33 CFR 117.45.
Between December 1 and March 31 of
each year, all six of these drawbridges
would open if at least 12 hours advance
notice is provided.
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The Coast Guard believes that this
proposed schedule reflects the
reasonable needs of navigation for
commercial vessel traffic requiring
drawbridge openings during the winter
navigation season, provides consistent
operating schedules for all drawbridges
owned and operated by different owners
(highway and rail), and reduces
paperwork. The winter operating
schedules have been in place since
approximately 1992 with no known
objections or conflicts.

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. It is not
“significant”” under the regulatory
policies and procedures of the
Department of Homeland Security
(DHS).

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation under the
regulatory policies and procedures of
DHS is unnecessary.

The Coast Guard expects minimal
public impact from the proposed
schedule. The operating hours for
recreational vessels does not effectively
change since the substantive changes
occur during winter months when
recreational vessel activity has ceased.
Commercial vessels have been required
to provide 12-hours advance notice
prior to passing drawbridges since
approximately 1992 with no reported
problems.

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.

The proposed schedule for all
highway and railroad drawbridges is not
expected to significantly affect large
commercial vessels during the winter
navigation season. Impacts to a

substantial number of small entities are
not expected since these entities mostly
operate during non-winter months.

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 (Public Law 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 Scot M.
Striffler, Bridge Management Specialist,
Ninth Coast Guard District, at (216)
902-6087. 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 will 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 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 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
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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 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
proposed rule is categorically excluded,
under figure 2—1, paragraph (32)(e) of
the Instruction, from further
environmental documentation.

List of Subjects in 33 CFR Part 117
Bridges.
Regulations

For the reasons discussed in the
preamble, the Coast Guard proposes to
amend 33 CFR part 117 as follows:

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

1. The authority citation for part 117
continues to read as follows:

Authority: 33 U.S.C. 499; Department of
Homeland Security Delegation No. 0170.1; 33
CFR 1.05-1(g); section 117.255 also issued
under the authority of Pub. L. 102-587, 106
Stat. 5039.

2. Section 117.1087 is amended by
revising paragraphs (a) and (b) to read
as follows:

§117.1087 Fox River.

(a) The draws of the Canadian
National Bridge, mile 1.03, Main Street
Bridge, mile 1.58, Walnut Street Bridge,
mile 1.81, Mason Street (Tilleman
Memorial) Bridge, mile 2.27, and
Canadian National Bridge, mile 3.31, all
at Green Bay, shall open as follows:

(1) From April 1 through November
30, the draws shall open on signal for
recreational vessels; except the draws
need not open from 7 a.m. to 8 a.m., 12
noon to 1 p.m., and 4 p.m. to 5 p.m.,
Monday through Saturday except
Federal holidays. Public vessels, tugs,
and commercial vessels with a cargo
capacity of 300 short tons or greater
shall be passed at all times.

(2) From December 1 through March
31, the draws shall open on signal if

notice is given at least 12 hours in
advance of a vessel’s time of intended
passage.

(3) The opening signal for the Main
Street Bridge is two short blasts
followed by one prolonged blast, for the
Walnut Street Bridge one prolonged
blast followed by two short blasts, and
for the Mason Street Bridge one
prolonged blast, followed by one short
blast, followed by one prolonged blast.

(b) The draw of the George Street
Bridge, mile 7.27 at DePere, shall open
on signal from April 1 to November 30;
except that, from 6 p.m. to 8 a.m., the
draw shall open on signal if notice is
given at least 2 hours in advance of a
vessel’s time of intended passage. From
December 1 to March 31, the draw shall
open on signal if notice is given at least
12 hours in advance of a vessel’s time

of intended passage.
* * * * *

Dated: July 25, 2005.

R.J. Papp, Jr.,
Rear Admiral, U.S. Coast Guard, Commander,
Ninth Coast Guard District.

[FR Doc. 05-15779 Filed 8—9-05; 8:45 am]
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-2005-0216; FRL-7729-3]
40 CFR Chapter 1

Fenpyroximate; Notice of Filing a
Pesticide Petition To Establish a

Tolerance for a Certain Pesticide
Chemical in or on Food

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.

DATES: Comments, identified by docket
identification (ID) number OPP—-2005—
0216, must be received on or before
September 9, 2005.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Follow
the detailed instructions as provided in
Unit I. of the SUPPLEMENTARY
INFORMATION.

FOR FURTHER INFORMATION CONTACT:
Shaja R. Brothers, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,

DC 20460-0001; telephone number:
(703) 308—3194; e-mail address:
brothers.shaja@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does This Action Apply to Me?

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

e Crop production (NAICS code 111)

e Animal production (NAICS code
112)

¢ Food manufacturing (NAICS code
311)

¢ Pesticide manufacturing (NAICS
code 32532)

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

B. How Can I Get Copies of This
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under docket ID number OPP-2005—
0216. The official public docket consists
of the documents specifically referenced
in this action, any public comments
received, and other information related
to this action. Although a part of the
official docket, the public docket does
not include Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
The official public docket is the
collection of materials that is available
for public viewing at the Public
Information and Records Integrity
Branch (PIRIB), Rm. 119, Crystal Mall
#2, 1801 S. Bell St., Arlington, VA. This
docket facility is open from 8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays. The docket
telephone number is (703) 305-5805.

2. Electronic access. You may access
this Federal Register document
electronically through the EPA Internet
under the Federal Register listings at
http//www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
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electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or review public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Although, not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit I.B.1. Once in
the system, select “search,” then key in
the appropriate docket ID number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic public docket.
Although, not all docket materials may
be available electronically, you may still
access any of the publicly available
docket materials through the docket
facility identified in Unit .B. EPA
intends to work towards providing
electronic access to all of the publicly
available docket materials through
EPA'’s electronic public docket.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or on paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the docket will be

scanned and placed in EPA’s electronic
public docket. Where practical, physical
objects will be photographed, and the
photograph will be placed in EPA’s
electronic public docket along with a
brief description written by the docket
staff.

C. How and to Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket ID number in the subject line on
the first page of your comment. Please
ensure that your comments are
submitted within the specific comment
period. Comments received after the
close of the comment period will be
marked “late.” EPA is not required to
consider these late comments. If you
wish to submit GBI or information that
is otherwise protected by statute, please
allow the instructions in Unit I.D. Do
not use EPA Dockets or e-mail to submit
CBI or information protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed in this
unit, EPA recommends that you include
your name, mailing address, and an e-
mail address or other contact
information in the body of your
comment. Also, include this contact
information on the outside of any disk
or CD ROM you submit, and in any
cover letter accompanying the disk or
CD ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of
your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket
and made available in EPA’s electronic
public docket. 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.

i. EPA Dockets. Your use of EPA’s
electronic public docket to submit
comments to EPA electronically is
EPA’s preferred method for receiving
comments. Go directly to EPA Dockets
at http://www.epa.gov/edocket/, and
follow the online instructions for
submitting comments. Once in the
system, select ““‘search,” and then key in
docket ID number OPP-2005-0216. The
system is an ‘“anonymous access”’
system, which means EPA will not
know your identity, e-mail address, or

other contact information unless you
provide it in the body of your comment.

ii. E-mail. Comments may be sent by
e-mail to opp-docket@epa.gov,
Attention: Docket ID number OPP—
2005—0216. In contrast to EPA’s
electronic public docket, EPA’s e-mail
system is not an “anonymous access”’
system. If you send an e-mail comment
directly to the docket without going
through EPA’s electronic public docket,
EPA’s e-mail system automatically
captures your e-mail address. E-mail
addresses that are automatically
captured by EPA’s e-mail system are
included as part of the comment that is
placed in the official public docket, and
made available in EPA’s electronic
public docket.

iii. Disk or CD ROM. You may submit
comments on a disk or CD ROM that
you mail to the mailing address
identified in Unit I.C.2. These electronic
submissions will be accepted in
WordPerfect or ASCII file format. Avoid
the use of special characters and any
form of encryption.

2. By mail. Send your comments to:
Public Information and Records
Integrity Branch (PIRIB) (7502C), Office
of Pesticide Programs (OPP),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001, Attention: Docket ID
number OPP-2005-0216.

3. By hand delivery or courier. Deliver
your comments to: Public Information
and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
number OPP-2005-0216. Such
deliveries are only accepted during the
docket’s normal hours of operation as
identified in Unit I.B.1.

D. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
through EPA’s electronic public docket
or by e-mail. You may claim
information that you submit to EPA as
CBI by marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, 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
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
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
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docket and EPA'’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBI.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person listed under
FOR FURTHER INFORMATION CONTACT.

E. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide copies of any technical
information and/or data you used that
support your views.

4. If you estimate potential burden or
costs, explain how you arrived at the
estimate that you provide.

5. Provide specific examples to
illustrate your concerns.

6. Make sure to submit your
comments by the deadline in this
notice.

7. To ensure proper receipt by EPA,
be sure to identify the docket ID number
assigned to this action in the subject
line on the first page of your response.
You may also provide the name, date,
and Federal Register citation.

II. What Action Is the Agency Taking?

EPA has received a pesticide petition
as follows proposing the establishment
and/or amendment of regulations for
residues of a certain pesticide chemical
in or on various food commodities
under section 408 of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a. EPA has determined that
this petition contains data or
information regarding the elements set
forth in FFDCA section 408(d)(2);
however, EPA has not fully evaluated
the sufficiency of the submitted data at
this time or whether the data support
granting of the petition. Additional data
may be needed before EPA rules on the
petition.

List of Subjects

Environmental protection,
Agricultural commodities, Feed
additives, Food additives, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 29, 2005.
Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

Summary of Petition

The petitioner’s summary of the
pesticide petition is printed below as
required by FFDCA section 408(d)(3).
The summary of the petition was
prepared by Interregional Research
Project Number 4 (IR—4), and represents
the view of the petitioner. The petition
summary announces the availability of
a description of the analytical methods
available to EPA for the detection and
measurement of the pesticide chemical
residues or an explanation of why no
such method is needed.

Interregional Research Project Number
4 (IR-4)

PP 5E6943

EPA has received a pesticide petition
(5E6943) from Interregional Research
Project Number 4 (IR—4), 681 U.S.
Highway #1 S. North Brunswick, NJ
08902-3390 proposing, pursuant to
section 408(d) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(d), to amend 40 CFR part
180.566, by establishing tolerances for
residues of fenpyroximate in or on the
raw agricultural commodities nut, tree,
group 14 at 0.1 parts per million (ppm);
pistachio at 0.1 ppm; almond, hulls at
1.8 ppm; fruit, citrus, group 10 at 0.4
ppmy; fruit, citrus, dried pulp at 2.5
ppm; citrus, oil at 15 ppm; hop at 4.5
ppm; peppermint, tops at 3.0 ppm; and
spearmint, tops at 3.0 ppm. EPA has
determined that the petition contains
data or information regarding the
elements set forth in section 408(d)(2) of
the FFDCA; however, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data support granting of the petition.
Additional data may be needed before
EPA rules on the petition. This notice
includes a summary of the petition that
was prepared by Nichino America, Inc.,
4550 New Linden Hill Road, Suite 501,
Wilmington, Delaware 19808.

A. Residue Chemistry

1. Plant metabolism. Fenpyroximate
and the Z-isomer are the residues of
concern for tolerance setting purposes
in crops. The metabolism of
fenpyroximate and its Z-isomer has
been studied, and is adequately
understood.

2. Analytical method. An enforcement
method has been developed which
involves extraction of fenpyroximate
from crops with acetone, filtration,
partitioning and cleanup, and analysis

by gas chromatography using a nitrogen/
phosphorous detector. This method
allows detection of residues at or above
the proposed tolerances. The method
has undergone independent laboratory
validation as required by PR Notices 88—
5 and 96-1.

3. Magnitude of residues. The
magnitude of residues for
fenpyroximate, and the Z-isomer are
adequately understood for the requested
tolerances.

B. Toxicological Profile

An extensive battery of toxicology
studies has been conducted with
fenpyroximate. 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.
An assessment of toxic effects caused by
fenpyroximate, including the
toxicological endpoints of concern, is
discussed in Unit III.A. and Unit IIL.B.
of the fenpyroximate final rule
published in the June 10, 2004 issue of
the Federal Register (69 FR 32457)
(FRL-7362-9).

1. Animal metabolism. The qualitative
nature of the residues of fenpyroximate,
Z-isomer, and acid metabolite in
animals is adequately understood.

2. Metabolite toxicology. No
toxicologically significant metabolites
were detected in plant or animal
metabolism studies for citrus, hops,
mint, and tree nuts.

3. Endocrine disruption. Chronic,
lifespan, and multi-generational
bioassays in mammals and acute and
subchronic studies on aquatic organisms
and wildlife did not reveal any
endocrine effects for fenpyroximate.
Any endocrine related effects would
have been detected in this
comprehensive series of required tests.
The probability of any such effect due
to agricultural uses of fenpyroximate is
negligible.

C. Aggregate Exposure

1. Dietary exposure. Tolerances have
been established (40 CFR 180.566) for
the combined residues of fenpyroximate
and its metabolites, in or on a variety of
raw agricultural commodities. Acute
and chronic dietary risk analyses were
conducted to estimate the potential
fenpyroximate and Z-isomer residues in
or on the following crops: Citrus orange,
citrus lemon, citrus grapefruit, citrus oil,
mint oil, hops, almond, pecans, and
pistachio, using modeling based on
USDA survey data.

i. Food. The acute dietary exposure
was based on the following
assumptions: Residues at tolerance
levels, 100% crop treated, and default
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processing factors for all proposed
commodities (Tier 1, 95th percentile
consumption). The chronic dietary
exposure was based on the following
assumptions: Residues at tolerance
levels, 100% crop treated, using dietary
exposure modeling, based on USDA
survey data.

ii. Drinking water. The Agency does
not have comprehensive monitoring
data; therefore, drinking water
concentration estimates are made by
reliance on simulation or modeling
taking into account data on the physical
characteristics of fenpyroximate. The
Agency uses the Food Quality
Protection Act (FQPA) Index Reservoir
Screening Tool (FIRST) or the Pesticide
Root Zone Model/Exposure Analysis
Modeling System (PRZM/EXAMS) to
produce estimates of pesticide
concentrations in an index reservoir to
predict surface water concentrations.
The Screen Concentrations in
Groundwater (SCI-GROW) model is
used to predict pesticide concentrations
in shallow ground water.

Since the models used are considered
to be screening tools in the risk
assessment process, the Agency does
not use estimated environmental
concentrations (EECs) from these
models to quantify drinking water
exposure and risk as a reference dose
(%RfD) or population adjusted dose
(%PAD). Instead, drinking water levels
of comparison (DWLOGCs) are calculated
and used as a point of comparison
against the model estimates of a
pesticide’s concentration in water.
DWLOCGC:s are theoretical upper limits on
a pesticide’s concentration in drinking
water in light of total aggregate exposure
to a pesticide in food, and from
residential uses.

The residue of concern in drinking
water was determined to be
fenpyroximate. There are no established
maximum contaminant levels or health
advisory levels for residues of
fenpyroximate in drinking water.
Laboratory and field data have
demonstrated that fenpyroximate is
immobile in soil and will not leach into
ground water. Other data show that
fenpyroximate is virtually insoluble in
water. As a result, EPA concluded that
residues reaching surface waters from
field runoff will quickly absorb to
sediment particles and be partitioned
from the water column.

Estimates of the contribution of the
petitioned crops to water concentrations
were derived. The acute and chronic
EEC’s in surface water calculated by
PRZM/EXAMS, Version 3.12, were 1.5
parts per billion (ppb), and 0.13 ppb
respectively. In ground water, using Tier

I SCI-GROW (Version 2.3), the
estimated EEC was 0.006 ppb.

2. 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). Fenpyroximate is not
registered for use on any sites that
would result in residential exposure.

D. Cumulative Effects

A determination has not been made
that fenpyroximate has a common
mechanism of toxicity with other
substances. Fenpyroximate does not
appear to produce a common toxic
metabolite with other substances. A
cumulative risk assessment was not
performed for this analysis. Section
408(b)(2)(D)(v) of FFDCA requires that
when considering whether to establish,
modify, or revoke a tolerance the
Agency considers, “‘available
information” concerning the cumulative
effects of a particular pesticide’s
residues and ““other substances that
have a common mechanism of toxicity.”
Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
fenpyroximate and any other
substances. Fenpyroximate does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action, EPA
has not assumed that fenpyroximate has
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 the policy statements
released by EPA’s Office of Pesticide
Programs (OPP) concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s Web site at
http://www.epa.gov/pesticides/
cumulative/.

E. Safety Determination

1. U.S. population—i. Acute risk. The
acute dietary acute Population Adjusted
Dose (aPAD) was set at 0.05 milligrams/
kilogram/day (mg/kg/day) for females
ages 13—49 years old based on a
developmental toxicity study in rats that
had an oral no observed adverse effect
level (NOAEL) of 5.0 mg/kg/day. The
resulting food exposure estimate for this
population subgroup was less than 1%
of the aPAD. The petitioned crops in

addition to the registered crop uses
accounted for less than 6% of the aPAD.

The addition of these new uses results
in a DWLOC of approximately 1,400
ppb. Surface water concentration
estimates increase from 1.5 ppb to 1.6
ppb with the added crops. The aggregate
exposure will not exceed 100% of the
aPAD.

ii. Chronic risk. The chronic dietary
chronic Population Adjusted Dose
(cPAD) was determined to be 0.01 mg/
kg/day for the general population based
on an oral NOAEL of 0.97 mg/kg/day in
the 2-year rat chronic/carcinogenicity
study. The Agency determined that
exposure from currently registered crops
utilize 8% of the cPAD. The additional
new uses will result in a utilization of
10% of the cPAD. Using the exposure
assumptions previously described, EPA
has concluded that exposure to
fenpyroximate from food, including the
additional new uses, will utilize 10% of
the cPAD for the U.S. population, 21%
of the cPAD for all infants (<1 year old),
and 33% of the cPAD for children (1-

2 years old).

In addition, there is potential for
chronic dietary exposure to
fenpyroximate in drinking water. The
DWLOC for the general population,
infants (<1 year old) and children (1-6
years old) were 320 ppb, 82 ppb, and 71
ppb, respectively. Average yearly
drinking water concentration in surface
water was estimated at 0.13 ppb, and
0.006 ppb in ground water for both
registered and petitioned uses. After
calculating the DWLOCs and comparing
them to the EECs for surface and ground
water, the aggregate exposure will not
exceed 100% of the cPAD.

2. Infants and children. The Agency
confirmed the endpoint selection for
fenpyroximate and evaluated the
potential for increased susceptibility of
infants and children from exposure to
fenpyroximate (July 2003). Based on
toxicological considerations, the special
FQPA safety factor was set at 1X when
assessing acute and chronic dietary
exposures.

3. Aggregate cancer risk for U.S.
population. Fenpyroximate is classified
as not likely to be carcinogenic to
humans; therefore, an aggregate cancer
risk assessment was not performed.

4. Determination of safety. Based on
these risk assessments, EPA concluded
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to
fenpyroximate residues.
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F. International Tolerances

Codex MRLs have been established
for residues of fenpyroximate and Z-
isomer on hops in Germany at 10 ppm.
[FR Doc. 05-15738 Filed 8—9-05; 8:45 am]
BILLING CODE 6560-50-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 26
[OPP-2005-0219; FRL-7728-9]
RIN 2070-AD57

Protections for Test Subjects in
Human Research; Notification to the
Secretaries of Agriculture and Health
and Human Services

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Notification to the Secretaries of
Agriculture and Health and Human
Services.

SUMMARY: This document notifies the
public that the Administrator of EPA
has forwarded to the Secretaries of
Agriculture and Health and Human
Services a draft proposed rule under
sections 21 and 25(a) of the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA). The draft proposed rule
will formalize and clarify EPA’s policies
on the use of intentional human
exposure studies under FIFRA and the
Federal Food Drug and Cosmetic Act
(FFDCA). The proposed rule would
establish stringent ethical protections
for human subjects in certain types of
research conducted or sponsored by
entities other than the Federal
government (i.e., “third-parties”). These
protections are consistent with
requirements currently in place under
the Federal Policy for the Protection of
Human Subjects of Research (the
“Common Rule”’), which has been
adopted by 17 Federal agencies. The
draft proposed rule is not available to
the public until after it has been signed
by EPA.

ADDRESSES: EPA has established a
docket for this action under Docket
identification (ID) number OPP-2005—
0219. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket

materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Monday through Friday,
excluding legal holidays. The Docket
telephone number is (703) 305-5805.
FOR FURTHER INFORMATION CONTACT:
William Jordan, Office of Pesticide
Programs (7501C), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001; telephone number: (703) 305—
1049; e-mail
address:jordan.william@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

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

e Crop production (NAICS code 111)

e Animal production (NAICS code
112)

¢ Food manufacturing (NAICS code
311)

¢ Pesticide manufacturing (NAICS
code 32532)

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

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

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

II. What Action is EPA Taking?

Section 25(a)(2) of FIFRA provides
that the Administrator must provide the
Secretary of Agriculture with a copy of
any draft proposed rule at least 60 days

before signing it for publication in the
Federal Register. Similarly, section
21(b) of FIFRA provides that the
Administrator must provide the
Secretary of Health and Human Services
with a copy of any draft proposed rule
pertaining to a public health pesticide at
least 60 days before signing it for
publication in the Federal Register. The
draft proposed rule is not available to
the public until after it has been signed
by EPA. If either Secretary comments in
writing regarding the draft proposed
rule within 30 days after receiving it,
the Administrator shall include in the
proposed rule when published in the
Federal Register the comments of the
Secretary and the Administrator’s
response to those comments. If the
Secretary does not comment in writing
within 30 days after receiving the draft
proposed rule, the Administrator may
sign the proposed regulation for
publication in the Federal Register
anytime after the 30-day period.

III. Do Any Statutory and Executive
Order Reviews Apply to this
Notification?

No. This document is not a rule, but
merely a notification of submission to
the Secretaries of Agriculture and
Health and Human Services. As such,
none of the regulatory assessment
requirements apply to this document.

List of Subjects in 40 CFR Part 26

Environmental protection, Human
research subjects, Reporting and
recordkeeping requirements.

Dated: July 27, 2005.
James Jones,
Director, Office of Pesticide Programs.
[FR Doc. 05-15839 Filed 8—9-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[R06—~OAR—2005-TX—0020; FRL-7950-7]
Approval and Promulgation of Air
Quality Implementation Plans; Texas;

Texas Low-Emission Diesel Fuel
Program

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

SUMMARY: EPA is proposing to approve
revisions to the State Implementation
Plan (SIP) for the state of Texas. This
revision makes changes to the Texas
Low-Emission Diesel (TXLED) Fuel
program. On April 6, 2005 EPA
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approved the compliance date change
that was part of this submittal. None of
the revisions being proposed for
approval change the ultimate
requirements regarding the reductions
to be achieved. As a result and in
accordance with section 110(1) of the
Act, 42 U.S.C. section 7410(1), these
revisions will not interfere with
attainment, reasonable further progress
or any other applicable requirement of
the Clean Air Act.

DATES: Comments must be received on
or before September 9, 2005.

ADDRESSES: Submit your comments,
identified by Regional Material in
EDocket (RME) ID No. R0O6—OAR-2005—
TX-0020, by one of the following
methods:

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

o Agency Web site: http://
docket.epa.gov/rmepub/ Regional
Material in EDocket (RME), EPA’s
electronic public docket and comment
system, is EPA’s preferred method for
receiving comments. Once in the
system, select “quick search,” then key
in the appropriate RME Docket
identification number. Follow the on-
line instructions for submitting
comments.

e U.S. EPA Region 6 “Contact Us”
Web site: http://epa.gov/region6/
r6coment.htm. Please click on “6PD”
(Multimedia) and select “Air”’ before
submitting comments.

e E-mail: Mr Thomas Diggs at
diggs.thomas@epa.gov. Please also cc
the person listed in the FOR FURTHER
INFORMATION CONTACT section below.

e Fax: Mr. Thomas Diggs, Chief, Air
Planning Section (6PD-L), at fax
number 214-665-7263.

e Mail: Mr. Thomas Diggs, Chief, Air
Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733.

¢ Hand or Courier Delivery: Mr.
Thomas Diggs, Chief, Air Planning
Section (6PD-L), Environmental
Protection Agency, 1445 Ross Avenue,
Suite 1200, Dallas, Texas 75202—2733.
Such deliveries are accepted only
between the hours of 8 a.m. and 4 p.m.
weekdays except for legal holidays.
Special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Regional Material in EDocket (RME) ID
No. R06—OAR-2005-TX-0020. EPA’s
policy is that all comments received
will be included in the public file
without change, and may be made
available online at http://
docket.epa.gov/rmepub/, including any

personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
the disclosure of which is restricted by
statute. Do not submit information
through Regional Material in EDocket
(RME), regulations.gov, or e-mail if you
believe that it is CBI or otherwise
protected from disclosure. The EPA
RME Web site and the Federal
regulations.gov are ‘““anonymous access”
systems, 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 RME or regulations.gov,
your e-mail address will be
automatically captured and included as
part of the comment that is placed in the
public file and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: All documents in the
electronic docket are listed in the
Regional Material in EDocket (RME)
index at http://docket.epa.gov/rmepub/.
Although listed in the index, some
information is not publicly available,
i.e., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically in RME or
in the official file which is available at
the Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 700, Dallas, Texas
75202-2733. The file will be made
available by appointment for public
inspection in the Region 6 FOIA Review
Room between the hours of 8:30 a.m.
and 4:30 p.m. weekdays except for legal
holidays. Contact the person listed in
the FOR FURTHER INFORMATION CONTACT
paragraph below or Mr. Bill Deese at
(214) 665—7253 to make an
appointment. If possible, please make
the appointment at least two working
days in advance of your visit. There will
be a 15 cent per page fee for making
photocopies of documents. On the day
of the visit, please check in at the EPA

Region 6 reception area at 1445 Ross
Avenue, Suite 700, Dallas, Texas.

The State submittal is also available
for public inspection at the State Air
Agency listed below during official
business hours by appointment: Texas
Commission on Environmental Quailty,
Office of Air Quality, 12124 Park 35
Circle, Austin, Texas 78753.

FOR FURTHER INFORMATION CONTACT: Ms.
Sandra Rennie, Air Planning Section
(6PD-L), Environmental Protection
Agency, Region 6, 1445 Ross Avenue,
Suite 700, Dallas, Texas 75202—2733,
telephone (214) 665-7367; fax number
214-665—7263; e-mail address
rennie.sandra@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document wherever
“we,” “us,” or “our” is used, we mean
the EPA. This document concerns
control of Air Pollution of NOx and
VOCs from mobile sources in 110
counties of east Texas where the rule
applies.

What Action Are We Taking Today?

We approved the original TXLED rule
on November 14, 2001, (66 FR 57196) as
part of the Houston-Galveston
Attainment Demonstration SIP. On
December 15, 2004, the Texas
Commission on Environmental Quality
(TCEQ) Commissioners proposed to
revise the TXLED rule. The revisions
were adopted on March 9, 2005, and
submitted to EPA on March 23, 2005.

On February 16, 2005, the Executive
Director of the TCEQ submitted a letter
to EPA requesting parallel processing of
the compliance date portion of the SIP
revision for TXLED. EPA proposed
action prior to completion of the State
rulemaking process and, after
completion of the State process,
approved the compliance date portion
of the SIP revision for TXLED on April
6, 2005 (70 FR 17321).

The Executive Director of the TCEQ
submitted a letter to EPA on July 5,
2005, requesting that we not act on
certain portions of the rule revision as
it was submitted on March 23, 2005.
These exceptions are noted below in the
discussion of the rule. We are proposing
to approve those aspects of the rule on
which the TCEQ has not requested that
EPA postpone action.

What Did the State Submit?

The State submitted revisions to
TXLED rules found in 30 TAC 114.6 and
114.312, 114.314-114.316, 114.318, and
114.319. These include revisions to
definitions; low emission diesel
standards; registration of producers and
importers; approved test methods;
monitoring, recordkeeping, and
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reporting requirements; alternative
emission reduction plans; and affected
counties and compliance dates.

Why Are These Revisions Approvable?

We thoroughly analyzed the rule
revisions to ensure that they did not
compromise the integrity of the
approved SIP. Many changes were
nonsubstantive editorial or format
changes. Some substantive changes are
considered minor. Major substantive
changes that needed a more thorough
analysis are discussed below. A detailed
analysis can be found in the Technical
Support Document that accompanies
this action.

Section 114.312. Low Emission Diesel
Standards

In 114.312(b) the sulfur standard is
removed. The sulfur standard is no
longer needed in this rule because the
federal ultra-low sulfur diesel standards
are now promulgated and will reduce
sulfur in on-highway diesel in 2006 and
in nonroad equipment starting in 2007.
Removal of sulfur by itself does not
influence NOx emissions when the fuel
is combusted unless advanced
technology equipment is used. This
equipment is not required to be
manufactured until federal compliance
dates beginning in 2006 and 2007.
While the delay in achieving sulfur
reductions does not impact NOx
emissions and therefore does not impact
ozone plans in Texas, it does impact
SO, and PM emissions. However, there
are no PM or SO, nonattainment areas
in the area covered by the rule so the
delay in the sulfur requirement will not
interfere with attainment of these
standards. Because the affected areas are
in attainment of these standards before
the compliance date of these standards,
these revisions will not interfere with
any applicable requirements concerning
nonattainment nor will they have an
adverse impact on reasonable further
progress. Therefore, the repeal of the
sulfur standard will not interfere with
attainment, reasonable further progress
or any other applicable requirement of
the Act.

Renumbered 114.312(f) removes EPA
from approval of alternative
formulations. This revision is not
approvable unless the executive director
discretion is removed from the
replicable test procedures in 114.315.
The State requested that EPA not act
upon the executive director discretion
portions of 114.315 because the State
plans to remove these references in
future rulemakings.

Section 114.314. Registration of Diesel
Producers and Importers

The previously approved SIP required
registration with the State by all
suppliers of diesel fuel in the affected
area as of December 1, 2004, to gather
data on suppliers and potential
suppliers. In the revisions approved on
April 6, 2005, the deadline to register
was changed to May 1, 2005.

Section 114.315. Approved Test
Methods

We are taking no action on subsection
§114.315(b) nor Alternative V at
§114.315(c)(4)(C)(i1)(V) at the request of
the State. These citations give the
executive director discretion for
changing test methods. The State
requested in the letter dated July 5,
2005, that we not act on these portions
of the submittal.

Subsection (c) contains the methods
and procedures for getting an alternative
fuel formulation tested and approved.
The adopted amendments to
§ 114.315(c) clarify and update existing
references and provide additional
flexibility in the testing of alternative
formulations. Adopted revisions to
§114.315(c)(1)(C) and also to
§114.315(c)(4) replace or add language
to reference the active version of the
appropriate test methods or procedures
rather than the date-specific versions.
These revisions will ensure the use of
the most accurate and up-to-date testing
methods or procedures by ASTM or
EPA.

The adopted revision to
§114.315(c)(1)(C) clarifies the diesel
grades and sulfur content of the
reference fuel for the testing of
alternative formulations. Because the
sulfur requirements were removed from
§114.312, revisions to §114.315(c)(3)(A)
set the sulfur limit of the reference fuel
at a maximum value of 15 parts per
million (ppm). This limit matches the
federal sulfur requirements starting in
2006.

The revision to § 114.315(c)(4)(C)
provides additional flexibility in the
testing of new diesel formulations under
§114.312(f). These revisions amend the
test sequences to now include
sequences for testing with cold and hot
start exhaust emission testing cycles.
The revisions also contain sequences for
testing only with hot start exhaust
emission test cycles, including a new
sequence for testing formulations that
require an extended duration
conditioning cycle. Alternative I at
§114.315(c)(4)(C)(ii)1) is retained from
the approved rule. Clarification that 20
or 21 hot-start tests must be run with
each fuel is now included for the first

three alternatives. These revisions allow
increased flexibility in test procedures
while assuring adequate data is
available for a determination of
emission reductions from the proposed
alternatives and, therefore, are
approvable.

Alternative IV at
§ 114.315(c)(4)(C)(ii)(IV) does not clearly
specify that at least 20 tests must be run
as in the first three alternatives. If only
a few tests were run on each fuel, it
would not be similar enough to the first
three alternatives for us to say it is
effectively the same as the others. At
least 20 tests must be run on each fuel
for Alternative IV. In addition, the
conditioning cycle must include four
tests on the candidate fuel but not count
them toward the data used to evaluate
the emission impacts of the candidate
fuel. This sets a new baseline from
which to make the determination. The
State is currently providing guidance on
the testing requirements, clarifying that
20 tests must be run for Alternative IV
and 4 additional tests are necessary as
a conditioning cycle.

The major revision to § 114.315(c)(5)
is a new formula that specifies the
measurement tolerances per pollutant
type that will be acceptable when
calculating whether the emissions
generated by a candidate fuel are
comparable to the emissions generated
by the reference fuel. This formula is
essentially the same as the one in the
California diesel fuel rules.

The revision to §114.315(c)(6) adds
consultation with the EPA into the
process to approve an alternative fuel
formulation. This provides EPA input
into the process to ensure the adequacy
of the alternative fuel formulations and
is approvable.

By letter dated July 5, 2005, the State
has asked that EPA not consider
Alternative V at § 114.315(c)(4)(C)(i1) (V).
This provision gives the executive
director discretion to approve other test
sequences considered to be equivalent.
We are taking no action on this
provision in this action.

The revision adopted in § 114.315(d)
adds requirements for what must be
included in the application for approval
of alternative diesel fuel formulations
using additives. Adopted new paragraph
(1) outlines that the application
provided to the executive director must
include the identity, chemical
composition, and concentration of each
additive used in the formulation, and
the test method by which the presence
and concentration of the additive may
be determined. Adopted new paragraph
(2) outlines what will be included in the
executive director’s approval
notification of an alternative diesel fuel
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formulation. The adopted paragraph
requires an approval notification to
identify the total aromatic hydrocarbon
content, cetane number, and other
parameters as appropriate and as
determined in accordance with the test
methods identified in § 114.315(a). For
alternative diesel fuel formulations
using additives, the approval notice
must specify, at a minimum, the
identity, the minimum concentration,
and the treatment rate of the additives
used, along with the minimum
specifications for the base fuel to be
used in the approved formulation as
determined by the test method
identified in § 114.315(d)(1).

As a final point in the discussion of
this subsection, we would like to clarify
what could be included as
“demonstrated to the satisfaction of
* * *EPA” in §114.315(d). Any fuel or
fuel additive that has been verified by
EPA through our Voluntary Diesel
Retrofit Program/Environmental
Technology Verification program could
be considered demonstrated to the
satisfaction of EPA. Also, a fuel
prepared using EPA’s Unified Model
(the Model) could be included. The
Model was created to evaluate the
emission reduction benefits of TXLED
in highway vehicles. In a memo from
Bob Larson, EPA’s Office of
Transportation and Air Quality to Carl
Edlund, Director of the Multimedia
Permitting and Planning Divison,
Region 6 of the EPA, dated September
27, 2001, we stated that the Unified
Model should not be used to evaluate
any other diesel fuel control program.
Allowing the use of the Unified Model
by refiners to evaluate diesel that can
achieve the same NOx reductions as
TXLED smooths the path to compliance.
Alternative emission reduction plans
would not be required in this case.

Along with this clarification, we make
the following caveats regarding the use
of the Unified Model for this purpose:

(1) It is for use only in the Texas Low-
Emission Diesel program because it was
developed specifically for evaluating
TXLED. No other state may adopt this
Model as a compliance tool or to
evaluate the benefits of their own state-
run diesel fuel program.

(2) The Unified Model allows the
production of fuels using Cetane
improvers. It does not allow for the use
of any other additive.

(3) The Unified model was created
primarily for highway vehicles. For
highway vehicles the benefits decrease
over time starting in 2004. In running
the Model to determine a formulation,
the evaluation year used in the Model
will make a difference in the benefit.
The Unified Model can be used for

nonroad without decreasing benefits
over time because nonroad engines do
not have exhaust gas recirculation
(EGR).

Section 114.316. Monitoring,
Recordkeeping, and Reporting
Requirements

New subsection (d) removes the sulfur
testing requirement. The proposed
gallonage requirement was revised at
adoption from 50,000 gallons of LED
produced to 250,000 gallons. In the
approved SIP, no gallonage requirement
was included, so this change is more
stringent. Sampling for sulfur was
removed as a State requirement.

New subsection (e) contains additive
sampling language that is more stringent
than what was previously approved.

Several administrative revisions were
made. One is to provide records to the
executive director within 15 days
instead of five days of a written request.
The other is a change to the 15 day
requirement for companies to send in
quarterly reports after the end of a
quarter. This was changed at adoption
to 45 days based on comments received
during the State public comment period.
These changes were made to be
consistent with EPA requirements for
these activities.

In §114.316(g)(7) two new
certification statements were added to
account for diesel that may need further
processing before becoming TXLED, and
alternative fuel formulations of TXLED.
These replace one certification that was

deleted.

The sulfur requirement was removed
from § 114.316(h)(2). This change is
approvable for reasons discussed earlier.

New language in § 114.316(k) adds
specific recordkeeping and reporting
requirements for producers or importers
that have Alternate Emission Reduction
Plans, thus enhancing enforcement of
the program. This language strengthens
the SIP which previously required that
plans “contain adequate enforcement
provisions.” This includes information
that producers must put into quarterly
reports, e.g., volume of diesel fuel
produced subject to the provisions of
the alternative emission reduction plan,
the volume of diesel fuel not produced
but sold or supplied by the producer
that is subject to provisions of the
alternative emission reduction plan, the
volume of additive utilized by the
producer to produce diesel fuel subject
to the provisions of the alternative
emission reduction plan. This is
approvable because it enhances
enforcement of the program.

Section 114.318. Alternative Emission
Reduction Plans

The meaning of this section remains
essentially unchanged after reformatting
and minor substantive changes.
Language now in (d) was revised to
allow plan implementation with
executive director approval. In the SIP-
approved version, it was implied but
not explicitly stated that
implementation of plans was allowed
upon EPA and executive director
approval. This has now been clarified.
The July 5, 2005 letter from the State
indicates that the language in 30 Tex.
Admin. Code §114.318(d) is meant to
reference the approval mentioned in
§ 114.318(a) and therefore is interpreted
to include EPA approval as well.
Ultimately, if the plans that the State
submits to EPA for approval as a SIP
revision when implemented do not add
up to equivalent or comparable
reductions in NOx, the State will be
responsible for replacing the lost
reductions with other reductions not yet
claimed. It is also presumed that the
State will take appropriate enforcement
action on any producer or importer that
does not comply by supplying
equivalent or comparable NOx
reductions through a fuel strategy.

Section 114.319. Affected Counties and
Compliance Dates

As stated previously, on February 16,
2005 the Executive Director of the TCEQ
submitted a letter to EPA requesting
parallel processing of the compliance
date portion of the SIP revision for
TXLED. We proposed approval on
February 24, 2005, and gave final
approval on April 6, 2005 (70 FR
17321).

In §114.319(b)(1) five more counties
were included in the Dallas-Fort Worth
area bringing the total to nine for that
area. These counties were part of the
DFW Extended Compliance area under
the 1-hour ozone standard, and are now
part of the DFW 8-hour nonattainment
area.

Proposed Action

We are proposing approval of the
revisions to the TXLED rule as
submitted March 23, 2005, with the
following exceptions: (1) The
compliance date changes that were
already approved on April 6, 2005; (2)
revisions to Approved Test Methods in
§§114.315(b) and 114.315(c)(4)(C)(ii)(V)
that the State specifically requested we
not process at this time as specified
above. None of the revisions being
proposed for approval change the
ultimate requirements regarding the
reductions to be achieved. As a result
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and in accordance with section 110(1) of
the Act, 42 U.S.C. section 7410(1), these
revisions will not interfere with
attainment, reasonable further progress
or any other applicable requirement of
the Clean Air Act.

Statutory and Executive Order Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this proposed
action is not a ‘“‘significant regulatory
action”” and therefore is not subject to
review by the Office of Management and
Budget. For this reason, this action is
also not subject to Executive Order
13211, “Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This proposed action merely
proposes to approve state law as
meeting Federal requirements and
imposes no additional requirements
beyond those imposed by state law.
Accordingly, the Administrator certifies
that this proposed rule will not have a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). Because this rule
proposes to approve pre-existing
requirements under state law and does
not impose any additional enforceable
duty beyond that required by state law,
it does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4).

This proposed rule also does not have
tribal implications because it will 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,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does 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 (64 FR 43255,
August 10, 1999). This action merely
proposes to approve a state rule
implementing a Federal standard, and
does not alter the relationship or the
distribution of power and
responsibilities established in the Clean
Air Act. This proposed rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),

because it is not economically
significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This proposed
rule does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon Monoxide,
Hydrocarbons, Incorporation by
reference, Intergovernmental relations,
Lead, Nitrogen oxides, Ozone,
Particulate matter, Reporting and
recordkeeping requirements, Sulfur
oxides, Volatile organic compounds.

Authority: 42 U.S.C. 7401 et seq.
Dated: August 2, 2005.
Richard E. Greene,
Regional Administrator, Region 6.
[FR Doc. 05-15830 Filed 8—9-05; 8:45 am)|]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63
[OAR-2004-0019, FRL-7950-9]
RIN 2060-AK10

National Emission Standards for
Gasoline Distribution Facilities (Bulk
Gasoline Terminals and Pipeline
Breakout Stations)

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed decision; request for
public comment.

SUMMARY: On December 14, 1994, we
promulgated National Emission
Standards for Gasoline Distribution
Facilities (Bulk Gasoline Terminals and
Pipeline Breakout Stations) (59 FR
64318). The national emission standards
limit and control hazardous air
pollutants (HAP) that are known or

suspected to cause cancer or have other
serious health or environmental effects.

Section 112(f)(2) of the Clean Air Act
(CAA) directs EPA to assess the risk
remaining (residual risk) after the
application of national emission
standards controls. Also, CAA section
112(d)(6) requires us to review and
revise the national emission standards
as necessary by taking into account
developments in practices, processes,
and control technologies. The proposal
announces a decision and requests
public comments on the residual risk
assessment and technology review for
the national emission standards. We are
proposing no further action at this time
to revise the national emission
standards.

DATES: Comments. Submit comments on
or before October 11, 2005.

Public Hearing. If anyone contacts the
EPA requesting to speak at a public
hearing by August 30, 2005, a public
hearing will be held on September 7,
2005.

ADDRESSES: Submit your comments,
identified by Docket ID No. OAR-2004—
0019, by one of the following methods:

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

e Agency Web site: http://
www.epa.gov/edocket. EDOCKET, EPA’s
electronic public docket and comment
system, is EPA’s preferred method for
receiving comments. Follow the on-line
instructions for submitting comments.

e E-mail: a-and-r-docket@epa.gov.

e Fax: (202) 566—1741.

e Mail: Air Docket, EPA, Mailcode:
6102T, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. Please include a
total of two copies.

¢ Hand Delivery: EPA, 1301
Constitution Ave., NW., Room B102,
Washington, DC 20460. Such deliveries
are only accepted during the Docket’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. OAR-2004-0019. The
EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.epa.gov/edocket, 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 EDOCKET,
regulations.gov, or e-mail. The EPA
EDOCKET and the federal



Federal Register/Vol.

70, No. 153/ Wednesday, August 10,

2005/ Proposed Rules 46453

regulations.gov websites are
“anonymous access”’ systems, 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
EDOCKET or regulations.gov, your e-
mail address will be automatically
captured and included as part of the
comment that is placed in the public
docket and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses.

Docket: All documents in the docket
are listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is

restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Air and Radiation Docket,
EPA/DC, EPA West, Room B102, 1301
Constitution Ave., NW., Washington,
DC. 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
and Radiation Docket is (202) 566—1742.

Public Hearing. If a public hearing is
held, it will begin at 10 a.m. and will
be held at the EPA facility complex in
Research Triangle Park, North Carolina,
or at an alternate facility nearby.
Persons interested in presenting oral
testimony or inquiring as to whether a
public hearing is to be held must
contact Mr. Stephen Shedd, listed in the
FOR FURTHER INFORMATION CONTACT
section at least 2 days in advance of the
hearing. The public hearing will provide
interested parties the opportunity to

present data, views, or arguments
concerning the proposed action.

FOR FURTHER INFORMATION CONTACT: For
additional information on this proposed
decision, review the reports listed in the
SUPPLEMENTARY INFORMATION section.

General and technical information.
Mr. Stephen Shedd, U.S. EPA, Office of
Air Quality Planning and Standards,
Emission Standards Division, Waste and
Chemical Processes Group (C439-03),
Research Triangle Park, North Carolina
27711, telephone (919) 541-5397,
facsimile number (919) 6853195,
electronic mail (e-mail) address:
shedd.steve@epa.gov.

Residual risk assessment information.
Mr. Ted Palma, U.S. EPA, Office of Air
Quality Planning and Standards,
Emission Standards Division, Risk and
Exposure Assessment Group (C404-01),
Research Triangle Park, North Carolina
27711, telephone (919) 541-5470,
facsimile number (919) 541-0840,
electronic mail (e-mail) address:
palma.ted@epa.gov.

SUPPLEMENTARY INFORMATION:
Regulated entities. The regulated
categories and entities affected by the
national emission standards include:

Category NAICSa (SICh) Examples of regulated entities
INAUSEIY oo 324110 (2911) | Operations at major sources that transfer and store
493190 (4226) gasoline, including petroleum refineries, pipeline
486910 (4613) breakout stations, and bulk terminals.
424710 (5171)
Federal/State/local/tribal governments ..........ccccovevviie | cvvevieenenieienies | v

aNorth American Industry Classification System.

b Standard Industrial Classification.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by the national emission
standards. To determine whether your
facility would be affected by the
national emission standards, you should
examine the applicability criteria in 40
CFR 63.420. If you have any questions
regarding the applicability of the
national emission standards to a
particular entity, consult either the air
permit authority for the entity or your
EPA regional representative as listed in
40 CFR 63.13.

Worldwide Web (WWW). In addition
to being available in the docket, an
electronic copy of today’s proposed
decision will also be available on the
WWW through the Technology Transfer
Network (TTN). Following signature, a
copy of the proposed decision will be
posted on the TTN’s policy and
guidance page for newly proposed or
promulgated rules at the following
address: http://www.epa.gov/ttn/oarpg/.

The TTN provides information and
technology exchange in various areas of
air pollution control. If more
information regarding the TTN is
needed, call the TTN HELP line at (919)
541-5384.

Reports for Public Comment. We have
prepared two summary documents
covering the development of, and the
rationale for, the proposed decision and
the residual risk analyses. These
documents are entitled: “Technology
Review and Residual Risk Data
Development for the Gasoline
Distribution NESHAP,” and ‘“Residual
Risk Assessment for the Gasoline
Distribution (Stage I) Source Category.”
Both documents are available in Docket
ID Number OAR-2004-0019. See the
preceding Docket section for docket
information and availability.

Outline. The information presented in
this preamble is organized as follows:

I. Background
A. What is the statutory authority for these
actions?

B. What is our approach for developing
residual risk standards?

C. What are the current standards?

II. Analyses and Results
A. Residual risk review
B. Technology review
III. Statutory and Executive Order Reviews

A. Executive Order 12866: Regulatory
Planning and Review

B. Paperwork Reduction Act

C. Regulatory Flexibility Act

D. Unfunded Mandates Reform Act

E. Executive Order 13132: Federalism

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

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

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

I. National Technology Transfer
Advancement Act
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I. Background

A. What is the statutory authority for
these actions?

Section 112 of the CAA establishes a
comprehensive regulatory process to
address emissions of HAP from
stationary sources. In implementing this
process, EPA has identified categories of
sources emitting one or more of the HAP
listed in the CAA, and gasoline
distribution facilities were identified as
one such source category. Section
112(d) requires us to promulgate
national technology-based emission
standards for sources within those
categories that emit or have the
potential to emit any single HAP at a
rate of 10 tons or more per year or any
combination of HAP at a rate of 25 tons
or more per year (known as ‘‘major
sources’’), as well as for certain ‘“‘area
sources”’ emitting less than those
amounts. These technology-based
national emission standards for
hazardous air pollutants (NESHAP)
must reflect the maximum reductions of
HAP achievable (after considering cost,
energy requirements, and non-air health
and environmental impacts) and are
commonly referred to as maximum
achievable control technology (MACT)
standards. EPA completed the NESHAP
for gasoline distribution in 1994 (59 FR
64318).

In what is referred to as the
“technology review,” the EPA is
required to review these technology-
based standards and to revise them ““as
necessary (taking into account
developments in practices, processes,
and control technologies)” no less
frequently than every 8 years.

The “‘residual risk” review is
described in section 112(f) of the CAA.
Section 112(f)(2) requires us to
determine for each section 112(d) source
category whether the NESHAP protect
public health with an ample margin of
safety. If the NESHAP for HAP
“classified as a known, probable, or
possible human carcinogen do not
reduce lifetime excess cancer risks to
the individual most exposed to
emissions from a source in the category
or subcategory to less than one in one
million,” EPA must promulgate residual
risk standards for the source category (or
subcategory) which provide an ample
margin of safety. EPA must also adopt
more stringent standards to prevent an
adverse environmental effect (defined in
section 112(a)(7) as “‘any significant and
widespread adverse effect * * * to
wildlife, aquatic life, or natural
resources * * *.”’), but must consider
cost, energy, safety, and other relevant
factors in doing so.

B. What is our approach for developing
residual risk standards?

Following an initial determination
that the risk to the individual most
exposed to emissions from sources in
the category exceeds a 1-in-1 million
lifetime excess individual cancer risk,
our approach to developing residual risk
standards is based on a two-step
determination of acceptable risk and
ample margin of safety.

The terms “individual most exposed,”
“acceptable level,” and “ample margin
of safety” are not specifically defined in
the CAA. However, section 112(f)(2)(B)
retains EPA’s interpretation of the terms
“acceptable level” and “ample margin
of safety”” provided in our 1989
rulemaking (54 FR 38044, September 14,
1989), “National Emission Standards for
Hazardous Air Pollutants (NESHAP):
Benzene Emissions from Maleic
Anhydride Plants, Ethylbenzene/
Styrene Plants, Benzene Storage Vessels,
Benzene Equipment Leaks, and Coke
By-Product Recovery Plants,” (Benzene
NESHAP). We read CAA section
112(f)(2)(B) as essentially directing EPA
to use the interpretation set out in that
notice ! or to utilize approaches
affording at least the same level of
protection.2 The EPA likewise notified
Congress in its ‘““Residual Risk Report to
Congress” that EPA intended to use the
Benzene NESHAP approach in making
section 112(f) residual risk
determinations.?

In the Benzene NESHAP (54FR
38044—45), we stated as an overall
objective:

(IIn protecting public health with an ample
margin of safety, we strive to provide
maximum feasible protection against risks to
health from hazardous air pollutants by (1)
protecting the greatest number of persons
possible to an individual lifetime risk level
no higher than approximately 1-in-1 million;
and (2) limiting to no higher than

1This reading is confirmed by the Legislative
History to section 112(f); see, e.g., “A Legislative
History of the Clean Air Act Amendments of 1990,”
vol. 1, page 877 (Senate Debate on Conference
Report).

2Legislative History, vol. 1, p. 877, stating, “[T]he
managers intend that the Administrator shall
interpret this requirement [to establish standards
reflecting an ample margin of safety] in a manner
no less protective of the most exposed individual
than the policy set forth in the Administrator’s
benzene regulations * * *.”

3“Residual Risk Report to Congress” at page ES—
11, EPA-453/R-99-001 (March 1999). EPA
prepared this Report to Congress in accordance
with CAA section 112(f)(1). The Report discusses
(among other things) methods of calculating risk
posed (or potentially posed) by sources after
implementation of the NESHAP, the public health
significance of those risks, the means and costs of
controlling them, actual health effects to persons in
proximity to emitting sources, and
recommendations as to legislation regarding such
remaining risk.

approximately 1-in-10 thousand [i.e., 100 in
a million] the estimated risk that a person
living near a facility would have if he or she
were exposed to the maximum pollutant
concentrations for 70 years.

As explained more fully in our
Residual Risk Report to Congress, these
goals are not “rigid line[s] for
acceptability,” but rather broad
objectives to be weighed “with a series
of other health measures and factors.” 4

Our decisions regarding residual risk
in the gasoline distribution source
category followed the two-step
framework established in the Benzene
NESHAP and applied in the April 15,
2005 (70 FR 19992) National Emission
Standards for Coke Oven Batteries; Final
Rule (Coke Oven Batteries NESHAP)
analysis. In the Benzene NESHAP, EPA
interpreted and applied the two-step
test drawn from the D.C. Circuit Court’s
Vinyl Chloride opinion. The first step
involves determining which risks are
“acceptable.” In the second step, EPA
must decide whether additional
reductions are necessary to provide “an
ample margin of safety” (54 FR 38049).
As part of this second decision, EPA
may consider costs, technological
feasibility, uncertainties, or other
relevant factors.

Further clarifying how the two steps
would be conducted, EPA emphasized
the distinction between facilitywide
emissions and source category
emissions in the Coke Oven Batteries
NESHAP. In the first step (“acceptable
risk”’) and the second step (“ample
margin of safety”), HAP emissions from
the source category are considered. In
the second step, facilitywide emissions
may be considered, as discussed in the
next paragraph. For the first step,

“* * * EPA has concluded that, in its
assessment of ‘acceptable risk’ for
purposes of section 112(f), the agency
will only consider the risk from
emissions from that source category.
This was the approach in the Benzene
NESHAP, wherein EPA limited
consideration of acceptability of risk to
the specific sources under consideration
* * *rather than to the accumulation
of these and other sources of benzene
emissions that may occur at an entire
facility.” (70 FR 19997)

Again following the framework used
in the Benzene NESHAP, in the second
step of our decision making, we
consider setting standards at a level
which may be equal to or lower than the
acceptable risk level and which protect
public health with an ample margin of
safety. In making this determination, we
considered the estimate of health risk
and other health information along with

4]d. at B—4.
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additional factors relating to the
appropriate level of control, including
costs and economic impacts of controls,
technological feasibility, uncertainties,
and other relevant factors. As stated in
the Coke Oven Batteries NESHAP, “EPA
believes one of the ‘other relevant
factors’ that may be considered in this
second step is co-location of other
emission sources that augment the
identified risks from the source
category”’ (70 FR 19998). In examining
facilities with gasoline distribution
sources, we did evaluate facilitywide
emissions, but they were not considered
in this “ample margin of safety”
determination.

C. What are the current standards?

The National Emission Standards for
Gasoline Distribution Facilities (Bulk
Gasoline Terminals and Pipeline
Breakout Stations) (Gasoline
Distribution NESHAP) were
promulgated on December 14, 1994 (59
FR 64318).

The Gasoline Distribution NESHAP
cover HAP emissions resulting from
gasoline liquid storage and transfer
operations at facilities with bulk
gasoline terminals and pipeline
breakout stations. The gasoline emission
sources regulated by the Gasoline
Distribution NESHAP are storage tanks,
loading racks, tank truck vapor leakage,
and equipment leaks.

The Gasoline Distribution NESHAP
regulates only those sources located at
major sources. During the development
of the NESHAP, we estimated that there
were approximately 1,290 facilities
nationwide (1,020 terminals and 270
pipeline stations), of which about 260
(240 terminals and 20 pipeline stations)
would be considered major and,
therefore, subject to the NESHAP.

Usually, these gasoline operations are
located at facilities with other types of
HAP-emitting sources (e.g., terminals,
refineries, chemical plants, pipeline
facilities). These other collocated
sources are regulated under separate
NESHAP (e.g., Refinery NESHAP, 40
CFR part 63, subpart CC), and today’s
proposed decision does not purport to
satisfy the statutory review
requirements for these other sources
under CAA section 112(f) or 112(d)(6).

The HAP content of the gasoline
vapors that escape to the atmosphere
from gasoline distribution sources is
generally from 5 to 16 percent by weight
and is dependent on the type of gasoline
used (normal or gasoline oxygenated
with methyl tert butyl ether).

We estimated that the NESHAP would
reduce emissions of nine key air toxics,
including benzene and toluene, that are
found in gasoline vapor by 2,300 tons

annually. We also estimated that the
NESHAP would reduce emissions of
volatile organic compounds (VOC) by
over 38,000 tons annually and result in
energy savings of 10 million gallons of
gasoline per year from collecting or
preventing gasoline evaporation.

II. Analyses and Results

A. Residual Risk Review

As required by CAA section 112(f)(2),
we have prepared a risk assessment to
determine the residual risk posed by
gasoline distribution sources after
implementation of the Gasoline
Distribution NESHAP. As with the
NESHAP, we focused on nine HAP
typically found in gasoline vapor
(referred to here as ““gasoline HAP”’) and
collected data on the emissions of these.
Based on information collected from
EPA’s Regional Offices and from
industry associations, we compiled a
list of 102 facilities covered by the
Gasoline Distribution NESHAP.5 Using
our National Emissions Inventory (NEI)
database, we were able to collect
detailed emissions data for 69 of these
facilities. Even though we do not have
emissions information for every facility
in the category, it is unlikely that the
risk would be significantly higher for
the other facilities in the category
because the facilities we assessed are
believed to be a representative subset of
this industry.

Because the gasoline HAP are VOC,
the inhalation pathway was expected to
be the primary route of exposure for
humans, and the assessment of human
health risk via inhalation was the focus
of this analysis. Using the collected
information, we estimated emissions,
modeled exposure concentrations
surrounding these facilities, calculated
the risk of possible chronic cancer and
noncancer health effects, and evaluated
whether acute exposures might exceed
relevant health thresholds.

We considered risks attributable to
the gasoline distribution source category
in the “acceptable risk” and “ample
margin of safety’”” determinations.
However, HAP emissions reported in
the available inventory databases are
generally based on total, facilitywide
emissions, and some of the HAP
emissions reported for these facilities
are from emission sources that are not

5 This is a smaller number of facilities than we
originally predicted would be covered by the
NESHAP. During the development of the NESHAP,
we used model facility analyses to estimate that as
many as 260 facilities would be subject to the
NESHAP. The lower number compiled for our risk
analysis may be the result of facilities reducing
emissions and accepting permit limits or otherwise
demonstrating that their emissions remain below
applicability cutoffs.

in the gasoline distribution source
category. We estimate that the
contribution from gasoline distribution
sources at the modeled facilities ranges
from as low as 10 percent up to 100
percent of the total facilitywide
emissions of the nine gasoline HAP.

The modeled facility with the highest
calculated maximum individual lifetime
risk (MIR) attributable to gasoline
distribution sources was co-located at a
petroleum refinery and the MIR was
estimated to be about 5-in-1 million.
The MIR attributable to gasoline
distribution sources at each of the other
modeled facilities was estimated to be
less than 3-in-1 million.

Even when facilitywide emissions are
included, only 20 percent of the
facilities modeled pose greater than 1-
in-1 million cancer risk. Of those, only
four are facilities where it was
determined that all of the reported
emissions came from gasoline
distribution sources, and the
facilitywide MIR values for these four
facilities were all less than 2-in-1
million.

The highest calculated MIR was 26-in-
1 million at one facility (the petroleum
refinery mentioned earlier) when we
included all of the facility’s reported
emissions of the examined HAP without
limiting the analysis to the gasoline
distribution source category.

Estimated annual cancer incidence
was also calculated, based on predicted
individual cancer risk and the number
of people reported to reside in the U.S.
census blocks within the modeled area
around each facility (i.e., out to 50
kilometers). When examining emissions
from the entire facility, without regard
to source category, we found that for the
13 facilities for which estimated
maximum individual cancer risk is
greater than 1-in-1 million for the whole
facility, the summed estimated cancer
incidence is 0.003 cases per year. Across
all 69 facilities, the total estimated
incidence is 0.004 cases per year.
Incidence attributable to gasoline
distribution sources would be about 20
percent of those cases per year. Note
that values presented here are estimated
incremental rates based on modeled
concentrations and 2000 U.S. Census
data, and they should not be interpreted
as actual cancer incidence rates derived
from observations of disease occurrence
over time (such as cancer incidence
rates that may be reported based on
epidemiological studies).

When examining noncancer impacts,
we found that the highest calculated
chronic noncancer hazard index was 0.2
for one of the facilities modeled, and
that no other facilities included in the
assessment had a chronic noncancer
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hazard index greater than 0.2. This
means that the total lifetime exposures
to the HAP emitted by these facilities
only exceeded 20 percent of the
noncancer reference concentration at
one facility.

Finally, we found that acute
exposures, which were calculated by
assuming the maximum hourly
emissions rate would be twice the
average rate of emissions, did not
exceed the relevant health thresholds
for acute effects for these HAP, even
when total facility emissions were
estimated rather than just emissions
from within the gasoline distribution
source category.

All of this analysis can be found in
our “Technology Review and Residual
Risk Data Development for the Gasoline
Distribution NESHAP” and “Residual
Risk Assessment for the Gasoline
Distribution (Stage I) Source Category.”
See ‘“Reports for Public Comment” in
the SUPPLEMENTARY INFORMATION section
above for information on obtaining these
reports.

In the Benzene NESHAP, we
explained, “The EPA will generally
presume that if the risk to that
individual [the MIR] is no higher than
approximately 1 in 10 thousand, that
risk level is considered acceptable and
EPA then considers the other health and
risk factors to complete an overall
judgment on acceptability.” Based on
the risk estimates calculated for the
gasoline distribution source category
emissions at these 69 facilities, we have
concluded that the residual risk for this
source category is acceptable.

Because our conservative risk
estimates suggest risks exceeding 1-in-1
million after the application of MACT,
we considered the feasibility and costs
of additional controls to reduce
emissions and associated risks. We
considered options for adding controls,
increasing inspections, and tightening
standards for each of the emissions
points in the gasoline distribution
source category. We collected
information on whether new methods of
controlling emissions existed and
whether other States or local air
agencies had adopted more stringent
requirements. We identified options for
each emission point and evaluated the
costs and emission reduction benefits of
these options. This analysis can be
found in our “Technology Review and
Residual Risk Data Development for the
Gasoline Distribution NESHAP.”

Because the data for the facilities
analyzed in our risk assessment were
not sufficient to analyze the existing
level of control and the potential for
emission reductions, we examined the
potential maximum impacts for a model

bulk gasoline terminal with HAP
emissions just from the gasoline
distribution source category. We
estimated that the maximum HAP
reduction that could be expected from
the model terminal was about 0.8 tons
per year (about a 30 percent reduction).
This emission reduction would reduce
the source category’s highest calculated
MIR cancer risk from the nine HAP from
a MIR of 5-in-1 million to about 3-in-1
million.

We estimated that achieving these
reductions would involve a capital cost
of about $700,000 and a total annualized
cost of about $265,000. For comparison,
the impacts for an average facility
complying with the current NESHAP
are estimated to be HAP reduction of
nearly 9 tons per year, a capital cost of
about $450,000, and a total annualized
cost of about $60,000. We request
comments specifically addressing the
adequacy of the model terminal analysis
of potential emission reductions and
costs, and comparing emissions from
the model terminal to terminals
analyzed in this risk analysis.6

The maximum individual cancer risk
for this source category is already below
the level we presumptively consider
acceptable, and additional control
requirements would achieve minimal
risk reduction at a very high cost.
Further, the analysis has shown that
both the noncancer and acute risks from
this source category are below their
relevant health thresholds. As a result,
we concluded that no additional control
should be required because an ample
margin of safety (considering cost,
technical feasibility, and other factors)
has been achieved by the NESHAP for
the gasoline distribution source
category. In this conclusion, we did not
consider facilitywide risk. Although we
believe we can consider facilitywide
risk as a relevant factor in determining
an ample margin of safety, we do not
have cost, technical feasibility and other
data to analyze emission sources at the
facility that are outside the gasoline
distribution source category.

We are also required to consider
adverse impacts to the environment

6 The model gasoline bulk terminal operating
parameters were based on information gathered
during the development of the NESHAP. Based on
the gasoline throughput, number and size of
gasoline storage tanks, and number of loading racks,
the model terminal has an annual emission rate
(after implementation of NESHAP controls) of about
2.5 tons of HAP when handling only normal
gasoline. According to the NEI database, several of
the actual facilities that were analyzed for residual
risk emit HAP at a much higher rate. We
determined that the percentage of HAP emission
reductions (and the estimated costs per ton of HAP
emissions reduced) for additional controls on the
model terminal would also be representative of
larger facilities.

(e.g., ecological risks) as a part of a
residual risk assessment. As previously
noted, because gasoline HAP are VOC,
the inhalation pathway was expected to
be the primary route of exposure.
Regarding the inhalation exposure
pathway for terrestrial mammals, we
contend that human toxicity values for
the inhalation pathway are generally
protective of terrestrial mammals.
Because the maximum cancer and
noncancer hazards to humans from
inhalation exposure are relatively low,
we expect there to be no significant and
widespread adverse effect to terrestrial
mammals from inhalation exposure to
HAP emitted from the gasoline
distribution source category. To ensure
that the potential for adverse effect to
wildlife (including birds) resulting from
emissions of HAP for this source
category is low, we have carried out a
screening-level assessment of ecological
effect via inhalation toxicity. No such
adverse effect was identified. Since our
results showed no screening-level
ecological effect, we do not believe that
there is an effect on threatened or
endangered species or on their critical
habitat within the meaning of 50 CFR
402.14(a). Because of these results, EPA
concluded that a consultation with the
Fish and Wildlife Service was not
necessary. Thus, we have concluded
that the level of risk resulting from the
limits in the NESHAP is acceptable for
this source category, and that changes to
the NESHAP are not required to satisfy
section 112(f) of the CAA.

B. Technology Review

In addition to the requirements in
CAA section 112(f)(2) to review the
residual risk, section 112(d)(6) requires
us to review and revise as necessary
(taking into account developments in
practices, processes, and control
technologies) emission standards
promulgated under section 112(d) no
less often than every 8 years.

As described above, we investigated
emission control levels and the
potential for additional emission
reductions from existing affected
facilities within the gasoline
distribution source category. Additional
controls would achieve at best, minimal
emission and risk reductions at a very
high cost. We also did not identify any
significant developments in practices,
processes, or control technologies since
promulgation of the original standards
in 1994.

For new affected facilities, we found
that the best controlled storage tanks use
the new source performance standards
seal types already required by the
NESHAP. We also found the NESHAP’s
10 milligrams standard for tank truck
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and rail car loading to be the best
control in practice. We also concluded
that the NESHAP requirement for
monthly inspections for equipment
leaks is the best control level in
practice.

In the assessment of leak standards for
tank trucks at new facilities, we found
that California uses the same annual test
method as the NESHAP, but the
California regulations allow a maximum
pressure change of a half inch over the
five minute test for all tank trucks in
California compared to the one inch
allowed by the NESHAP. We concluded
that the change to a lower allowable
leakage rate is impractical for a national
program. From our model facility
assessment discussed earlier, these
controls achieve small HAP reductions
and have a poor HAP cost effectiveness.
Adjusting the standards for existing
sources could not be justified under
section 112(d)(6). As a result, any
revised limits in the NESHAP under
section 112(d)(6) would only apply to
affected new sources, and existing
sources would still be subject to the
current limits. We also concluded that
potentially having different leak testing
requirements at facilities within the
same geographical area would be hard
to implement because it would require
tank truck owners and operators to track
and understand which terminals have
the different requirements. Thus,
because there are expected to be very
few, if any, affected new sources across
the U.S. in the next 5 to 10 years, a
revised testing requirement would not
apply at most terminals. The annual
pressure testing requirement of the
NESHAP is also considered to be the
best control nationally. We concluded
that the new source standard for leakage
rates should be kept the same as that for
existing sources and that no further
revisions to the Gasoline Distribution
NESHAP are needed. Because the
NESHAP continue to represent the best
controls that can be implemented
nationally, we are proposing to not
revise the Gasoline Distribution
NESHAP under CAA section 112(d)(6).

III. Statutory and Executive Order
Reviews

A. Executive Order 12866: Regulatory
Planning and Review

Under Executive Order 12866 (58 FR
51735, October 4, 1993), EPA must
determine whether a regulation is
“significant’”” and, therefore, subject to
Office of Management and Budget
(OMB) review and the requirements of
the Executive Order. The Executive
Order defines “significant regulatory

action” as one that is likely to result in
a rule that may:

(1) Have an annual effect on the
economy of $100 million or more, or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local, or tribal government
communities;

(2) Create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(3) Materially alter the budgetary
impact of entitlements, grants, user fees,
or loan programs, or the rights and
obligations of recipients thereof; or

(4) Raise novel or policy issues arising
out of legal mandates, the President’s
priorities, or the principles set forth in
the Executive Order.

It has been determined that today’s
proposed decision is a “‘significant
regulatory action” under the terms of
Executive Order 12866. Therefore,
today’s proposed decision was
submitted to OMB for review. However,
today’s proposed decision will result in
no additional cost impacts beyond those
estimated for the current national
emission standards. Changes made in
response to OMB suggestions or
recommendations will be documented
in the public record.

B. Paperwork Reduction Act

This action does not impose any new
information collection burden.
However, the Office of Management and
Budget (OMB) has previously approved
the information collection requirements
for the national emissions standards
under the provisions of the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq.
and has assigned OMB control number
2060-0325, EPA ICR number 1659. A
copy of the OMB approved Information
Collection Request (ICR) may be
obtained from Susan Auby, Collection
Strategies Division; U.S. Environmental
Protection Agency (2822T); 1200
Pennsylvania Ave., NW., Washington,
DC 20460 or by calling (202) 566—1672.

Burden means the total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of

information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

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 are listed
in 40 CFR part 9 and 48 CFR chapter 15.

EPA has established a public docket
for this action, which includes the ICR,
under Docket ID number OAR-2004—
0019, which can be found in http://
www.epa.gov/edocket. Today’s
proposed decision will not change the
burden estimates from those developed
and approved in 1994 for the national
emission standards.

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 impacts
of today’s proposed decision on small
entities, small entity is defined as: (1) A
small business whose parent company
has fewer than 100 or 1,500 employees,
or a maximum of $5 million to $18.5
million in revenues, depending on the
size definition for the affected North
American Industry Classification
System (NAICS) code; (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. It should be noted
that the small business definition
applied to each industry by NAICS code
is that listed in the Small Business
Administration (SBA) size standards (13
CFR part 121).

After considering the economic
impacts of today’s proposed decision on
small entities, I certify that the decision
will not have a significant economic
impact on a substantial number of small
entities. The proposed decision will not
impose any requirements on small
entities. Today’s proposal announces a
decision and requests public comments
on the residual risk assessment and
technology review for the national
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emission standards and imposes no
additional burden on facilities impacted
by the national emission standards. We
are proposing no further action at this
time to revise the national emission
standards. We continue to be interested
in the potential impacts of the proposed
decision on small entities and welcome
comments on issues related to such
impacts.

D. Unfunded Mandates Reform Act

Title II 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 by State, local,
and tribal governments, in aggregate, or
by the private sector, of $100 million or
more in any 1 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 of 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 under section 203 of the
UMRA a small government agency plan.
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.

The EPA has determined that today’s
proposed decision does not contain a
Federal mandate that may result in
expenditures of $100 million or more to
State, local, and tribal governments in
the aggregate, or to the private sector in
any 1 year. Therefore, today’s proposed
decision is not subject to the

requirements of sections 202 and 205 of
the UMRA. In addition, today’s
proposed decision does not significantly
or uniquely affect small governments
because it contains no requirements that
apply to such governments or impose
obligations upon them. Therefore,
today’s proposed decision is not subject
to section 203 of the UMRA.

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
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.”

Today’s proposed decision does 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, the
requirements of the Executive Order do
not apply to today’s proposed decision.

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 6, 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.” “Policies that have tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

Today’s proposed decision does not
have tribal implications. It will not have
substantial direct effects on tribal
governments, on the relationship
between the Federal government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal government and Indian tribes,
as specified in Executive Order 13175.

Thus, Executive Order 13175 does not
apply to today’s proposed decision.

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

Executive Order 13045 (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 or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the EPA 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.

Today’s proposed decision is not
subject to the Executive Order because
it is not economically significant as
defined in Executive Order 12866, and
because the Agency does not have
reason to believe the environmental
health or safety risk addressed by this
action present a disproportionate risk to
children. The public is invited to submit
or identify peer-reviewed studies and
data, of which the Agency may not be
aware, that assessed results of early life
exposure to gasoline distribution facility
emissions.

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

Today’s proposed decision is not a
“significant energy action” as defined in
Executive Order 13211 (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.
Further, we have concluded that today’s
proposed decision is not likely to have
any adverse energy impacts.

L. National Technology Transfer
Advancement Act

Under section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (NTTAA), Public Law No.
104-113, all Federal agencies are
required to use voluntary consensus
standards (VCS) in their regulatory and
procurement 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) developed or
adopted by one or more voluntary
consensus bodies. The NTTAA requires
Federal agencies to provide Congress,
through annual reports to OMB, with
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explanations when the agency does not
use available and applicable VCS.

Today’s proposed decision does not
involve technical standards. Therefore,
the requirements of the NTTAA are not
applicable.

List of Subjects for 40 CFR Part 63

Environmental protection,
Administrative practice and procedures,
Air pollution control, Intergovernmental
relations, Reporting and recordkeeping
requirements.

Dated: August 4, 2005.

Stephen L. Johnson,

Administrator.

[FR Doc. 05-15825 Filed 8—9-05; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 420

[Docket Number OW—2002-0027; FRL—
7950-8]

RIN 2040-AE78

Effluent Limitations Guidelines,
Pretreatment Standards, and New
Source Performance Standards for the
Iron and Steel Manufacturing Point
Source Category

AGENCY: Environmental Protection
Agency.
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to amend
certain provisions of the regulations
establishing effluent limitations
guidelines, pretreatment standards and
new source performance standards for
the Iron and Steel Manufacturing Point
Source Category. Prior to 2002,
regulations applicable to the Iron and
Steel Manufacturing Point Source
Category had authorized the
establishment of limitations applicable
to the total mass of a pollutant
discharged from more than one outfall.
The effect of such a “water bubble” was
to allow a greater or lesser quantity of

a particular pollutant to be discharged
from any single outfall so long as the
total quantity discharged from the
combined outfalls did not exceed the
allowed total mass limitation. In 2002,
EPA revised the water bubble to
prohibit establishment of alternative oil
and grease effluent limitations. Based on
consideration of new information and
analysis, EPA proposes to reinstate the
provision authorizing alternative oil and
grease limitations with one exception.

Today’s notice also proposes to correct
errors in the effective date of new source
performance standards.

DATES: Comments must be received by
September 9, 2005. Comments
postmarked after this date may not be
considered.

ADDRESSES: Submit your comments,
data and information for this proposed
rule identified by Docket ID No. OW—
2002—-0027, by one of the following
methods:

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

B. Agency Web site: http://
www.epa.gov/edocket. EDOCKET,
EPA'’S electronic public docket and
comment system, is EPA’s preferred
method for receiving comments. Follow
the on-line instructions for submitting
comments.

C. E-mail: OW-Docket@epa.gov.

D. Mail: Water Docket, Environmental
Protection Agency, Mailcode: 4101T,
1200 Pennsylvania Avenue, NW.,
Washington, DC 20460. Attention
Docket ID No. OW-2002-0027. Please
include a total of 3 copies.

E. Hand Delivery: Water Docket, EPA
Docket Center, EPA West Building,
Room B102, 1301 Constitution Avenue,
NW., Washington, DC, 20460. Attention
Docket ID No. OW-2002-0027. Please
include a total of 3 copies. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments,
data and information to Docket ID No.
OW-2002-0027. EPA’s policy is that all
comments, data and information
received will be included in the public
docket without change and may be
made available online at http://
www.epa.gov/edocket, including any
personal information provided, unless
the material 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 EDOCKET,
regulations.gov, or e-mail. The EPA
EDOCKET and the Federal
regulations.gov Web site are
“anonymous access’’ systems, 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
EDOCKET or regulations.gov, your e-

mail address will be automatically
captured and included as part of the
comment that is placed in the public
docket and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or viruses. For additional information
about EPA’s public docket visit
EDOCKET on-line or see the Federal
Register of May 31, 2002 (67 FR 88102).
For additional instructions on obtaining
access to comments, go to Section I.C.
of the SUPPLEMENTARY INFORMATION
section of this document.

Docket: All documents in the docket
are listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Water Docket, EPA Docket
Center, EPA West Building, Room B102,
1301 Constitution Avenue, NW.,
Washington, DC, 20460. 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 Water Docket is (202)
566—2426.

FOR FURTHER INFORMATION CONTACT:
Elwood H. Forsht, Engineering and
Analysis Division, Office of Water, Mail
code 4303T, 1200 Pennsylvania Avenue,
NW., Washington, DC 20460; telephone
number: 202-566—1025; fax number
202-566-1053; and e-mail address:
forsht.elwood@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does This Action Apply to Me?

Entities potentially regulated by this
action include facilities of the following
types that discharge pollutants directly
or indirectly to waters of the U.S.:
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Category Examples of regulated entities NAICS Codes
Industry ... Discharges from existing and new facilities engaged in metallurgical cokemaking, sintering, 3311, 3312
ironmaking, steelmaking, direct reduced ironmaking, briquetting, and forging.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
regulated by this action. This table lists
the types of entities that EPA is now
aware could potentially be regulated by
this action. Other types of entities not
listed in the table could also be
regulated. To determine whether your
facility is regulated by this action, you
should carefully examine the definitions
and applicability criteria in §§420.01,
420.10, 420.20, 420.30, 420.40, 420.50,
420.60, 420.70, 420.80, 420.90, 420.100,
420.110, 420.120, and 420.130, of title
40 of the Code of Federal Regulations.
If you have questions about the
applicability of this action to a
particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

B. What Should I Consider as I Prepare
My Comments for EPA?

1. Submitting CBI. Do not submit
information that you consider to be CBI
electronically through EPA’s electronic
public docket or by e-mail. Send
information claimed as CBI by mail only
to the following address, Office of
Science and Technology, Mailcode
4303T, U.S. Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460, Attention:
Ahmar Siddiqui/Docket ID No. OW—
2002—0027. You may claim information
that you submit to EPA as CBI by
marking any part or all of that
information as CBI (if you submit CBI
on disk or CD ROM, 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
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
In addition to one complete version of
the comment that includes any
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 and EPA’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD ROM,
mark the outside of the disk or CD ROM
clearly that it does not contain CBIL.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,

please consult the person identified in
the FOR FURTHER INFORMATION CONTACT
section.

2. Tips for Preparing Your Comments.
When submitting comments, remember
to:

i. Identify the rulemaking by docket
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 specitic examples to
illustrate your concerns, and suggest
alternatives.

vii. Explain your views as clearly as
possible.

viii. Make sure to submit your
comments by the comment period
deadline identified.

C. How Can I Get Copies of This
Document and Other Related
Information?

1. Docket. EPA has established an
official public docket for this action
under Docket ID No. OW-2002-0027.
The official public docket consists of the
documents specifically referenced in
this action, any public comments
received, and other information related
to this action. The official public docket
is the collection of materials that is
available for public viewing at the Water
Docket in the EPA Docket Center, (EPA/
DC) EPA West, Room B102, 1301
Constitution Ave., NW., Washington,
DC. The EPA Docket Center 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 Water Docket is (202)
566—2426. To view these docket
materials, please call ahead to schedule
an appointment. Every user is entitled
to copy 266 pages per day before
incurring a charge. The Docket may

charge 15 cents a page for each page
over the 266-page limit plus an
administrative fee of $25.00.

2. Electronic Access. You may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, “EPA Dockets.” You may use
EPA Dockets at http://www.epa.gov/
edocket/ to submit or view public
comments, access the index listing of
the contents of the official public
docket, and access those documents in
the public docket that are available
electronically. Once in the system,
select “‘search,” then key in the
appropriate docket identification
number.

Certain types of information will not
be placed in the EPA Dockets.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. To the extent feasible, publicly
available docket materials will be made
available in EPA’s electronic public
docket. When a document is selected
from the index list in EPA Dockets, the
system will identify whether the
document is available for viewing in
EPA’s electronic docket. Although not
all docket materials may be available
electronically, you may still access any
of the publicly available docket
materials through the docket facility
identified in Section I.C.1.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
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EPA’s electronic docket. The entire
printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the Docket will
be scanned and placed in EPA’s
electronic public docket. Where
practical, physical objects will be
photographed, and the photograph will
be placed in EPA’s electronic public
docket along with a brief description
written by the docket staff.

II. Legal Authority

The U.S. Environmental Protection
Agency is proposing these regulations
under the authorities of Sections 301,
304, 306, 308, 402 and 501 of the Clean
Water Act (CWA), 33 U.S.C. 1311, 1314,
1316, 1318, 1342 and 1361.

II1. Overview of Effluent Limitations
Guidelines and Standards for the Iron
and Steel Manufacturing Industry

A. Legislative Background

Congress adopted the Clean Water Act
(CWA) to “restore and maintain the
chemical, physical, and biological
integrity of the Nation’s waters” (section
101(a), 33 U.S.C. 1251(a)). To achieve
this, the CWA prohibits the discharge of
pollutants into navigable waters except
in compliance with the statute. The
CWA confronts the problem of water
pollution on a number of different
fronts. It relies primarily, however, on
establishing restrictions on the types
and amounts of pollutants discharged
from various industrial, commercial,
and public sources of wastewater.

Congress recognized that regulating
only those sources that discharge
effluent directly into the Nation’s waters
would not achieve the CWA'’s goals.
Consequently, the CWA requires EPA to
set nationally-applicable pretreatment
standards that restrict pollutant
discharges from those who discharge
wastewater into sewers flowing to
publicly-owned treatment works
(POTWs) (section 307(b) and (c)).
National pretreatment standards are
established for those pollutants in
wastewater from indirect dischargers
which may pass through, interfere with,
or are otherwise incompatible with the
operation of POTWs. Generally,
pretreatment standards are designed to
ensure that wastewater from direct and
indirect industrial dischargers are
subject to similar levels of treatment.
The General Pretreatment Regulations,
which set forth the framework for the

implementation of national
pretreatment standards, are found at 40
CFR Part 403.

Direct dischargers must comply with
effluent limitations in National
Pollutant Discharge Elimination System
(NPDES) permits; indirect dischargers
must comply with pretreatment
standards. These limitations and
standards are established by regulation
for categories of industrial dischargers
and are based on the degree of control
that can be achieved using various
levels of pollution control technology.

B. Overview of 1982 Rule and 1984
Amendment

EPA promulgated effluent limitations
guidelines and pretreatment standards
for the Iron and Steel Point Source
Category on May 27, 1982 (47 FR
23258), at 40 CFR Part 420, and
amended these regulations on May 17,
1984 (49 FR 21024). These actions
established limitations and standards
for three types of steel-making
operations: Cokemaking, hot-end and
finishing operations. Regulations at
Subpart A of Part 420 cover cokemaking
operations. Regulations at Subpart B
(sintering), Subpart C (ironmaking),
Subpart D (steelmaking), Subpart E
(vacuum degassing), Subpart F
(continuous casting) and Subpart G (hot
forming) cover hot-end operations.
Subpart H (salt bath descaling), Subpart
I (acid pickling), Subpart J (cold
forming), Subpart K (alkaline cleaning)
and Subpart L (hot coating) cover
finishing operations. The 1984
amendment (49 FR 21028; May 17,
1984) also included a provision that
would allow existing point sources to
qualify for “alternative effluent
limitations” for a particular pollutant
that was different from the otherwise
applicable effluent limitation. These
“alternative” limitations represented a
mass limitation that would apply to a
combination of outfalls. Thus, a facility
with more than one outfall would be
subject to a combined mass limitation
for the grouped outfalls rather than
subject to mass limitations for each
individual outfall. This provision
allowed for in-plant trading under a
“water bubble.” The effect of th